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Meeting of the Board of Directors – IN PUBLIC
Friday 1 March 2013 at 1230
Board Room, Liverpool Women’s Hospital
	Item no.
	Title of item
	Objectives/desired outcome
	Process
	Item presenter
	Time allocated 

to item 
	CQC Outcome
	CNST Standard
	NHSLA Standard

	12/13/238
	Apologies for absence
	Receive apologies 
	Verbal
	Chair
	1 min
(1231)
	
	
	

	12/13/239
	Meeting guidance notes

[image: image1.emf]Meeting Attendees'  Guidance, May 2012.doc


	Receive the meeting attendees’ guidance notes
	Written guidance
	Chair
	1 min

(1232)
	
	
	

	12/13/240
	Declarations of interest – do directors have any interests to declare?
	Identify and avoid conflicts of interest
	Verbal
	Chair
	1 min
(1233)
	
	
	

	12/13/241
	Minutes of the previous meeting held 4 January 2013 2012 – are the minutes accurate?

[image: image2.emf]BoD Minutes January  2013 PUBLIC v1.doc


	Confirm as an accurate record the minutes of the previous meeting
	Written minutes
	Chair
	2 mins

(1235)
	
	
	

	12/13/242
	Matters arising – are there any matters arising from the previous meeting?
	Provide an update in respect of any matters arising
	Verbal
	Chair 
	5 mins

(1240)
	
	
	

	12/13/243
	Chair’s report and announcements – what have been the Chair’s activities since the last Board meeting and what significant announcements do the Chair need to make?

[image: image3.emf]Chairs Report March  2013 v1.doc


	Report activities since the last Board meeting and announce items of significance not elsewhere on the agenda
	Written and verbal 
	Chair
	10 mins
(1250)
	
	
	

	12/13/244
	Chief Executive’s report and announcements – what significant matters does the Chief Executive need to bring to the Board’s attention?

[image: image4.emf]CEO Report March  2013 PUBLIC v2.doc


	Report key developments and announce items of significance not elsewhere on the agenda
	Written and verbal
	Chief Executive
	10 mins
(1300)
	10, 14
	
	

	MATTERS FOR APPROVAL / DECISION

	Board Assurance

	12/13/245
	Minutes of the Governance and Clinical Assurance Committee held 19 December 2012 (confirmed) 


[image: image5.emf]GACA mins 121219  V06 Draft.doc


	Receive and review minutes
	Written minutes
	Chair of Committee
	1 min

(1301)
	
	
	1.3

	12/13/246
	Minutes of the Finance, Performance and Business Development Committee held 8 February 2013 (draft)

[image: image6.emf]13.02.08  FPBDMinutes.FinalJMc WITH REDACTIONS.doc


	Receive and review minutes
	Written minutes
	Chair of Committee
	1 min

(1302)
	
	
	1.3

	MATTERS FOR DISCUSSION AND BOARD ACTION / DECISION

	Assurance – Quality

	To deliver safe services

	12/13/247
	Francis Public Inquiry report - how will the Trust systematically and thoroughly consider the relevant Francis 2013 report recommendations, identify any gaps and deficiencies and address these in a timely manner? 

[image: image7.emf]Board of Directors  Francis Recs v2 JMc.doc


	Receive details of the Inquiry report and the Trust’s planned approach to considering it
	Written report
	Medical Director and Director of Nursing, Midwifery & Operations
	13 mins

(1315)
	All
	
	

	To deliver the best possible experience for patients and staff

	12/13/248
	Staff survey – what are the results of the 2012 staff survey?
	Consider the results of the staff survey and the actions planned in response
	Presentation
	Director of Human Resources & Organisational Development
	20 mins
(1335)
	12, 13, 14
	
	

	Strategy & Planning

	12/13/249
	Genomic Review Update – what is the latest position in respect of the National Genomic Strategy?

[image: image8.emf]Genomic Review  Update, March 2013.doc


	Understand the national plans for genetics services and the opportunities and risks they present to the Trust
	Written report
	Director of Finance
	10 mins
(1345)
	
	
	

	BREAK (to 1400)

	Performance

	To be efficient and make the best use of resources

	12/13/250
	HealthCheck – what is the Trust’s latest service and financial performance?

[image: image9.emf]Health check for  January 2013.pdf
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	Review the latest Trust performance report and receive assurance about the Trust’s performance
	Written report
	Director of Nursing, Midwifery & Operations and Director of Finance
	10 mins
(1410)
	8, 9, 12, 14, 17
	
	

	Assurance – Governance

	12/13/251
	Trust Constitution – what changes to the Trust’s Constitution are proposed?

[image: image11.emf]Constitution, March  2013.doc


	Confirm the proposed changes to the Constitution
	Written report
	Chair and Trust Secretary
	5 mins
(1410)
	
	
	

	12/13/252
	Frequency of Board meetings – how often should the Board meet during 2013/14?

[image: image12.emf]Frequency of Board  Meetings, March 2013 v2.doc


	Agree the frequency of Board meetings
	Written report
	Chair, Chief Executive and Trust Secretary
	10 mins
(1420)
	
	
	

	

	12/13/253
	Review of risk impacts of items discussed – have any new risks been identified during the course of the meeting?
	Identify any new risk impacts
	Verbal
	Chair
	1 min
(1421)
	
	
	

	 

	12/13/254
	Any other business – is there any other business that needs to be considered today?
	Consider any urgent items of other business
	Verbal or written
	Chair
	2 mins
(1423)
	
	
	

	12/13/255
	Review of meeting – did the meeting achieve its objectives; what went well and what could have gone better?
	Review the effectiveness of the meeting (achievement of objectives/desired outcomes and management of time)
	Verbal
	Chair / all
	1 min
(1424)
	
	
	

	12/13/256
	Date, time and place of next meeting – Friday 5 April 2013 at 1230 in the Board Room, Liverpool Women’s Hospital
	Confirm arrangements for next meeting
	Verbal
	Chair
	1 min
(1425)
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Board of Directors


Minutes of a meeting held in public on Friday 4 January 2013 at 1230

in the Board Room, Liverpool Women’s Hospital

		PRESENT


IN ATTENDANCE

		Mr Ken Morris, Chair 

Mr Allan Bickerstaffe, Non-Executive Director

Mr Steve Burnett, Non-Executive Director (to item 12/13/212)

Ms Liz Cross, Non-Executive Director (to item 12/13/215)

Mrs Vanessa Harris, Director of Finance 

Mr Ian Haythornthwaite, Non-Executive Director 

Mr Jonathan Herod, Medical Director (to item 12/13/213)

Mrs Gail Naylor, Director of Nursing, Midwifery and Patient 

  Experience 

Ms Caroline Salden, Chief Operating Officer (except for item 170(a))

Mrs Kathryn Thomson, Chief Executive 

Mrs Michelle Turner, Director of Human Resources and 


  Organisational Development

Ms Maria Hallows, Audit Partner, Beever and Struthers

Mrs Jenny Hannon, Financial Controller


Ms Julie McMorran, Trust Secretary

Mr John Foley, Staff Governor (Clinical and non-clinical support staff)


The Chair opened the meeting by stating that it was a meeting of the Board of Directors in public, but was not a public meeting. 





		12/13/195



		Apologies


Dr Pauleen Lane, Non-Executive Director.





		12/13/196

		Meeting guidance notes


Directors received and noted the meeting guidance notes.






		12/13/197

		Declarations of interests

There were no interests declared. 





		12/13/198

		Minutes of previous meeting held on 2 November 2012


The minutes were agreed and signed as a correct record save for the following amendment:

Minute 12/13/172, second sentence of paragraph one to state “A number of the Act’s provisions had come into force on 1 October 2012, including removal of the private patient cap and the need for any increase of 5% or more of the Trust’s total income to be approved by the Council of Governors.”





		12/13/199

		Matters arising


There were no matters arising.






		12/13/200

		Chair’s report and announcements


The Chair presented his written report detailing his activities since the Board’s November 2012 meeting.  He referred in particular to the sad death of Governor Tina Read whose funeral he had attended together with Lead Governor Dorothy Zack-Williams.  Ken Morris also reported the appointment of Kate Johnston to the Council of Governors, by Liverpool John Moores University.

A Liverpool Health Summit had been held on 12 December 2012, hosted by the City’s Mayor.  The Summit was a separate initiative to the Health Commission also established by the Mayor although the two were expected to inter-relate.  Further meetings would be held during 2013 in respect of the Summit.

Resolved


To receive and note the Chair’s report and announcements.





		12/13/201

		Chief Executive’s report and announcements

The Board received the written report from the Chief Executive.  She drew particular attention to the Q2 Monitor report analysis and the good performance it reflected.  A breakdown of the financial risk and governance ratings of other North West Trusts was noted.  Directors asked that the Chief Executive make the Board aware in future reports of any concerns in respect of working relationships the Trust may have with other those that could be subject to regulatory action.

Kathy Thomson reported that a National Clinical Director for Women’s Services was to be appointed by the NHS Commissioning Board.  The establishment of this position was to be welcomed and consideration was being given as to whether any of the Trust’s clinician might go forward for the role.

Directors noted that the national Chief Nursing Officer (CNO) was scheduled to visit the Trust in January 2013, accompanied by the Regional Chief Nurse.  During the visit the Trust would outline some of its strategic work which aimed to influence women’s services and also how the Trust was responding to ‘Compassion in Care’, the CNO’s recently launched national vision and strategy for nursing, midwifery and care givers.  Directors also noted that the Trust had been selected as one of four sites to pilot the Friends and Family Test in maternity services.

The new induction suite was now open as a part of Big Push phase 2 development and most Board members had visited it that morning.  It was also being showcased to Trust staff ahead of the new facilities being fully opened.  A virtual tour of new facility would be included as a part of the planned website refresh.

Kathy Thomson reported that together with the Director of Finance she would be visiting Uganda in January 2013, during the course of which they would visit the hospital in Mulago with which the Trust was associated and also meet with the Ugandan Health Minister.  She highlighted that Uganda had been identified as an area of priority by the World Health Organisation.  Kathy Thomson confirmed that the Trust was meeting the costs of the visit.


Directors received an update in respect of the Trust’s work to explore a partnership arrangement with University Hospitals of Morecambe Bay NHS Foundation Trust.  Morecambe Bay Trust’s newly appointed Chief Executive was keen to progress discussions but firstly had a series of other significant issues to be addressed.  A partnership with Alder Hey Children’s NHS Foundation Trust was also being investigated by Morecambe Bay and in due course a meeting would be arranged between the Chief Executives of each organisation to discuss potential options.

Resolved

To receive and note the Chief Executive’s report and announcements. 





		12/13/202

		Charitable Funds

a. Annual report and accounts 2011/12

The 2011/12 annual report and accounts of the Trust’s charitable funds were received and the Director of Finance introduced the Trust’s Financial Controller and charitable funds auditor.

The Chair queried whether there should be greater expenditure from the funds and commented that some items funded may be more suitable for exchequer funding.  As Chair of the Charitable Funds Committee, Non-Executive Director (NED) Liz Cross stated there were sometimes tensions as to what was the most appropriate funding route in respect of bids that came before the Committee.  In considering bids the Committee would not award funding to compensate for pressures that ought to be met from mainstream funding, but would support bids that provided additional care, support or facilities.  She added that the level of bids was fairly low and the Committee was keen to receive more innovative bids.

NED Steve Burnett commented that the investment strategy in place was fairly high risk.  It was agreed that the Charitable Funds Committee would routinely keep the strategy under review. 


Resolved


a. To approve the annual report and accounts for 2011/12


b. To approve the Letter of Representation for signature

c. To receive and note the Management Letter.


b. Charitable Funds Committee annual report 2011/12


NED Liz Cross, as Chair of the Charitable Funds Committee, presented the Committee’s annual report for 2011/12.  

Resolved 

To receive and approve the annual report and the assurance it provided in respect of the Trust’s responsibilities concerning charitable funds.

c. Minutes of the Charitable Funds Committee held 21 November 2012 (draft)


The Board received the draft minutes.





		12/13/203

		Minutes of the Finance, Performance and Business Development Committee held 23 October 2012 (draft)

The Board received the draft minutes.

In the absence of the Committee’s Chair, Committee member Ian Haythornthwaite highlighted the Committee’s consideration of the month 6 Health Check report and in particular its concern about red rated clinical items which had subsequently been reviewed by the Governance and Clinical Assurance Committee.  The Committee had also received a good presentation about the Hewitt Centre and members were pleased with the way in which this had come before the Board.

Ian Haythornthwaite also reported that the Committee had approved going out to tender in respect of the Trust’s pathology contract.






		12/13/204

		Minutes of the Governance and Clinical Assurance Committee held 17 October 2012


The Board received the minutes.

Committee Chair Allan Bickerstaffe commented that the Committee had also met in December 2012, the minutes of which would come to the next Board meeting.  He reported that at its December meeting the Committee had received a report in respect of the red rated Health Check indicators.  As a result of considering the report, three items had been referred for action to the Trust Management Group (TMG) namely 18 week referral to treatment time (RTT) for infertility, term baby admissions and screening.  The Chief Operating Officer advised that there was a development plan in place in respect of the 18 week RTT item and the Maternity Division would address term baby admissions together with screening.  Performance against all three items would be reported monthly to TMG and to a future meeting of the Committee by way of assurance. 

Allan Bickerstaffe also reported that a deep dive of a closed serious untoward incident had been undertaken and was reported to the December 2012 meeting.  GACA had raised some concerns as a result of the report as there was insufficient assurance available in respect of actions taken in response to recommendations.  The Committee had also considered a report in respect of medicines management in response to the Care Quality Commission concern raised earlier in the year.





		12/13/205

		Ten years of maternity claims


The Director of Nursing, Midwifery and Patient Experience presented her report summarising the recently published NHS Litigation Authority (NHSLA) report reviewing ten years of maternity claims.  The NHSLA report identified four areas for its further investigation, namely antenatal ultrasound investigations, cardiotocography interpretation, perineal trauma and uterine rupture.


Regrettably the NHSLA report did not make any analysis of the correlation between patient safety and levels of accreditation for the Clinical Negligence Scheme for Trusts.  Nor did it provide sufficient data to enable the Trust to benchmark itself in respect of the four areas, thus the Trust had made a request to the Authority for anonymised data to facilitate this.  In any event a project was being planned to assess the Trust’s clinical risk identification and monitoring systems.

Directors commented that inclusion of data relating to the time when incidents occurred would have been valuable to inform the debate about 24/7 consultant cover.

Resolved


a. To receive and note the report

b. That the Governance and Clinical Assurance Committee consider the findings of internal project to assess the Trust’s clinical risk identification and monitoring systems.






		12/13/206

		Savile allegations


The Board received a report which set out the Trust’s position in respect of celebrity or VIP visitors to the hospital’s premises, in the light of the 2012 allegations made against the late Jimmy Savile.  The Director of Nursing, Midwifery and Patient Experience stated that there was no evidence to suggest that Jimmy Savile had never been associated with the Trust.  She also stated that current practice deemed that any celebrity visitor would always be accompanied by a member of Trust staff.  However, there was a lack of organisational memory in respect of historical practice.

Gail Naylor added that the Trust’s Head of Safeguarding was working with its Volunteer Manager to ensure the Trust’s volunteers were not placed in any role where they may have access to vulnerable patients.

It was noted that should the Trust receive any allegations of abuse involving a celebrity visiting the hospital, the matter would be addressed through its serious untoward incident process.


Resolved


a. To receive the report and the assurance it provided in respect of the current arrangements for celebrity visitors to the Trust’s premises


b. To note that organisational memory did not allow the Board to receive assurance in respect of historical practice relating to celebrity visitors.





		12/13/207

		Quality report 2012/13


The Medical Director introduced his report which gave a mid-year overview of the metrics which indicated performance against the Trust’s quality report.  


It was noted that there were few defined targets in the quality report albeit improvement was aimed for in respect of all items included.  Jonathan Herod commented that a specific target for many of the items would be highly problematic.  The fact that statistical process control (SPC) charts were excluded from the quality report meant it was difficult to see natural variations and thus target setting would be extremely difficult.  However, should the Board wish to see SPC charts this could be provided, though they would not be included in the public version of the report for reasons of accessibility following comments from local stakeholders.

The Director of Nursing, Midwifery and Patient Experience highlighted the inextricable link between the quality report and the Quality Strategy, a part of which would focus on how improvement could be defined and measured.

Resolved


To receive and note the report.






		12/13/208

		Quality strategy


A draft Quality Strategy was presented by the Director of Nursing, Midwifery and Patient Experience.  She stated that it aimed to place in a single framework the various initiatives and approaches to quality improvement that were in operation at the Trust.  It spanned a five year period in recognition of the fact that transformational change took time to achieve.  


The Strategy recognised that the provision of high quality services were very much a part of the Trust’s corporate objectives.  It highlighted the important role of the Board as the champion of quality which set the tone for the organisation.


Four phases were identified in the Strategy.  The first phase would focus on building a solid foundation, the second on building improvement capability in Trust staff, the third on striving for excellence in identified priorities and the fourth on building a total quality management system.  A single, preferred methodology would be determined for consistent use during implementation.  Data collection methods would need to be improved to facilitate measurement against the Strategy’s objectives, and quality dashboards would be introduced to illustrate performance.


Gail Naylor proposed that an annual report of progress against the Strategy be presented to the Board, with a twice-yearly, more detailed reported presented to the Governance and Clinical Assurance Committee.  Implementation of the Strategy within Divisions would feature as a part of the quarterly performance review programme.  


Resolved


To approve the Quality Strategy.






		12/13/209

		CLIP (Complaints, Litigation, Incidents and Patient Advice and Liaison Service (PALS)) contact report Q2

The Director of Nursing, Midwifery and Patient Experience presented the report outlining the number complaints, claims, coroner inquests, incidents, PALS contacts, never events and compliments received in quarter 2 of 2012/13.  She advised that it had been reviewed by the Governance and Clinical Assurance Committee at its December 2012 meeting and was presented to the Board in order to provide assurance that the Trust’s approach was coordinated.

Gail Naylor highlighted complaints received in respect of perceptions of unprofessional behaviour.  She reported that work had been done to establish if there was any pattern indicating that complaints of this nature were against the same individual or individuals and a pattern had been found in respect of one staff member.  Gail Naylor added that there did not appear to be any correlation between incidents and complaints.

In respect of claims it had been recognised that historically, a root cause analysis (RCA) had not always been undertaken when a claim had been made.  Where this came to light an RCA would be undertaken even if it was a number of years after the claim was received.

Resolved 

a. To receive the report


b. To confirm the Board’s assurance in respect of the Trust’s coordinated approach to complaints, claims, coroner inquests, incidents, PALS contacts, never events and compliments.





		12/13/210

		Compassion in care

The Director of Nursing, Midwifery and Patient Experience presented to the Board in respect of the Chief Nursing Officer’s recently published vision and strategy for nursing, midwifery and care givers in England.  The ambition and aims of the strategy were improved quality of care and patient experience; an increase in the numbers of nurses and midwives who were proud of their role and; an increase in respect for the profession.


The strategy outlined a simple model based on six Cs namely care, compassion, competence, communication, courage and commitment.  Underpinning each C were six areas for action based on leadership at every level.  

Gail Naylor stated that the strategy would be launched within the Trust and responses made to the national work-streams it outlined.  Implementation plans would be prepared at ward and departmental level, impacts would be reviewed in order to demonstrating tangible improvements and an annual report would be prepared by the Nursing and Midwifery Board in order to record progress and achievements.

The Director of Human Resources and Organisational Development commented that the Trust was now in receipt of raw data from the 2012 staff survey.  It showed no improvement in staff recommending the Trust as a place to receive care.  It was agreed that the work planned in response to the strategy be used as a vehicle to address this survey result.


Resolved

To receive and note the information.






		

		Operating Framework and financial outlook 2013/14

The Director of Finance reported that with effect from 2013/14 there would be no Operating Framework.  Guidance was instead being issued through a suite of national policy documents.

The first was the Mandate to the National Commissioning Board which included a series of key objectives, one of which was better care for women during pregnancy including a named midwife responsible for personalised, one to one care throughout pregnancy, childbirth and the post natal period.  The second was the NHS Outcomes Framework and the third was ‘Everyone Counts’ which stressed assumed liberty for local commissioners and the requirement to make services patient focused.  The fourth was the road test tariff 2013/14 which included the mandatory maternity pathway and national efficiency requirement of 4%.

Clinical Commissioning Group (CCG) allocations had been published, based on a revised allocation formula which removed the deprivation weighting.  However, the formula would not be used in 2013/4 and an urgent review of its likely impact was to be undertaken by the National Commissioning Board (NCB).  All CCGs would receive an uplift of 2.3% for 2013/14 and they were each required to develop credible financial plans which delivered a recurrent surplus of 2%.

The NCB would commission a number of services directly.  For the Trust this would be services previously commissioned by the Specialist Commissioners.  Such commissioning would be led by a number of Local Area Teams (LATs) on a national basis.  Guidance indicated that from 2014/15 these contracts would move to national contracts and tariffs.


CCGs were required to provide LATs with draft plans by 25 January 2013 and LATs were required to provide Regional Directors with details of nationally commissioned services by the same date.  Final contracts were to be signed by 31 March 2013.  

Vanessa Harris concluded by reporting that the Trust was assessing the impact of the road test tariff, include assumptions in respect of efficiency and inflation within the budget setting process.  Preparations were underway for contract negotiations in February and March 2013 with CCGs, the NCB for specialist services and with Health and Well Being Boards in respect of public health contracts.

Resolved


To receive and note the information.





		12/13/212

		HealthCheck

Directors received the reports setting out the Trust’s service and financial performance as at the end of November 2012.  

The Chief Operating Officer stated the Governance and Clinical Assurance Committee had reviewed the service performance report.  As previously stated, the Committee had undertaken a deep dive in respect of the red rated clinical indicators at its December 2012 and referred three items to the Trust Management Group for action and monitoring.  

The Director of Finance stated that the financial position had continued to be stable and the Trust’s Financial Risk Rating (FRR) remained at 4 which was above plan.  The main issue of concern continued to be in the maternity division.  Caroline Salden reported that two interim managers would join the Trust on 7 January 2013 to undertake some of the work required to address the divisional overspend. 


A year-end surplus of £1m was anticipated together with an FRR of 3.  The only matters that would affect this expected position were the receipt of non-recurrent money and revaluation of assets.  

Resolved


To receive the HealthCheck report for November 2012 and confirm the assurance that the Trust’s service and financial performance was compliant with Monitor’s Compliance Framework and mandatory and local targets.






		12/13/213



		Governance and Clinical Assurance Committee Terms of Reference

Committee Chair Allan Bickerstaffe presented the revised Terms of Reference, which the Committee had agreed at its December 2012 meeting.  He commented that they came following a period of deliberation by the Committee and consideration of how matters included in the previous Terms of Reference would be achieved once changed.

Resolved

To approve the Terms of Reference for the Governance and Clinical Assurance Committee subject to the addition of the Trust Chair being included in the quorum if present at the meeting.






		12/13/214

		Putting People First Committee Terms of Reference

Committee Chair Liz Cross presented the revised Terms of Reference.

Resolved

To approve the revised Terms of Reference.

 



		12/13/215

		Corporate governance manual

The Trust Secretary presented the updated and revised corporate governance manual to the Board.  She stated it had been reviewed by the Board’s Audit Committee, Finance, Performance and Business Development Committee and also by the Trust’s internal auditors.  The Audit Committee recommended its approval to the Board of Directors.


Resolved

To approve the corporate governance manual.





		12/13/216

		Review of risk impacts 

The Board briefly considered the financial risk caused by a lack of clarity in respect of the process to agree contracts with commissioners by the end of March 2013.  The Director of Finance confirmed that all necessary actions to mitigate the risk were in place.





		12/13/217

		Any other business 

The Chief Operating Officer reported that a recruitment process had been undertaken during December 2012 to appoint a new Divisional Manager for Maternity, Neonates and Clinical Support Services.  However, an appointment had not been made and an alternative plan to manage the division was being considered.





		12/13/218

		Review of meeting 

Directors briefly reviewed the meeting.  NED Ian Haythornthwaite commented on the value of the site visit ahead of the Board meeting.





		12/13/219

		Date and time of next meeting 

Friday 1 March 2013 at 1230 in the Board Room at Liverpool Women’s Hospital.
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		Agenda item no:

		12/13/247





		Meeting:

		Board of Directors





		Date:

		1 March 2013





		Title:

		Frances Public Inquiry 2013 Report Recommendations





		Report to be considered in public or private?

		Public





		Purpose - what question does this report seek to answer?

		How will the Trust systematically and thoroughly consider the relevant Francis 2013 report recommendations, identify any gaps and deficiencies and address these in a timely manner?





		Reference/s:

		http://www.midstaffspublicinquiry.com/ 





		Resource impact:

		· Immediate: moderate impact on the Head of Governance in preparation of process

· Long Term: need to consider the corporate Patient Experience Function and ensure it is fit for purpose, which may have resource impact on proposed band 8a – Head of Patient Experience post





		What action is required at this meeting?

		To approve the outlined proposal and its timescales





		Presented by:

		Gail Naylor – Director of Nursing, Midwifery & Operations





		Prepared by:

		Richard Sachs – Head of Governance





This report covers (tick all that apply):


		Strategic objectives:



		To develop a well led, capable and motivated workforce

		(



		To be efficient and make best use of available resources

		(



		To deliver safe services

		(



		To deliver the most effective outcomes

		(



		To deliver the best possible experience for patients and staff

		(





		Other:



		Monitor compliance

		(

		Equality and diversity

		



		NHS constitution

		(

		Integrated business plan

		





		Which standard/s does this issue relate to:



		Care Quality Commission

		All



		Clinical Negligence Scheme for Trusts

		



		NHS Litigation Authority

		





		Publication of this report (tick one):



		This report will be published in line with the Trust’s Publication Scheme, subject to redactions approved by the Board, within 3 weeks of the meeting

		(



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S21 of the Freedom of Information Act 2000, because the information contained is reasonably accessible by other means

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S22 of the Freedom of Information Act 2000, because the information contained is intended for future publication

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S41 of the Freedom of Information Act 2000, because such disclosure might constitute a breach of confidence

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S43(2) of the Freedom of Information Act 2000, because such disclosure would be likely to prejudice the commercial interests of the Trust

		





1. Introduction and summary

On the 6 February 2013 the Mid Staffordshire NHS Foundation Trust Public Inquiry published its final report.  The report includes 290 recommendations and has wide ranging implications for all health care organisations locally (providers and commissioners), regionally (Strategic Health Authorities) and nationally (Department of Health and regulators).

Within the Trust the Francis report has already been discussed at:


· Clinical Governance Committee – 08/02/13


· Governance & Clinical Assurance Committee – 13/02/13

· Executive Meeting – 14/02/13


· Trust Management Group – 15/02/13

2. Issues for consideration

The Head of Governance has created a spreadsheet with all 290 recommendations which need to be reviewed to establish relevance to the organisation and assigned to a lead and executive sponsor with scrutiny and oversight committees identified.  Leads, supported by executive sponsors, will need to establish any gaps between the expectation of the recommendation and the current practice found at Liverpool Women’s NHS Foundation Trust.


This process will take a number of weeks and months to process, however there is a genuine opportunity to use the Francis report:


· as a motivator and spring board for emphasising the value and necessity for the recently agreed five year Quality Strategy


· to firmly challenge ourselves as to whether as leaders of the organisation we set the right cultural climate that demands, openness, transparency, accountability and responsibility throughout the organisation


· to consider whether everything that can be done to hear patients voices is being done


· to refresh key policies and procedures that resonate with the relevant Francis recommendations.

3. Conclusion


The Francis report cannot be viewed as simply another high level report.  Liverpool Women’s NHS Foundation Trust, though it might only have limited comparators with Mid Staffordshire will consider its response to each of the relevant Francis recommendations and publish a quarterly update on its website in addition to a final position against the Francis recommendations in February 2014.

4. Recommendation/s


a. To approve the proposed template driven approach


b. For the Board’s Governance and Clinical Assurance Committee  to receive an update on progress at each of  its bi-monthly meetings until February 2014


c. To receive an update on the Trust’s progress at the Board of Directors in public, on a six monthly basis 


d. To undertake a series of internal communication sessions with staff groups across the organisation in respect of the Francis recommendations and what they mean for Liverpool Women’s.  Each session to be led by an Executive Director and supported by the Head of Governance.
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		Agenda item no:

		12/13/250





		Meeting:

		Board of Directors





		Date:

		1 March 2013





		Title:

		Financial Position as at 31 January 2013 





		Report to be considered in public or private?

		Public 





		Purpose - what question does this report seek to answer?

		Is the Trust on target to achieve its budgeted financial position?





		Reference/s:

		2012/13 Budget





		Resource impact:

		-





		What action is required at this meeting?

		Receive and note the financial position





		Presented by:

		Vanessa Harris, Director of Finance





		Prepared by:

		Vanessa Harris, Director of Finance





This report covers (tick all that apply):


		Strategic objectives:



		To develop a well led, capable and motivated workforce

		



		To be efficient and make best use of available resources

		(



		To deliver safe services

		



		To deliver the most effective outcomes

		



		To deliver the best possible experience for patients and staff

		





		Other:



		Monitor compliance

		(

		Equality and diversity

		



		NHS constitution

		

		Integrated business plan

		(





		Which standard/s does this issue relate to:



		Care Quality Commission

		-



		Clinical Negligence Scheme for Trusts

		-



		NHS Litigation Authority

		-





		Publication of this report (tick one):



		This report will be published in line with the Trust’s Publication Scheme, subject to redactions approved by the Board, within 3 weeks of the meeting

		(



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S21 of the Freedom of Information Act 2000, because the information contained is reasonably accessible by other means

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S22 of the Freedom of Information Act 2000, because the information contained is intended for future publication

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S41 of the Freedom of Information Act 2000, because such disclosure might constitute a breach of confidence

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S43(2) of the Freedom of Information Act 2000, because such disclosure would be likely to prejudice the commercial interests of the Trust

		





1. Introduction 


The purpose of this report is to update the Board of Directors on the financial position of the Trust as at the 31st January 2013. The detail for which is within supporting tables 1-5 attached.  


2. Summary Position 


The Trust has achieved a Monitor Financial Risk Rating of 4, against a plan of 3, in the year to 31 January 2013, as shown in table 1.


The Income and Expenditure Account showed a positive variance of £724k against budget year to date and a positive variance of £597k in month. 


Previously we have indicated the Trust may benefit from non-recurrent monies towards the year end but we have been uncertain of value and timing. In December the Trust received £3m from Specialist Commissioning. The Trust has a three year rolling contract with Specialist Commissioners, primarily for neonatal care for which activity is historically volatile. Money was withheld initially to be released when required to mitigate peaks and troughs in activity, avoiding large fluctuations which could de-stabilise the Trust and the Commissioners.  This has been reviewed at the end of the contract in light of the reconfiguration of specialist commissioning and movement to national contracts and has resulted in this payment.  This income is being released into the Trust income and expenditure account from December 2012 through to March 2013 and explains the improvement in the financial performance. However if this income is not spent by the end of the financial year it can only be used for capital purposes in future years. The Trust has therefore brought forward some items of expenditure from next year, for example a number of maintenance programmes are being brought forward.

Pay budgets are broadly in line with budget in January medical and nursing budgets are slightly underspent with non clinical staffing slightly overspent, as previously reported this relates to the admin and clerical review.

Non pay budgets showed an adverse variance in month of £223k and an adverse variance year to date of £1,148k. However there are significant variances within the overall total. The most significant of which is the slippage against cost improvement programmes, the total slippage is £1,992k however this risk was identified during the budget setting process and a risk reserve created to offset the risk. The anticipated risk reserve amounts to £2,500K at the end of January.  It should be noted that a number of Divisions and Corporate teams are now ahead of target.

The forecast year end position is that the Trust will achieve at least the planned level of surplus by the end of the financial year and maintain a Financial Risk Rating of 3 or higher.


3.  Divisional Performance


The performance by Division is shown on table 4A. 


The significant variance on this table relates to the Maternity and Neonatal Division at £2,181K year to date. 


The Division overspent in month which is a combination of income, pay and non pay.  This is in addition to the non achievement of the cost improvement target for 2012/13.  At month 10 £586k of CIP has been delivered recurrently leaving a residual target of £2m.  

The remaining Divisions and Corporate teams are operating largely within budget, which given that they also had cost improvement schemes at risk at the start of the financial year is a strong performance. This means that the corporate risk reserve can be directed to the Maternity and Neonatal Division.


4. Financial metrics




[image: image1.emf]Finance Metrics  M10.xls




5.  Recommendation 


The Board of Directors is asked to note the contents of this report.  
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Finance table 1


			


			Finance Table 1


			Month 10 2012/13


			Financial Risk Ratings (FRR)


			A			FINANCIAL RISK RATING


						Metric			Weighting						Monitor Annual Plan									Actual 2012/13


																								Year to 31st January 2013


															Metric Score			Metric Rating						Metric Score			Rating


						A. EBITDA Margin			25%						5.9%			3						6.9%			3


						B. EBITDA % Achieved			10%						100.0%			5						118.8%			5


						C. Financial Efficiency			20%						1.8%			3						4.4%			5


						D. I&E Surplus Margin			20%						1.1%			3						2.2%			4


						E. Liquid Ratio			25%						19			3						30			4


						Weighted Average Rating												3.20									4.05


															Report			3						Report			4


						Financial position at the end of January 2013 shows an underspend against budgets of £724k a positive movement in month of £597k the key issues driving this position are included within the covering paper and supporting tables.








Financial Table 2


			


						Finance Table 2


						Month 10 2012/13


						Income & Expenditure


												Year to date - Month 10


												Month 10												Year to date												Trend


												Budget      £'000			Actuals     £'000			Variance     £'000						Budget              £'000			Actuals              £'000			Variance            £'000


						Income


						Clinical						6,896			7,691			795						69,296			70,668			1,372						ñ


						Non Clinical						663			745			82						6,684			7,149			465						ñ


						Total Income						7,559			8,436			877						75,980			77,817			1,837						ñ


						Expenditure


						Pay Costs						4,753			4,739			14						46,773			46,611			162						ò


						Non-Pay costs						2,395			2,618			-223						24,697			25,845			-1,148						ò


						Total Expenditure						7,148			7,357			-209						71,470			72,456			-986						ò


						EBITDA						411			1,079			668						4,510			5,360			851						ñ


						Technical Items


						Depreciation and Amortisation						315			380			-66						2,183			2,228			-45						ò


						PDC Dividends						137			138			-1						1,374			1,383			-9						ò


						Interest Payable						2			2			0						19			45			-26						ó


						Profit/Loss on Disposal						1			0			1						8			0			8						ñ


						Interest Receivable						9			3			-6						88			32			-56						ò


						Net Surplus / (Deficit)						-35			562			597						1,014			1,738			724						ñ


						Further supporting Financial Detail


						*Table 3 contains an analysis of Pay and Non Pay costs reflecting the overall year to date variance of £986k


						*Table 4 contains an analysis of the cumulative position by Division/Corporate Department, reflecting the overall cumulative variance of £724k





smohamme:
£345k to reduce budgeted surplus





Finance Table 3


			


						Finance Table 3


						Month 10 2012/13


						Analysis of Pay and Non Pay Costs


																					Year to date - Month 10


																					Month 10												Year to date												Trend


																					Budget    £'000			Actual 2012/13			Variance £'000						Budget           £'000			Actuals           £'000			Variance        £'000


									Expenditure


									Pay Costs


									Medical Staff												1,176			1,175			2						11,686			11,461			225						ñ


									Nurse & HCA Staffing												2,422			2,381			41						23,445			23,431			14						ñ


									Other Clinical Staff												422			424			-2						4,175			4,116			58						ñ


									Non Clinical staff												732			759			-27						7,467			7,603			-135						ò


									Total Pay Costs


																					4,753			4,739			14						46,773			46,611			162						ñ


									Non-Pay costs


									Clinical Supplies & Services												775			919			-144						7,623			8,591			-968						ò


									Drugs												186			179			8						1,863			1,823			41						ò


									General Supplies & Services												225			272			-47						2,242			2,372			-130						ò


									Establishment Expenditure												127			109			17						893			1,057			-165						ò


									Premises and Fixed Plant												259			857			-598						2,736			3,424			-689						ò


									Other												772			282			490						8,833			8,578			255						ñ


									Other (CIP Slippage)												-200						-200						-1,992						-1,992						ò


									Release of Risk reserve												250						250						2,500						2,500						ñ


									Total Non-Pay costs												2,395			2,618			-223						24,697			25,845			-1,148						ò


									Total Expenditure												7,148			7,357			-209						71,470			72,456			-986						ò


						Pay and Non Pay Commentary within covering paper








Revised Table 4A Board


			


						Finance Table 4A BOARD REVISED PRESENTATION


						Month 10 2012/13


						Divisional Financial Performance


												Year to Date - Month 10


												Income from Activity												Net Expenditure												Total												Forecast


												Budget £'000			Actuals £'000			Variance £'000						Budget £'000			Actuals £'000			Variance £'000						Budget £'000			Actuals £'000			Variance £'000						Variance


																																																£000


						Clinical Divisions and Corporate


						Maternity & Neonates						41,737			41,102			-636						30,900			32,445			-1,545						10,837			8,656			-2,181						-2,863


						Gynaecology and Genetics						25,106			25,425			320						18,986			19,472			-486						6,120			5,953			-167						-246


						RMU						6,010			6,183			173						3,840			4,017			-177						2,170			2,166			-4						115


						Facilities						597			517			-80						4,339			4,909			-569						-3,742			-4,391			-649						-130


						Corporate Services						2,530			4,590			2,060						9,361			11,613			-2,252						-6,831			-7,023			-193						1,181


						Reserves


						Trust Contingency (Risk Reserve)						0			0			0						2,500			0			2,500						-2,500			0			2,500						3,000


						Inflation Reserve						0			0			0						1,545			0			1,545						-1,545			0			1,545						0


						Total Division/Corporate						75,980			77,817			1,837						71,470			72,455			-986						4,510			5,362			851						1,057


						Depreciation						0			0			0						2,183			2,228			-45						-2,183			-2,228			-45						156


						Interest Receivable						88			32			-56																		88			32			-56						-65


						Profit on Disposal of Assets						0			0			0						8			0			8						-8			0			8						4


						Interest Payable																		19			45			-26						-19			-45			-26						-26


						PDC Dividend																		1,374			1,383			-9						-1,374			-1,383			-9						-11


						Total						76,067			77,849			1,782						75,054			76,112			-1,059						1,014			1,738			724						1,115





smohamme:
£2,222k bal. figure to arrive at surplus of £4,176k, then take away £3m to brokerage





Finance Table 5


			


						Finance Table 6


						Month 10 2012/13


						Trust Statement of Financial Position and Status of Capital Programme


						Monitor Plan £000			SUMMARY                                                 STATEMENT OF FINANCIAL POSITION			31st March 2012    £000			31st January 2013    £000


						61,202			Non Current Assets			54,831			59,025


						61,202			Current Assets


						250			Inventories			223			469


						3,443			Trade & Other Receivables in Prepayments			3,575			3,851


						7,808			Cash and Cash Equivalents			14,074			12,563


						11,501			Total Current Assets			17,872			16,883


						13,120			Liabilities - Current			14,156			15,625


						-1,619			Net Current Assets/(Liabilities)			3,716			1,258


						59,583			Total Assets less Current Liabilities			58,547			60,283


						753			Liabilities - Non Current Provisions			753			753


						58,830			Total Assets Employed			57,794			59,530


						58,830			Taxpayers' and Others' Equity			57,794			59,530


												MONITOR			Ytd X			Forecast			Comments


												£000			£000			£000


						Strategic Capital Schemes


						Big Push Future Phases						2,500			2,818			2,900


						Centre for Women's Health						1,003			675			1,153


						Neonatal Reconfiguration						1,100			31			30


						Gynaecology Redesign						700			7			100


						Core Operational Programmes


						Information Technology and Business Information						1,364			1,076			1,364


						Estates and Environmental Programme						840			529			840


						Medical Equipment


						Medical Equipment Programme						1,690			1,375			2,690


						Other						0			0			373


						Contingency												0


						TOTAL CAPITAL PROGRAMME						9,197			6,511			9,450








Finance Table 5


			Apr			Apr			Apr			Apr


			May			May			May			May


			Jun			Jun			Jun			Jun


			Jul			Jul			Jul			Jul


			Aug			Aug			Aug			Aug


			Sep			Sep			Sep			Sep


			Oct			Oct			Oct			Oct


			Nov			Nov			Nov			Nov


			Dec			Dec			Dec			Dec


			Jan			Jan			Jan			Jan


			Feb			Feb			Feb			Feb


			Mar			Mar			Mar			Mar





Cash ex Investments


Investments


2011/12 Cash Balances


Monitor Plan 12/13


£000


Cash Balances


11637


0


15053


11788


0


12585


10141


0


11523


11516


11226


14237


11595


10961


10379


10615


10500


9539


10571


9900


10920


11850


14559


9023


14758


14940


0


14074


7808





Do not print


			Apr			Apr			Apr			Apr


			May			May			May			May


			Jun			Jun			Jun			Jun


			Jul			Jul			Jul			Jul


			Aug			Aug			Aug			Aug


			Sep			Sep			Sep			Sep


			Oct			Oct			Oct			Oct


			Nov			Nov			Nov			Nov


			Dec			Dec			Dec			Dec


			Jan			Jan			Jan			Jan


			Feb			Feb			Feb			Feb


			Mar			Mar			Mar			Mar





Creditors


Debtors 11/12


Creditors 11/12


Debtors


£000


Working Capital Balances


-13773


4348


-14448


5463


-14946


6689


-14538


5003


-14357


11733


-18479


5244


-14303


6434


-15502


4893


-13643


8780


-14884


3343


-13696


8507


-14150


2231


-14030


9424


-14712


2893


-13139


7824


-14535


1721


-17520


5464


-12159


2573


-16378


5592


-12952


674


5217


-13842


3524


-11940





			Apr			Apr			0


			May			May			241


			Jun			Jun			497


			Jul			Jul			928


			Aug			Aug			1228


			Sep			Sep			1619


			Oct			Oct			2024


			Nov			Nov			2892


			Dec			Dec			3365


			Jan			Jan			3891


			Feb			Feb			4604


			Mar			Mar			6165





Expended


Balance


Expenditure 2011/12


£000


Capital Expenditure


0


9197


2254


6943


2517


6680


2848


6349


3712


5485


4455


4742


5425


3772


5999


3198


6595


2602


6511


2686


9197


0





			


									Apr			May			Jun			Jul			Aug			Sep			Oct			Nov			Dec			Jan			Feb			Mar			Forecast


			CAPITAL			Expended			0			2254			2517			2848			3712			4455			5425			5999			6595			6511


						Balance			9197			6943			6680			6349			5485			4742			3772			3198			2602			2686			9197			0			9585


						Expenditure 2011/12			0			241			497			928			1228			1619			2024			2892			3365			3891			4604			6165


						Expenditure 2010/11			0			326			1456			1727			1970			2082			2300			2620			2989			3500			3785			4421


						Expenditure 2009/10			304			1010			1635			2557			2912			3318			3861			4165			4811			5187			5284			5899


						Expenditure 2008/09			0			137			449			820			1226			1443			2440			2863			3303			3907			5035			7532


						Expenditure 2007/08			0			159			302			651			711			1623			1671			1877			2252			2550			2798			4201


						Programme			9197			9197			9197			9197			9197			9197			9197			9197			9197			9197			9197						9585


									Apr			May			Jun			Jul			Aug			Sep			Oct			Nov			Dec			Jan			Feb			Mar			Forecast


						2011/12 Cash Balances			15053			12585			11523			14237			10961			10615			10571			10920			14559			14758			14940			14074


						2010/11 Cash Balances			11673			11287			11479			12042			15133			14068			13685			15084			15592			16261			16889			16459


						2009/10 Cash Balances			11986			14046			13773			15752			15621			15146			15222			15064			13411			14032			13803			11366


			CASH			2008/09 Cash Balances			15287			15282			16204			16334			17253			16826			15664			16670			17049			18343			18514			16170


						2007/08 Cash Balances			9910			9564			11112			9103			9539			9720			9915			9582			9887			9960			11856			14940


						Monitor Plan 12/13									11516									10500									9023									7808


						Investments			0			0			0																											0


						Cash ex Investments			11637			11788			10141			11226			11595			10379			9539			9900			11850


									11637			11788			10141			11226			11595			10379			9539			9900			11850			0			0			0


									Apr			May			Jun			Jul			Aug			Sep			Oct			Nov			Dec			Jan			Feb			Mar			Forecast


			WORKING			Debtors			5463			5003			5244			4893			3343			2231			2893			1721			2573			674									3693


						Creditors			-13773			-14946			-14357			-14303			-13643			-13696			-14030			-13139			-17520			-16378									-13873


						Debtors 11/12			4348			6689			11733			6434			8780			8507			9424			7824			5464			5592			5217			3524			3739


						Creditors 11/12			-14448			-14538			-18479			-15502			-14884			-14150			-14712			-14535			-12159			-12952			-13842			-11940			-12399


						Debtors 10/11						5707			7891			6663			4869			5617			6165			4421			3827			4174			3808			4957


						Creditors 10/11						-10760			-13798			-12924			-14199			-13850			-14004			-13516			-13832			-16261			-15385			-16940


						Debtors 09/10			6518			5136			6095			4918			5387			5610			5583			5485			5884			6326			7121			4251


						Creditors 09/10			-10736			-12794			-12828			-14470			-14973			-14020			-14401			-14234			-12917			-14759			-15137			-10477


						Debtors 08/09			4046			5289			5884			5828			5599			5810			6372			5739			5585			4060			4464			4124


						Creditors 08/09			-10235			-11131			-12721			-12373			-13515			-12606			-11991			-12141			-13140			-12138			-13496			-12525


						Debtors 07/08			3789			3318			3957			4734			6471			5471			6326			6617			6618			8123			7088			3813


						Creditors 07/08			-8337			-9734			-11764			-10252			-12110			-11821			-12003			-11500			-11104			-12032			-11378			-9937


									Apr			May			Jun			Jul			Aug			Sep			Oct			Nov			Dec			Jan			Feb			Mar			Forecast


			I&E SURPLUS			Surplus


						Surplus 2009/10			123			455			945			824


						Surplus 2008/09			109			485			485			1089			910			1619			2602			2923			2444			3598			3673			4540


						Surplus 2007/08						163			194			624			777			908			1624			2226			3070			3621			5302			5887


						Monitor Plan


									Apr			May			Jun			Jul			Aug			Sep			Oct			Nov			Dec			Jan			Feb			Mar


			Trend WTE			Establishment						861.05			1249.34			1248.34			1248.34			1247.34			1248.34			1246.84			1249.84			1249.84


						Contracted						1205.04			1199.8			1201.81			1200.07			1204.55			1200.12			1204.51			1203.73			1199.99


						Establishment 2011/12			1282.54			1284.24			1302.67			1299.88			1301.87			1296.7			1296.39			1298.61			1298.61			1298.36			1298.36			1298.60


						Contracted 2011/12			1246.68			1245.44			1234.72			1200.2			1228.06			1214.26			1217.86			1228.99			1216.66			1217.49			1213.00			1214.00


			OTHER METRIC CALCS


			Average NA			58,662


			Sur + Div			3120.814


						4.43%									REMEMBER TO CHANGE THE DAYS 1 MONTH = 30 days regardless


			Liquidity			30						WCF 6500			REMEMBER TO CHANGE THE DAYS 1 MONTH = 30 days regardless
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		Agenda item no:

		12/13/252





		Meeting:

		Board of Directors





		Date:

		1 March 2013





		Title:

		Frequency of Board Meetings





		Report to be considered in public or private?

		Public 





		Purpose - what question does this report seek to answer?

		What should be the future frequency of Board meetings?





		Reference/s:

		· Trust’s Constitution

· Health & Social Care Act 2012 





		Resource impact:

		-





		What action is required at this meeting?

		To agree the future frequency of Board meetings





		Presented by:

		Ken Morris, Chair, Kathy Thomson, Chief Executive and Julie McMorran, Trust Secretary





		Prepared by:

		Ken Morris, Chair and Julie McMorran, Trust Secretary





This report covers (tick all that apply):


		Strategic objectives:



		To develop a well led, capable and motivated workforce

		(



		To be efficient and make best use of available resources

		(



		To deliver safe services

		(



		To deliver the most effective outcomes

		(



		To deliver the best possible experience for patients and staff

		(





		Other:



		Monitor compliance

		(

		Equality and diversity

		(



		NHS constitution

		(

		Integrated business plan

		(





		Which standard/s does this issue relate to:



		Care Quality Commission

		



		Clinical Negligence Scheme for Trusts

		



		NHS Litigation Authority

		





		Publication of this report (tick one):



		This report will be published in line with the Trust’s Publication Scheme, subject to redactions approved by the Board, within 3 weeks of the meeting

		(



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S21 of the Freedom of Information Act 2000, because the information contained is reasonably accessible by other means

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S22 of the Freedom of Information Act 2000, because the information contained is intended for future publication

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S41 of the Freedom of Information Act 2000, because such disclosure might constitute a breach of confidence

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S43(2) of the Freedom of Information Act 2000, because such disclosure would be likely to prejudice the commercial interests of the Trust

		





1. Introduction and background

This report sets out a proposal for the future frequency of Board meetings.  

Between 2011 and 2012 membership of the Board changed considerably.  This prompted some changes in the way in which the Board met and alterations to the Trust’s governance architecture.  Formal Board meetings moved to bi-monthly from monthly, with Board ‘Time Out’ development sessions also held bi-monthly.  The previously held regular informal Non-Executive Director meetings were ended.

The Board needs to meet with sufficient regularity to formulate strategy, make decisions and ensure accountability for the delivery of the strategy whilst seeking assurance that the organisation’s systems of control are robust and reliable.  This report makes a proposal for the future frequency of Board meetings in order to efficiently achieve this.  


This report does not focus on the broader issue of Board effectiveness as a review of this is scheduled to take place by May 2013.  

2. Frequency of Board meetings

The Trust’s constitution states that the Board must meet at least six times in every financial year, in private.  Until 2012 the Board met monthly in private but altered its meeting pattern to bi-monthly.  This allowed for a bi-monthly Board development session to be held, focussing on strategic issues and Board learning.  

In July 2012 the Board began to hold its bi-monthly meetings in public.  This was in anticipation of enactment of the Health and Social Care Act 2012 which will require Board meetings to be held this way in order to increase openness and transparency and public accountability.  A private section of the meeting is also held to allow consideration of any confidential items such as serious untoward incidents or matters which are commercially sensitive. 

At its February 2013 Board ‘Time Out’ directors asked that fresh consideration be given to the future frequency of Board meetings.

3. Implications Health & Social Care Act 2012


The Health and Social Care Act requires Trusts to provide in their constitution for Board meetings to be open to members of the public.  Provision may also be made in the constitution for members of the public to be excluded for special reasons.  This in effect means that Board meetings may have a private section for proper reason.

The Trust’s constitution is in the process of being amended to include these changes.  Subject to members’ approval the proposed amendment will state that meetings of the Board shall be held at least four times in every year.  Irrespective of frequency, Board meetings must be open to the members of the public unless there is proper reason for exclusion.

A further requirement of the Act is that before holding a meeting a copy of the agenda must be sent to members of the Council of Governors and the minutes of that meeting must also be made available to Governors as soon as practicable after the meeting has taken place.  There is no distinction between the agenda and minutes of meetings held in public or private thus Governors must receive both.


4. Options for frequency of  Board meeting


There are perhaps four frequency options open to the Board:

		Option

		Benefits

		Risks



		Monthly 

		· Pace; avoids delays in information flow and Board decision making

· Regular whole-Board engagement


· Strengthens communication in respect of business progress, organisational risks and assurance

· Very frequent and visible demonstration of public accountability


· Meeting length may be shorter

		· May reduce time available for Board development and director visibility outside of formal meetings



		Six weekly

		· None identified

		· Difficult to align with monthly reporting schedules e.g. in respect of service and financial performance



		Bi-monthly

		· Allows more time for Board development and director visibility outside of formal meetings

· Regular whole-Board engagement




		· Potential to fragment information flow and may cause delay in decision making and receipt of assurances

· May not align well with Committees of the Board

· Meetings may be longer



		Quarterly

		· Would provide an opportunity to reconsider how the Board functions, in particular how its Committees work

· Opportunity to strengthen director engagement outside of formal meetings

		· As bi-monthly

· May be perceived (by the public, governors, staff) as lacking in openness and transparency and reducing public accountability





5. Proposal


The following pattern of Board meetings is proposed:


		Meeting

		Apr

		May

		Jun

		Jul

		Aug

		Sep

		Oct

		Nov

		Dec

		Jan

		Feb

		Mar



		Board in public

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(



		Board in private

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(



		Board develop -ment

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(

		(





Ticks shown in grey indicate that a meeting will be held where needed.  Private business would be considered each month and focus on the Board hearing a patient story, receiving details of serious untoward incidents and considering any issues that are commercially sensitive.  All other business would be conducted in public on at least five occasions each year - one meeting per quarter plus a meeting in May for formal approval of the annual report and accounts.


6. Board Committees


When considering the frequency with which the Board meets, Directors may wish to take into account the frequency of Board Committee meetings.  There are seven Committees of the Board which meet with varying frequency:

· Audit Committee – quarterly


· Governance and Clinical Assurance Committee – bi-monthly


· Finance, Performance and Business Development Committee – five times per annum


· Putting People First Committee –four times per annum

· Charitable Funds Committee – four times per annum

· Remuneration Committee – once or twice per annum


· Nomination Committee – at least once per annum (no set month).

The pattern of Committee meetings is shown below:


		Cttee

		Apr

		May

		Jun

		Jul

		Aug

		Sep

		Oct

		Nov

		Dec

		Jan

		Feb

		Mar



		Audit

		

		(

		

		

		

		(

		

		

		(

		

		

		(



		GACA

		(

		

		(

		

		(

		

		(

		

		(

		

		(

		



		FPBD

		(

		

		

		(

		

		

		(

		

		

		(

		

		(



		PPF

		

		(

		

		

		

		(

		

		(

		

		(

		

		



		CF

		

		(

		

		

		(

		

		(

		

		

		

		(

		



		Rem

		(

		

		

		

		

		

		

		

		

		

		

		



		Nom

		At least once per annum and as required





Each Committee reports to the Board of Directors.  Currently this is via receipt of the minutes of the Committee’s most recent meeting, irrespective of whether or not those minutes have been formally approved by the Committee.  In order to improve the flow of information between Committees and the Board, it is proposed that in future:

· A single sided Committee Chair’s summary report will be issued to Board members shortly after each Committee meeting


· Matters for referral to other Committees or the Board will continue to be so via Committee Chairs 


· Approved minutes will be presented to the next available meeting of the Board of Directors in public.

7. Recommendation


It is recommended that the Board considers the proposal outlined at section 5 of this report relating to the future frequency of Board meetings.
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Finance, Performance and Business Development Committee 


MINUTES

of a meeting held on Friday  8th February 2013 at 10.00am in the Board Room


Present: 

Mr I Haythornthwaite
Non-Executive Director (Chair)



Mrs K. Thomson

Chief Executive




Mr K. Morris

Chairman


In Attendance: 
Mr S Burnett

Non-Executive Director




Mrs L Cross

Non-Executive Director




Mrs V Harris

Director of Finance




Dr C White 

Managing Director Hewitt Fertility Centre 




Ms S Riley

Deputy Director of Finance



Prof. C. Kingsland

Clinical Director


Dr S. Troop

Scientific Director


Ian Baxter

PWC Financial Advisor



Lewis Vaughan

PWC Financial Advisor



Alastair Howcroft

PWC Financial; Advisor


Minutes:

Ms D Mooney 


Corporate PA 

12/13/50 
Apologies for Absence

Dr P Lane (Chair)

Non-Executive Director

Ms Jo Keogh

Deputy Director of Operations


12/13/51 
Meeting Guidance Notes 



The meeting guidance notes. 

12/13/52
Declarations of Interest


There were no interests declared.


12/13/53
Minutes of Finance, Performance and Business Development Committee held on 23rd October 2013

The minutes were approved as an accurate record. 

12/13/54
Matters Arising & Action Log


The committee went through the action log. Completion in March 2013 and responsibilities to be changed for the former Chief Operating Officer and Divisional Manager (Maternity) on the actions and updated. 

Resolved



To receive the updated action log.

12/13/55
Chair’s Announcements

There were no announcements. 



12/13/56
Performance and Assurance Report Month 9 2012/13

Ms S Riley presented the Performance and Assurance report for month 9. 

The Trust is currently reporting a RED status on 18 of the 76 indicators. 

Mrs Vanessa Harris responded advising that the Governance Clinical and Assurance (GACA) committee picked up on those indicators and were carrying out a piece of work to include data against RED/AMBER indicators and will be circulated to committee. No concerns previously discussed at other Committees. 


Mrs Harris noted that following the change in executive responsibilities a review would take place of the performance management process and the reporting process. Mrs Harris noted that any comments/views would be helpful and could be forward to herself.

Ms S Riley updated committee on M10 financial position noting the Trust achieved a financial risk rating of 4 up to 31st December and showed a positive variance of £125,000 against budget year to date and £87k month. The Trust has received non recurrent monies. 


Maternity Division is experiencing a significant overspend and has stabilised over the last few months. Divisional Manager taking over.

Resolved

The Committee noted the reports.

12/13/57
Monitor Quarterly Return  


The committee approved the Quarter 3 Monitor return. 


It was noted that the monitor return had been discussed and approved by teleconference in January.

Resolved

Quarter 3 Monitor return was noted. 

12/13/58
Business Developments - text from this section redacted in accordance with s43 of the Freedom of Information Act
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Ian Baxter, Lewis Vaughan and Alastair Howcroft our Financial Advisors from PWC gave a presentation on potential commercial operating models for 



The presentation focussed on the objectives of the development, establishing a set of criteria against which alternative options could be evaluated.

Ian Baxter outlined a range of alternative business models which represented a range of operational control and operational risk, presenting the advantages and disadvantages of each.


The Committee discussed each of the options and reached a braced agreement that the 





       most closely matched the Trust requirements.


Ian noted that the Trust would need to be clear about the service offering. Following discussion the Chief Executive suggested that as a starting point the Trust would focus on  



 
services.

Ian Baxter briefly outlined the draft Heads of Terms, and it was agreed that this was critical to a successful future development.


The Committee also discussed the wider Commercial developments and noted actions as below;


· Developments in fertility services in the UK re already in progress.


· In parallel information is being collected both on                         opportunities, as outlined in the discussion, but also 

· The Trust has a number of potential opportunities and will in the future agree a framework for development, but also agree priorities. This will be completed when the information collection is further advanced.  


Action


PWC to summarise the outputs from the meeting to be presented to the March Trust Board. 


12/13/59
Any Other Business - text from this section redacted in accordance with s43 of the Freedom of Information Act



Ms V Harris asked the Committee to approve the agreement with the


which is the organisation 



The Committee noted that the agreement could be terminated if the trust was not satisfied with any potential contract and therefore approved the agreement. 

12/13/60
Review of Meeting



The meeting was reviewed as effective.

12/13/61
Date, time and place of next meeting

The next Finance, Performance and Business Development Board is due to be held on Tuesday, 26th March 2013 at 1.30pm, Board room. 
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		Constitution





		Report to be considered in public or private?

		Public 





		Purpose - what question does this report seek to answer?

		What changes need to be made to the Trust’s Constitution?





		Reference/s:

		· Trust’s Constitution

· Health & Social Care Act 2012 





		Resource impact:

		c.£500





		What action is required at this meeting?

		To note the proposed revised Constitution as it will be presented to the Trust’s members at the Special Members’ Meeting on 8 March 2013





		Presented by:

		Ken Morris, Chair and Julie McMorran, Trust Secretary





		Prepared by:

		Julie McMorran, Trust Secretary





This report covers (tick all that apply):


		Strategic objectives:



		To develop a well led, capable and motivated workforce

		(



		To be efficient and make best use of available resources

		(



		To deliver safe services

		(



		To deliver the most effective outcomes

		(



		To deliver the best possible experience for patients and staff

		(





		Other:



		Monitor compliance

		(

		Equality and diversity

		



		NHS constitution

		

		Integrated business plan

		





		Which standard/s does this issue relate to:



		Care Quality Commission

		



		Clinical Negligence Scheme for Trusts
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		This report will not be published under the Trust’s Publication Scheme due to exemptions under S43(2) of the Freedom of Information Act 2000, because such disclosure would be likely to prejudice the commercial interests of the Trust

		





1. Introduction and summary


As previously considered by the Board, introduction of the Health and Social Care Act 2012 requires that the Trust makes a number of amendments to its Constitution.  

A task and finish group chaired by the Trust’s Chair and comprising Governors and Non-Executive Directors has accordingly undertaken a review of the Constitution.  The group took the opportunity to conduct a very full and comprehensive review of the Constitution and not only address the changes required by the 2012 Act.

2. Constitution review

In reviewing the Constitution the task and finish group agreed to propose a number of changes to the Trust’s members.  These include:

a. Those provisions of the 2012 Act which came into force in October 2012 


b. Those provisions of the 2012 Act expected to come into force in April 2013


c. Other changes not subject to any further commencement orders under the 2012 Act.


The process for amending the Trust’s Constitution is via a members’ meeting at which a three quarters majority of members must vote in favour of the changes.  Monitor approval to the amended Constitution must then be sought.


Prior to the review being conducted, Monitor indicated it would be willing to consider all of the changes as per a – c above and to approve the revised Constitution ahead of obtaining members’ approval.  However, upon submitting the revised document Monitor stated it would only consider the changes which came into force on 1 October 2012.  They agreed also to consider those changes which fell outside of the Act.  


Below is the Constitution as submitted to Monitor with the proposed changes shown in red track changes.  



[image: image1.emf]LWH Constitution  (Without April2013 Changes) - 30.01.13 [TRACKED].DOC




The revised Constitution will also be received by the Council of Governors at its extraordinary meeting scheduled for 5 March 2013.


3. Special Members’ Meeting

In order to seek members’ approval to the proposed changes a Special Members’ Meeting will be held on Friday 8 March 2013 at 1230 in the Blair Bell Education Centre.

4. Further changes


The Constitution will require further revision to reflect the expected April 2013 changes.  However the process for achieving this will be more streamlined in future and amendments may be made where more than half of the members of the Council of Governors, and more than half of the Board of Directors, approve those amendments.

5. Recommendations

It is recommended that the Board of Directors receives and notes the proposed revised Constitution as it will be presented to the Trust’s members at the special members’ meeting arranged for 8 March 2013.
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CONSTITUTION OF LIVERPOOL WOMEN’S NHS FOUNDATION TRUST


1. Interpretation and definitions


1 Unless otherwise stated , words or expressions contained in this constitution shall bear the same meaning as the National Health Service Act 2006 as amended by the Health and Social Care Act 2012.



1 References in this constitution to legislation include all amendments, replacements, or re-enactments made.



1 Headings are for ease of reference only and are not to affect interpretation.



1 Words importing the masculine gender only shall include the feminine gender; words importing the singular shall include the plural and vice-versa.



1 In this constitution:



			“the 2006 Act” 


			means the National Health Service Act 2006;





			“the 2012 Act”


			means the Health and Social Care Act 2012





			“appointed members of the Council of Governors”


			means those members of the Council of Governors appointed by the appointing organisations





			“appointing organisations”


			means those organisations named in this constitution who are entitled to appoint members of the Council of Governors





			“areas of the Foundation Trust”


			means the six areas specified in Annex 1, which are North Liverpool, Central Liverpool, South Liverpool, Sefton, Knowsley, and the area of England and Wales excluding the other five areas;





			“authorisation”


			means an authorisation given by the Independent Regulator





			“Board of Directors”


			means the Board of Directors as constituted in accordance with this constitution;





			“Director”


			means a member of the Board of Directors;





			“Council of Governors”


			means the Council of Governors as constituted in accordance with this constitution





			“elected members of the Council of Governors”


			means those members of the Council of Governors elected by the public constituencies and the classes of the staff constituency;





			“external auditor”


			means any external auditor other than the financial auditor appointed under this constitution to review and report upon other aspects of the Foundation Trust’s performance;





			“financial auditor”


			means the person appointed to audit the accounts of the Foundation Trust, who is called the auditor in the 2006 Act;





			“Financial year”


			means:



(a)
a period beginning with the date on which the Foundation Trust is authorised and ending with the next 31 March; and



(b)
each successive period of twelve months beginning with 1 April.





			“the Foundation Trust”


			means Liverpool Women’s NHS Foundation Trust;





			


			





			“Local Authority member of the Council of Governors”


			means a member of the Council of Governors appointed by one or more local authorities whose area includes the whole or part of one of the areas of the Foundation Trust;





			“member”


			means a member of the Foundation Trust;





			“Monitor”


			means the body corporate known as Monitor, as provided by Section 61 of the 2012 Act





			


			





			


			





			“partner”


			means, in relation to another person, a member of the same household living together as a family unit;





			“Partnership member of the Council of Governors”


			means a member of the Council of Governors appointed by a partnership organisation;





			“PCT member of the Council of Governors”


			means a member of the Council of Governors appointed by a Primary Care Trust for which the Foundation Trust provides goods or services;





			“Public member of the Council of Governors”


			means a member of the Council of Governors elected by the members of one of the public constituencies;





			“public constituency”


			means (collectively) those members living in one of the areas of the Foundation Trust;





			“Secretary”


			means the Secretary of the Foundation Trust or any other person appointed to perform the duties of the Secretary, including a joint, assistant or deputy secretary;





			“Staff member of the Council of Governors”


			means a member of the Council of Governors elected by the members of one of the classes of the staff constituency;





			“staff constituency”


			means (collectively) those members of the five classes of the staff constituency;





			“University member of the Council of Governors”


			means a member of the Council of Governors appointed by a university which provides a medical or dental school to one of the Foundation Trust’s hospitals.








2. Name and status



2.6 The name of the Foundation Trust is  Liverpool Women’s NHS Foundation Trust (the Foundation Trust). The Foundation Trust is a public benefit corporation authorised under the 2006 Act.



3. Principal purpose



3.7 The  principal purpose of the Foundation Trust is the provision of goods and services for the purposes of the health service in England.



3.8 The Foundation Trust does not fulfil its principal purpose unless, in each financial year, its total income from the provision of goods and services for the purposes of the health service in England is greater than its total income from the provision of goods and services for any other purposes.


3.9 The Trust may provide goods and services for any purposes related to:


3.9.1 the provision of services provided to individuals for or in connection with the prevention, diagnosis or treatment of illness, and


3.9.2 the promotion and protection of public health.


3.10 The Foundation Trust may also carry on activities other than those mentioned in the above paragraph for the purpose of making additional income available in order to better carry on its principal purpose.


4. 


4.11 


4.12 


5. Powers



5.13 The Foundation Trust may do anything which appears to it to be necessary or desirable for the purposes of or in connection with its functions.



5.14 In particular it may:



5.14.1 acquire and dispose of property,



5.14.2 enter into contracts,



5.14.3 accept gifts of property (including property to be held on trust for the purposes of the Foundation Trust or for any purposes relating to the health service),



5.14.4 employ staff.



5.15 Any power of the Foundation Trust to pay remuneration and allowances to any person includes the power to make arrangements for providing or securing the provision of pensions or gratuities (including those payable by way of compensation for loss of employment or loss or reduction of pay).



5.16 The Foundation Trust may borrow money for the purposes of or in connection with its functions, subject to the limit published by Monitor  from time to time.



5.17 The Foundation Trust may invest money (other than money held by it as trustee) for the purposes of or in connection with its functions.  The investment may include investment by:



5.17.1 forming or participating in forming bodies corporate.



5.17.2 otherwise acquiring membership of bodies corporate.



5.18 The Foundation Trust may give financial assistance (whether by way of loan, guarantee or otherwise) to any person for the purposes of or in connection with its functions.



5.19 All the powers of the Foundation Trust shall be exercised by the Board of Directors on behalf of the Foundation Trust.


5.20 Any of these powers may be delegated to a Committee or Directors or to an Executive Directors.


6. Commitments





5.1
The Foundation Trust shall exercise its functions effectively, efficiently and economically.


Representative membership


5.2
The Foundation Trust shall at all times strive to ensure that taken as a whole its actual membership is representative of those eligible for membership.  To this end:



5.2.1 the Foundation Trust shall at all times have in place and pursue a membership strategy which outlines its aims for working and engaging with members in order to develop and improve the services of the Foundation Trust.  The membership strategy shall be approved by the Council of Governors, and shall be reviewed by them from time to time, and at least every three years, 



5.2.2 the Council of Governors shall present to each annual members meeting: 



5.2.2.1 a report on steps taken to secure that taken as a whole the actual membership of its public constituencies and of the classes of the staff constituency is representative of those eligible for such membership;



5.2.2.2 the progress of the membership strategy;



5.2.2.3 any changes to the membership strategy.




Co-operation with Health bodies



5.3 In exercising its functions the Foundation Trust shall co-operate with others who commission and provide health services.



Respect for rights of people



5.4 In conducting its affairs, the Foundation Trust shall respect the rights of members of the community it serves, its employees and people dealing with the Foundation Trust as set out in the Charter of Fundamental Rights of the European Union.



Openness and transparency


5.5 In conducting its affairs, the Foundation Trust shall make information available  to members and conduct its affairs in an open and accessible way and in accordance with legislative requirements.



Prohibiting distribution



5.6 The profits or surpluses of the Foundation Trust are not to be distributed either directly or indirectly in any way at all among members of the Foundation Trust.



6. Framework


6.1 The affairs of the Foundation Trust are to be conducted by the Board of Directors, the Council of Governors and the members in accordance with this constitution and the Foundation Trust’s authorisation.  The members, the Board of Directors and the Council of Governors are to have the roles and responsibilities set out in this constitution.



Members



6.2 Members may attend and participate at members meetings, vote in elections to, and stand for election to the Council of Governors, and take such other part in the affairs of the Foundation Trust as is provided in this constitution.



Council of Governors



6.3 The roles and responsibilities of the Council of Governors, which are to be carried out in accordance with this constitution and the Foundation Trust’s authorisation, are: 



6.3.1 at a General Meeting



6.3.1.1 to appoint or remove the Chair and the other Non-Executive Directors;



6.3.1.2 to approve an appointment (by the Non-Executive Directors) of the Chief Executive;



6.3.1.3 to decide the remuneration and allowances, and the other terms and conditions of office, of the Chair and the other Non-Executive Directors;



6.3.1.4 to appoint or remove the Foundation Trust’s financial auditor;



6.3.1.5 to appoint or remove any other external auditor appointed to review and publish a report on any other aspect of the Foundation Trust’s affairs;



6.3.1.6 to be presented with the annual accounts, any report of the financial auditor on them and the annual report;



6.3.2 to provide their views to the Board of Directors when the Board of Directors is preparing the document containing information about the Foundation Trust’s forward planning; 



6.3.3 to respond as appropriate when consulted by the Board of Directors in accordance with this constitution;



6.3.4 to undertake such functions as the Board of Directors shall from time to time request;



6.3.5 to prepare and from time to time review the Foundation Trust’s membership strategy and its policy for the composition of the Council of Governors and of the Non-Executive Directors;



6.3.6 when appropriate to make recommendations for the revision of this constitution.



Board of Directors



6.4 The business of the Foundation Trust is to be managed by the Board of Directors, who shall exercise all the powers of the Foundation Trust, subject to any contrary provisions of the 2006 Act as given effect by this constitution.



7. Members


7.1 The Foundation Trust shall have  members, each of whom shall be a member of one of the following constituencies:


7.1.1 A public constituency  


7.1.2 A staff constituency.


7.2 The Secretary shall make a final decision about the constituency or class of a constituency to which an individual is eligible to become a member.


8.  Application for membership



8.1 An individual who is eligible to become a member of the Foundation Trust may do so on application to the Foundation Trust.



8.2 Subject to this constitution, membership is open to any individual who:



8.2.1 is over 12 years of age,



8.2.2 is entitled under this constitution to be a member of one of the public constituencies or one of the classes of the staff constituency, and



8.2.3 completes a membership application form in whatever form the Secretary specifies, and 


8.2.4 is not disqualified from membership or, if expelled from membership, the Council of Governors has agreed that they may be re-admitted as a member in accordance with paragraph 13.4 below.


8.2.5 


9. Public constituencies


9.1 There are six public constituencies corresponding to the six areas of the Foundation Trust specified in Annex 1.  Membership of a public constituency is open to individuals who:



9.1.1 live in an area of the Foundation Trust as specified in Annex 1,



9.1.2 are not a member of another public constituency of the Foundation Trust, and



9.1.3 are not eligible to be members of any of the classes of the staff constituency. 



The minimum number of members of each of the public constituencies is to be six.


9.2 


10. Staff constituency


10.1 The staff constituency is divided into five classes as follows:



10.1.1 doctors



10.1.2 nurses



10.1.3 midwives



10.1.4 scientists, technicians and allied healthcare professionals 



10.1.5 administrative, clerical, managers, ancillary and other support staff (non-clinical support staff).



10.2 Membership of one of the classes of the staff constituency is open to individuals:



10.2.1 who are employed under a contract of employment by the Foundation Trust and who either



10.2.1.1 are employed by the Foundation Trust under a contract of employment which has no fixed term or a fixed term of at least 12 months, or



10.2.1.2 who have been continuously employed by the Foundation Trust or the NHS Trust for at least 12 months; or



10.2.2 who are not so employed but who nevertheless exercise functions for the purposes of the Foundation Trust  and who have continuously exercised the functions for the purposes of the Foundation Trust for at least 12 months. For the avoidance of doubt, this does not include those who assist or provide services to the Foundation Trust on a voluntary basis.



10.3 


10.4 A person who is eligible to be a member of one of the classes of the staff constituency may not become or continue as a member of any of the public constituencies, and may not become or continue as a member of more than one class of the staff constituency.



10.5 The minimum number of members of each class of the staff constituency is to be four.



11. Automatic membership by default – staff


11.1 
An individual who is


11.2  eligible to become a member of the staff constituency, and


11.2.1  invited by the Foundation Trust to become a member of the staff constituency (and a member of the appropriate class within the staff constituency)



Shall become a member of the Foundation Trust as a member of the staff constituency (and appropriate class within the staff constituency) without an application being made, unless he informs the Foundation Trust Secretary that he does not wish to do so.


12. Disqualification from membership


12.1 A person may not become a member of the Foundation Trust if:



12.1.1 within the last five years they have been involved as a perpetrator in a serious incident of violence:



12.1.1.1 at any of the hospitals or facilities of the Foundation Trust or any other Foundation Trust or NHS Trust; or



12.1.1.2 against any of the employees or other persons who exercise functions for the purposes of the Foundation Trust or any other Foundation Trust or NHS Trust; or



12.1.1.3 against registered volunteers of the Foundation Trust or any other Foundation Trust or NHS Trust; or



12.1.2 they are subject to a sex offender order.



13. Termination of membership


13.1 A member shall cease to be a member if:



13.1.1 they resign by notice to the Secretary;



13.1.2 they die;



13.1.3 they are expelled from membership  under this constitution;



13.1.4 they cease to be entitled under this constitution to be a member of any of the public constituencies or of any of the classes of the staff constituency;



13.1.5 if it appears to the Secretary that they no longer wish to be a member of the Foundation Trust, and after enquiries made in accordance with a process approved by the Council of Governors, they fail to demonstrate that they wish to continue to be a member of the Foundation Trust.



13.2 A member may be expelled by a resolution approved by not less than two-thirds of the members of the Council of Governors attending and voting at a General Meeting.  The following procedure is to be adopted.



13.2.1 Any member may complain to the Secretary that another member has acted in a way detrimental to the interests of the Foundation Trust.



13.2.2 If a complaint is made, the Council of Governors may itself consider the complaint having taken such steps as it considers appropriate to ensure that each member’s point of view is heard and may either:



13.2.2.1 dismiss the complaint and take no further action; or



13.2.2.2 for a period not exceeding twelve months suspend the rights of the member complained of to attend members meetings and vote under this constitution;



13.2.2.3 arrange for a resolution to expel the member complained of to be considered at the next General Meeting of the Council of Governors.



13.2.3 If a resolution to expel a member is to be considered at a General Meeting of the Council of Governors, details of the complaint must be sent to the member complained of not less than one calendar month before the meeting with an invitation to answer the complaint and attend the meeting.



13.2.4 At the meeting the Council of Governors will consider evidence in support of the complaint and such evidence as the member complained of may wish to place before them.



13.2.5 If the member complained of fails to attend the meeting without due cause the meeting may proceed in their absence.



13.3 A person expelled from membership will cease to be a member upon the declaration by the Chair of the meeting that the resolution to expel them is carried.



13.4 No person who has been expelled from membership is to be re-admitted except by a resolution carried by the votes of two-thirds of the Council of Governors at a General Meeting.



14. Members’ Meetings


14.1 The Foundation Trust shall hold an annual meeting of its members (called the annual members’ meeting) within nine months of the end of each financial year. 


14.2 All members meetings other than annual meetings are called special members meetings.



14.3 Members’ meetings are open to all members of the Foundation Trust, members of the Council of Governors and Board of Directors, representatives of the external auditor and  to members of the public.  The Council of Governors may invite representatives of the media and any experts or advisors whose attendance they consider to be in the best interests of the Foundation Trust to attend a members meeting.



14.4 All members meetings are to be convened by the Secretary by order of the Council of Governors.



14.5 The Council of Governors may decide where a members’ meeting is to be held and may also for the benefit of members:



14.5.1 arrange for the annual members’ meeting to be held in different venues each year:



14.5.2 make provisions for a members meeting to be held at different venues simultaneously or at different times.  In making such provision the Council of Governors shall also fix an appropriate quorum for each venue, provided that the aggregate of the quorum requirements shall not be less than the quorum set out below.



14.6 At the annual members’ meeting:



14.6.1 at least one member of the Board of Directors shall present to the members:



14.6.1.1 the annual report and accounts of the Foundation Trust


14.6.1.2 any report of the external auditor



14.6.1.3 any report of any other external auditor of the Foundation Trust’s affairs



14.6.1.4 forward planning information for the next financial year



14.6.2 at least one member of the Council of Governors shall present to the members:


14.6.2.1 a report on steps taken to secure that (taken as a whole) the actual membership of its public constituencies and of the classes of the staff constituency is representative of those eligible for such membership;



14.6.2.2 the progress of the membership strategy



14.6.2.3 any proposed changes to the policy for the composition of the Council of Governors and of the Non-Executive Directors



14.6.3 the results of the election and appointment of members of the Council of Governors and the appointment of Non-Executive Directors to the Board of Directors will be announced.



14.7 Notice of a members’ meeting is to be given:



14.7.1 by notice to all members;



14.7.2 by notice prominently displayed at the head office and at all of the Foundation Trust’s places of business; and



14.7.3 by notice on the Foundation Trust’s website



at least 21 clear days before the date of the meeting.  The notice must:



14.7.4 be given to the Council of Governors and the Board of Directors, and to the external auditor;



14.7.5 state whether the meeting is an annual or special members meeting;



14.7.6 give the time, date and place of the meeting; and



14.7.7 indicate the business to be dealt with at the meeting.



14.8 Before a members meeting can do business there must be a quorum present.  Except where this constitution says otherwise a quorum is ten members present from any of the Foundation Trust’s constituencies.



14.9 The Foundation Trust may make arrangements for members to vote by post, or by using electronic communications.



14.10 It is the responsibility of the Council of Governors, the Chair of the meeting and the Secretary to ensure that at any members meeting:



14.10.1 the issues to be decided are clearly explained;



14.10.2 sufficient information is provided to members in good time to enable rational discussion to take place.



14.11 The Chair of the Foundation Trust, or in their absence the Chair of the Board of Directors, or in their absence another Non-Executive Director of the Board of Directors, or in their absence the Lead Governor of the Council of Governors, or in their absence one of the other public members of the Council of Governors shall act as Chairman at all members’ meetings of the Foundation Trust.  If neither the Chair nor the Vice Chair of the Board of Directors nor another Non-Executive Director of the Board of Directors nor the Lead Governor of the Council of Governors is present, the members of the Council of Governors present shall elect one of their number to be Chair and if there is only one member of the Council of Governors present and willing to act they shall be Chair. 



14.12 If no quorum is present within half an hour of the time fixed for the start of the meeting, the meeting shall stand adjourned to the same day in the next week at the same time and place or to such time and place as the Council of Governors determine.  If a quorum is not present within half an hour of the time fixed for the start of the adjourned meeting, the number of members present during the meeting is to be a quorum.



14.13 A resolution put to the vote at a members meeting shall be decided upon by a poll. 



14.14 Every member present and every member who has voted by post or using electronic communications is to have one vote.  In the case of an equality of votes the Chair of the meeting is to have a second or casting vote.



14.15 The result of any vote will be declared by the Chair and entered in the minute book.  The minute book will be conclusive evidence of the result of the vote.



15. Council of Governors


15.1 The Foundation Trust is to have a Council of Governors, which shall comprise both elected public and staff governors and appointed governors.    Those bodies eligible to appoint governors are specified in paragraphs 15.4.3, 15.4.4, 15.4.4 and 15.5 and at Annex 2.


15.2 The aggregate number of public governors is to be more than half of the total number of governors.



15.3 The Council of Governors, subject to the 2006 Act, shall seek to ensure that through the composition of the Council of Governors:



15.3.1 the interests of the community served by the Foundation Trust are appropriately represented;



15.3.2 the level of representation of the public constituencies, the classes of the staff constituency and the appointing partnership organisations strikes an appropriate balance having regard to their legitimate interest in the Foundation Trust’s affairs 


15.3.3 and to this end, the Council of Governors 



15.3.4 shall at all times maintain a policy for the composition of the Council of Governors which takes account of the membership strategy, and 



15.3.5 shall from time to time and not less than every three years review the policy for the composition of the Council of Governors, and 



15.3.6 when appropriate shall propose amendments to this constitution.



15.4 The Council of Governors of the Foundation Trust is to comprise:



15.4.1 Fourteen  public members of the Council of Governors from the following public constituencies:



15.4.1.1 Central Liverpool – four  Public governors


15.4.1.2 North Liverpool - two Public governors


15.4.1.3 South Liverpool - two Public governors


15.4.1.4 Sefton – two  Public governors


15.4.1.5 Knowsley – two Public governors


15.4.1.6 the rest of England and Wales – two  public governors


15.4.2 Five  staff governors from the following classes;



15.4.2.1 Doctors – one Staff governor


15.4.2.2 Nurses – one Staff governor


15.4.2.3 Midwives – one Staff governor


15.4.2.4 Scientists, technicians and allied health professionals – one Staff governor


15.4.2.5 Administrative, clerical, managers, ancillary and other support staff – one  staff governor.


15.4.3 


15.4.4 Three  Local Authority governors, one each to be  appointed by Liverpool City Council, Sefton Borough Council and Knowsley Borough Council;



15.4.5 one University governor who may be appointed by Liverpool University;



15.4.6 three partnership governors who may be appointed by partnership organisations, specified for the purposes of sub-paragraph 9(7) of Schedule 7 of the 2006 Act.



15.5 The partnership organisations that may appoint a partnership governor are:



15.5.1 the organisations set out at Part 1 of Annex 2 (faith organisations and community and voluntary organisations) (two between them);



15.5.2 the organisations listed at Part 2 of Annex 2 (education partners) (one between them).




Elected Governors


15.6 Public governors are to be elected by members of their public constituency, and staff governors are to be elected by members of their class of the staff constituency.  Each class/constituency may elect any of their number to be a governor in accordance with the provisions of this constitution.



15.7 If contested, the elections must be by secret ballot.



15.8 Elections shall be carried out in accordance with the Model Election Rules set out in Annex 3.  The single transferable vote method of voting  is to be used.



15.9 The Model Election Rules as published from time to time by the Department of Health form a part of this constitution.  A subsequent variation of the Model Election Rules by the Department of Health shall not constitute a variation of the terms of this constitution for the purposes of paragraph 37 of the constitution (amendment of the constitution).



15.10 A member of a public constituency may not vote at an election for a public member of the Council of Governors unless within twenty-one days before they vote they have made a declaration in the form specified by the Secretary that they are qualified to vote as a member of the relevant public constituency.  It is an offence to knowingly or recklessly make such a declaration which is false in a material particular.





15.11 


Local Authority Governors


15.12 The Secretary, having consulted Liverpool City Council, Sefton Borough Council and Knowsley Borough Council, is to adopt a process for agreeing the appointment of Local Authority governors with those Local Authorities.



University Governor


15.13 The Secretary, having consulted Liverpool University, is to adopt a process for agreeing the appointment of a University governor with that university.




Partnership Governors


15.14 The Partnership governors are to be appointed by the partnership organisations, in accordance with a process agreed with the Secretary.




Appointment of Lead Governor of the Council of Governors


15.15 The Council of Governors shall appoint one of the members of the Council of Governors to be Lead Governor of the Council of Governors.




Terms of office for Governors


15.16 Elected governors:



15.16.1 shall normally hold office for a period of three years commencing immediately after the annual members meeting at which their election is announced;



15.16.2 are eligible for re-election at the end of that period;



15.16.3 may not hold office for more than six consecutive years, and shall not be eligible for re-election if they have already held office for more than three consecutive years .



15.17 Appointed Governors:



15.17.1 shall normally hold office for a period of three years commencing immediately after the annual members meeting at which their appointment is announced;



15.17.2 are eligible for re-appointment at the end of that period;



15.17.3 may not hold office for longer than six consecutive years, and shall not be eligible for re-appointment if they have already held office for more than three consecutive years.



15.18 For the purposes of these provisions concerning terms of office for governors, “year” means a period commencing immediately after the conclusion of the annual members meeting, and ending at the conclusion of the next annual members meeting.




Eligibility to be a Governor


15.19 A person may not become a governor of the Foundation Trust, and if already holding such office will immediately cease to do so, if:



15.19.1 they are under sixteen years of age at the date they are nominated for election or appointment;



15.19.2 they are a Director of the Foundation Trust;



15.19.3 they are the spouse, partner, parent or child of a member of the Board of Directors of the Foundation Trust;



15.19.4 they are a member of a Local Authority’s Committee which scrutinises health matters 



15.19.5 being a member of one of the public constituencies, they refuse to sign a declaration in the form specified by the Secretary of particulars of their qualification to vote as a member of the Foundation Trust, and that they are  not prevented from being a governor;



15.19.6 if they are subject to a sex offender order ; 



15.19.7 they have been adjudged bankrupt or their estate has been sequestrated and in either case they have not been discharged;



15.19.8 they have made a composition or arrangement with, or granted a trust deed for, their creditors and have not been discharged in respect of it;



15.19.9 they have within the preceding five years been convicted in the British Islands of any offence:



15.19.9.1 against a woman or child; or



15.19.9.2 any other offence for which a sentence of imprisonment (whether suspended or not) for a period of three months or more (without the option of a fine) was imposed;



15.19.10 being a member of the staff constituency, they are subject to a live disciplinary sanction including verbal warning;


15.19.11 they have within the preceding two years been dismissed, otherwise than by reason of redundancy, from any paid employment with a health service body;



15.19.12 they are a person whose tenure of office as the Chair or as a member or director of a health service body has been terminated on the grounds that their appointment is not in the interests of the health service, for non-attendance at meetings, or for non-disclosure of a pecuniary interest.


Termination of office and removal of Governors


15.20 A person holding office as a governor shall immediately cease to do so if:


15.20.1 they resign by notice in writing to the Secretary;



15.20.2 they fail to attend three consecutive meetings, unless the other governors are satisfied that:



15.20.2.1 the absences were due to reasonable causes; and



15.20.2.2 they will be able to start attending meetings of the Foundation Trust again within such a period as they consider reasonable.



15.20.3 in the case of an elected governor, they cease to be a member of the constituency or class of the constituency by which they were elected; 



15.20.4 in the case of an appointed governor,  the appointing organisation terminates the appointment;



15.20.5 they have  refused without reasonable cause to undertake any training which the Council of Governors requires all governors to undertake; 



15.20.6 they have failed to sign and deliver to the Secretary a statement in the form required by the Secretary confirming acceptance of the code of conduct for governors;



15.20.7 they are removed from the Council of Governors under the following provisions.



15.21 A governor may be removed from the Council of Governors by a resolution approved by not less than three-quarters of the remaining governors present and voting on the grounds that



15.21.1 they have committed a serious breach of the code of conduct, or



15.21.2 they have acted in a manner detrimental to the interests of the Foundation Trust, and



15.21.3 the Council of Governors consider that it is not in the best interests of the Foundation Trust for them to continue as a governor.



Vacancies on the Council of Governors


15.22 Where a vacancy arises on the Council of Governors for any reason other than expiry of term of office, the following provisions will apply.



15.23 Where the vacancy arises amongst the appointed governors, the Secretary shall request that the appointing organisation appoints a replacement to hold office for the remainder of the term of office.



15.24 Where the vacancy arises amongst the elected governors, the Council of Governors shall be at liberty either:



15.24.1 to call an election within three months to fill the seat for the remainder of that term of office unless there is less than six months of the term left, or



15.24.2 to invite  the next highest polling candidate for that seat at the most recent election, who is willing to take office, to fill the seat until the next annual election (and, if that candidate should decline, to invite the next highest polling candidate(s) for that seat at the most recent election in decending order), at which time the seat will fall vacant and subject to election for any unexpired period of the term of office.



Expenses and remuneration of Governors


15.25 The Foundation Trust may reimburse governors for travelling and other costs and expenses at such rates as the Board of Directors decides.  The approved scheme of reimbursement will be published and reimbursements made are to be disclosed in the annual report. 


15.26 Governors are not to receive remuneration.


Meetings of the Council of Governors


15.27 The Council of Governors is to meet at least three times in each financial year.  Save in the case of emergencies or the need to conduct urgent business, the Secretary shall give at least fourteen days written notice of the date and place of every meeting of the Council of Governors to all members of the Council of Governors.  Notice will also be placed  on the Foundation Trust’s website.



15.28 Meetings of the Council of Governors may be called by the Secretary, or by the Chair, or by six governors (including at least three public governors) who give written notice to the Secretary specifying the business to be carried out.  The Secretary shall send a written notice to all governors as soon as possible after receipt of such a request.  The Secretary shall call a meeting on at least fourteen but not more than twenty-eight days’ notice to discuss the specified business.  If the Secretary fails to call such a meeting then the Chair or four governors, whichever is the case, shall call such a meeting.



15.29 All meetings of the Council of Governors are to be General Meetings open to members of the public unless the Council of Governors decides otherwise in relation to all or part of a meeting for reasons of commercial confidentiality or on other proper grounds.  The Chair may exclude any member of the public from a meeting of the Council of Governors if they are interfering with or preventing the proper conduct of the meeting.



15.30 Ten  governors shall form a quorum, at least five of whom must be public governor.



15.31 If no quorum is present within half an hour of the time fixed for the start of the meeting, the meeting shall stand adjourned to the same day in the next week at the same time and place or to such time and place as the Council of Governors determine and notice of the adjourned meeting shall be circulated to members of the Council of Governors. If a quorum is not present within half an hour of the time fixed for the start of the adjourned meeting, the number of Governors present during the meeting is to be a quorum.


15.32 The Chair of the Foundation Trust or, in their absence, the Vice Chair of the Board of Directors, or in their absence one of the Non-Executive Directors is to preside at meetings of the Council of Governors.  If the person presiding at any such meeting has a conflict of interest in relation to the business being discussed, the Lead Governor of the Council of Governors will chair that part of the meeting.



15.33 The Council of Governors may invite the Chief Executive or any other member or members of the Board of Directors, or a representative of the financial auditor or other advisors to attend a meeting of the Council of Governors.



15.34 The Council of Governors may agree that its members can participate in its meetings by telephone, video or  electronic medium.  Participation in a meeting in this manner shall be deemed to constitute presence in person at the meeting.


15.35 Subject to the following provisions of this paragraph, questions arising at a meeting of the Council of Governors shall be decided by a majority of votes.



15.35.1 In case of an equality of votes the person presiding at or chairing the meeting shall have a casting vote.



15.35.2 No resolution of the Council of Governors shall be passed if it is opposed by all of the public governors present.



15.36 The Council of Governors may not delegate any of its powers to a committee or sub-committee, but it may appoint committees consisting of its members, Directors, and other persons to assist the Council of Governors in carrying out its functions. The Council of Governors may, through the Secretary, request that advisors assist them or any committee they appoint in carrying out its duties.



15.37 All decisions taken in good faith at a meeting of the Council of Governors or of any committee shall be valid even if it is discovered subsequently that there was a defect in the calling of the meeting, or the appointment of the governors attending the meeting.



Disclosure of interests


15.38 Any governor who has a material interest in a matter as defined below shall declare such interest to the Council of Governors and:



15.38.1 shall withdraw from the meeting and play no part in the relevant discussion or decision 



15.38.2 shall not vote on the issue (and if by inadvertence they do remain and vote, their vote shall not be counted).



If a governor is in any doubt whether an interest should be disclosed they should discuss the position with the Chair.



15.39 Any governor who fails to disclose any interest required to be disclosed under the preceding paragraph must permanently vacate their office if required to do so by a majority of the remaining governors.



15.40 Subject to the exceptions below, a material interest is



15.40.1 any directorship of a company;



15.40.2 any interest held by a governor in any firm or company or business which, in connection with the matter, is trading with the Foundation Trust, or is likely to be considered as a potential trading partner with the Foundation Trust;



15.40.3 any interest in an organisation voluntary or otherwise providing health and social care services to the National Health Service;



15.40.4 a position of authority in a charity or voluntary organisation in the field of health and social care;



15.40.5 any connection with any organisation, entity or company considering entering into or having entered into a financial arrangement with the Foundation Trust including but not limited to lenders or banks.



15.41 The exceptions which shall not be treated as material interests are as follows:



15.41.1 shares not exceeding 2% of the total shares in issue held in any company whose shares are listed on any public exchange;



15.41.2 employment contracts held by Staff governors;



15.41.3 a contract with their PCT held by a PCT governor;



15.41.4 an employment contract with a local authority held by a Local Authority governor;



15.41.5 an employment contract with a university held by a University governor;



15.41.6 an employment contract with a partnership organisation held by a Partnership governor.




Council of Governors – Standing Orders


15.42 The Council of Governors is to adopt its own standing orders for its practice and procedure, in particular for its procedure at meetings. 





Council of Governors – 


Declaration


15.43 An elected governor may not vote at a meeting of the Council of Governors unless, before attending the meeting, they have made a declaration in the form specified by the Secretary of the particulars of their qualification to vote as a member of the Foundation Trust and that they are not prevented from being a governor.  An elected governor shall be deemed to have confirmed the declaration upon attending any subsequent meeting of the Council of Governors, and every agenda for meetings of the Council of Governors will draw this to the attention of elected members of the Council of Governors.


16. Board of Directors – composition


16.1 The Foundation Trust is to have a Board of Directors.  It is to consist of Executive and Non-Executive Directors. 



16.2 The Board is to include:



16.2.1 the following Non-Executive Directors:



16.2.1.1 a Chair, who is to be appointed (and removed) by the Council of Governors at a General Meeting;



16.2.1.2 not more than six other Non-Executive Directors who are to be appointed (and removed) by the Council of Governors at a General Meeting;



in each case subject to the approval of a majority of the Council of Governors (in the case of an appointment) present and voting at the meeting, and three-quarters of all of the governors (in the case of a removal) voting at the meeting;



16.2.2 the following Executive Directors:



16.2.2.1 a Chief Executive (who is the accounting officer), who is to be appointed 


16.2.2.2 a Finance Director



16.2.2.3 a registered medical practitioner or a registered dentist (within the meaning of the Dentists Act 1984)



16.2.2.4 a registered nurse or registered midwife



16.2.2.5 not more than three other Executive Directors



16.2.2.6 





17. Board of Directors – election of Vice Chair



The Council of Governors  shall elect one of the Non-Executive Directors to be Vice Chair of the Board.  If the Chair is unable to discharge their office as Chair of the Foundation Trust, the Vice Chair of the Board of Directors shall be acting Chair of the Foundation Trust.


18. Board of Directors – qualification for appointment as a Non-Executive Director


18.1 Subject to paragraph 18.2 Non-Executive Directors must be a member of one of the public constituencies or an individual exercising functions for a University providing a medical or dental school to a hospital of the Foundation Trust.


18.2 A person may be appointed as a Non-Executive Director only if they are not disqualified by virtue of paragraph 22.


19. Board of Directors – appointment and removal of the Chair and Non-Executive Directors



19.1 Non-Executive Directors are to be appointed by the Council of Governors using the following procedure.



19.1.1 The Council of Governors will maintain a policy for the composition of the Non-Executive Directors which takes account of the membership strategy, and which they shall review from time to time and not less than every three years.



19.1.2 The Board of Directors will be responsible for devising job descriptions and person specifications for the Chair and other Non-Executive Directors, taking advice from an external organisation recognised as expert at appointments to identify the skills and experience required for the Chair and other Non-Executive Directors.



19.1.3 Appropriate candidates will be identified by a Nominations Committee through a process of open competition, which take account of the nominations advisory panel, the policy maintained by the Council of Governors and the skills and experience required.



19.1.4 The Nominations Committee will comprise:



19.1.4.1 in relation to the appointment of the Chair, the Vice Chair of the Foundation Trust or, if the Vice Chair is standing for appointment, another Non-Executive Director;



19.1.4.2 in relation to the appointment of other Non-Executive Directors, the Chair of the Foundation Trust 



and, in relation to all appointments, two elected governors (including at least one staff governor) and one appointed governor.  The Chair or a Non-Executive director of another Foundation Trust will be invited to act as an independent assessor to the Nominations Committee.  The Chief Executive will be entitled to attend meetings of the Nominations Committee unless the Committee decides otherwise and the Committee shall take into account the Chief Executive’s views.



19.2 The removal of the Chair or another Non-Executive Director shall be in accordance with the following procedures.



19.2.1 Any proposal for removal must be proposed by a governor and seconded by not less than ten governors including at least two elected governors and two appointed governors.



19.2.2 Written reasons for the proposal shall be provided to the Chair or Non-Executive Director in question, who shall be given the opportunity to respond to such reasons.


19.2.3 In respect of any proposal for removal under paragraph 19.2.1, or response to such a proposal under paragraph 19.2.2, the Council of Governors may decide that the Nominations Committee may administer and coordinate the process of receiving such proposals and responses.


19.2.4 Removal of the Chairman or another Non-Executive Director shall require the approval of three-quarters of the members of the Council of Governors.


19.2.5 In making any decision to remove the Chair or a Non-Executive Director, the Council of Governors shall take into account the annual appraisal received by its Remuneration Committee. 


19.2.6 If any proposal to remove the Chair or a Non-Executive Director is not approved at a meeting of the Council of Governors, no further proposal can be put forward to remove the Chair or such Non-Executive Director based upon the same reasons within 12 months of the meeting


20. Board of Directors – Terms of office for Non-Executive Directors


20.1 The Chair and the Non-Executive Directors are to be appointed for a period of office not exceeding three years and in accordance with the terms and conditions of office, including remuneration and allowances, decided by the Council of Governors at a General Meeting. Any re-appointment of a Non-Executive Director by the Council of Governors shall be subject to a satisfactory appraisal carried out in accordance with procedures which the Board of Directors have approved.  Re-appointment will be for a further term of up to three years.  The Council of Governors may determine, in exceptional circumstances, that a Non-Executive Director may be re-appointed for a third term.


20.1.1 


21. Board of Directors – appointment and removal of the Chief Executive and Executive Directors


21.1 The Chief Executive will be appointed (and removed) by the Non-Executive Directors.


21.2 The Chief Executive’s appointment is subject to the approval of a majority of the governors present and voting at a General Meeting in accordance with the agreed process;



21.3 All other Executive Directors will be appointed (and removed) by a committee consisting of the Chair, the Chief Executive and the other Non-Executive Directors.


21.4 The remuneration committee of Non-Executive Directors shall decide the terms and conditions of office including remuneration and allowances of all the Executive Directors.


22. Board of Directors - disqualification


22.1 A person may not become or continue as a Director of the Foundation Trust if:



22.1.1 they are a member of the Council of Governors, or a Governor or Director of an NHS body or another NHS Foundation Trust;



22.1.2 they are a member of  a Local Involvement Network, its successor organisation Local Healthwatch or any of its successor organisations;



22.1.3 they are the spouse, partner, parent or child of  a member of the Board of Directors of the Foundation Trust;



22.1.4 they are a member of a Local Authority’s Committee which scrutinises health matters;


22.1.5 they have been adjudged bankrupt or their estate has been sequestrated and in either case they have not been discharged;



22.1.6 they have made a composition or arrangement with, or granted a Trust deed for, their creditors and have not been discharged in respect of it;


22.1.7 if they are the subject to a sex offender order;


22.1.8 they have within the preceding five years been convicted in the British Islands of any offence:



22.1.8.1 against a woman or child; or



22.1.8.2 any other offence for which a sentence of imprisonment (whether suspended or not) for a period of three months or more (without the option of a fine) was imposed


22.1.9 they are the subject of a disqualification order made under the Company Directors Disqualification Act 1986;


22.1.10 in the case of a Non-Executive Director, they are no longer a member of one of the public constituencies or an individual exercising functions for a University providing a medical or dental school to a hospital of the Foundation Trust;


22.1.11 they are a person whose tenure of office as a Chair or as a member or Director of a health service body has been terminated on the grounds that their appointment is not in the interests of the health service, for non attendance at meetings, or for non-disclosure of a pecuniary interest;



22.1.12 they have within the preceding two years been dismissed, otherwise than by reason of redundancy, from any paid employment with a health service body;



22.1.13 in the case of a Non-Executive Director they have refused without reasonable cause to fulfil any training requirement established by the Board of Directors; or 



22.1.14 they have refused to sign and deliver to the Secretary a statement in the form required by the Board of Directors confirming acceptance of the code of conduct for Directors.


23. Board of Directors - Committees and delegation


23.1 The Board of Directors may delegate any of its powers to a committee of Directors or to an Executive Director.



23.2 The Board of Directors shall appoint an audit committee of three Non-Executive Directors to monitor and review the exercise of the external auditor’s functions and to perform such monitoring, reviewing and other functions as are appropriate.



23.3 The Board of Directors shall appoint a remuneration committee of Non-Executive Directors to decide the remuneration and allowances, and the other terms and conditions of office, of the Executive Directors.


24. Board of Directors – meetings 


24.1 Save in the case of emergencies or the need to conduct urgent business, the Secretary shall give at least fourteen days written notice of the date and place of every meeting of the Board of Directors to all Directors.  


24.2 Meetings of the Board of Directors shall be held at least four times in every Financial Year and shall be held in private.



24.3 Meetings of the Board of Directors are called by the Secretary, or by the Chair, or by four Directors who give written notice to the Secretary specifying the business to be carried out.  The Secretary shall send a written notice to all Directors as soon as possible after receipt of such a request.  The Secretary shall call a meeting on at least fourteen but not more than twenty-eight days’ notice to discuss the specified business.  If the Secretary fails to call such a meeting then the Chair or four Directors, whichever is the case, shall call such a meeting.



24.4 Six Directors including not less than three executive Directors (one of whom must be the Chief Executive or another executive Director nominated by the Chief Executive) and not less than three Non-Executive Directors (one of whom must be the Chair or the Vice-Chair of the Board) shall form a quorum. 



24.5 The Board of Directors may agree that its members can participate in its meetings by telephone, video or computer link.  Participation in a meeting in this manner shall be deemed to constitute presence in person at the meeting.



24.6 The Chair of the Foundation Trust or, in their absence, the Vice Chair of the Board of Directors, is to chair meetings of the Board of Directors.



24.7 Subject to the following provisions of this paragraph, questions arising at a meeting of the Board of Directors shall be decided by a majority of votes.



24.7.1 In case of an equality of votes the Chair shall have a second and casting vote.



24.7.2 No resolution of the Board of Directors shall be passed if it is opposed by all of the Non-Executive Directors present or by all of the executive Directors present.


25. Board of Directors – standing orders


The Board of Directors is to adopt Standing Orders covering the proceedings and business of its meetings.  The proceedings shall not however be invalidated by any vacancy of its membership, or defect in a Director’s appointment.


25.1 Board of Directors – 





26. Conflicts of Interest


26.1 Any Director who has a material interest in a matter as defined below shall declare such interest to the Board of Directors and:



26.1.1 shall withdraw from the meeting and play no part in the relevant discussion or decision and



26.1.2 shall not vote on the issue (and if by inadvertence they do remain and vote, their vote shall not be counted).



If a Director is in any doubt whether an interest should be disclosed they should discuss the position with the Chair.



26.2 Details of any such interest shall be recorded in the register of the interests of Directors.



26.3 Any Director who fails to disclose any interest required to be disclosed under paragraph 26 must permanently vacate their office if required to do so by a majority of the remaining Directors and (in the case of a Non-Executive Director) by the requisite majority of the Council of Governors.



26.4 A material interest is



26.4.1 any directorship of a company;



26.4.2 any interest (excluding a holding of shares in a company whose shares are listed on any public exchange where the holding is less than 2% of the total shares in issue) held by a Director in any firm or company or business which, in connection with the matter, is trading with the Foundation Trust, or is likely to be considered as a potential trading partner with the Foundation Trust;



26.4.3 any interest in an organisation whether voluntary or otherwise providing health and social care services to the National Health Service;



26.4.4 a position of authority in a charity or voluntary organisation in the field of health and social care;



26.4.5 any connection with any organisation, entity or company considering entering into or having entered into a financial arrangement with the Foundation Trust including but not limited to lenders or banks. 





27. Board of Directors – Expenses


27.1 The Foundation Trust may reimburse executive Directors’ travelling and other costs and expenses at such rates as the remuneration committee of Non-Executive Directors decides.   These are to be disclosed in the annual report. 


27.2 The remuneration and allowances for Directors are to be disclosed in bands in the annual report.



28. Secretary


28.1 The Foundation Trust shall have a Secretary who may be an employee.  The Secretary may not be a governor, or the Chief Executive or the Finance Director.  The Secretary’s functions shall include:



28.1.1 acting as Secretary to the Council of Governors and the Board of Directors, and any committees;



28.1.2 summoning and attending all members meetings, meetings of the Council of Governors and the Board of Directors, and keeping the minutes of those meetings;



28.1.3 keeping the register of members and other registers and books required by this constitution to be kept;



28.1.4 having charge of the Foundation Trust’s seal;



28.1.5 acting as returning officer in any elections which function may be delegated to an external polling company appointed for the purpose;



28.1.6 publishing to members in an appropriate form information which they should have about the Foundation Trust’s affairs;



28.1.7 preparing and sending to the Independent Regulator and any other statutory body all returns which are required to be made.



28.2 Minutes of every members meeting, of every meeting of the Council of Governors and of every meeting of the Board of Directors are to be kept.  Minutes of meetings will be read at the next meeting and signed by the Chair of that meeting.  The signed minutes will be conclusive evidence of the events of the meeting.  


28.3 The Secretary is to be appointed and removed by the Board of Directors, subject to the approval of the Council of Governors.



29. Registers


29.1 The Foundation Trust is to have:



29.1.1 a register of members showing, in respect of each member, the constituency and (where relevant) the class of a constituency to which they belong;



29.1.2 a register of Governors;



29.1.3 a register of Directors;



29.1.4 a register of interests of Governors;



29.1.5 a register of interests of the Directors.



29.2 The Secretary shall remove from the register of members the name of any member who ceases to be entitled to be a member under the provisions of this constitution.


29.3 The Foundation Trust shall make the registers specified in this paragraph available for inspection by members of the public, except in the circumstances set out below or as otherwise prescribed by regulations.



29.4 The Trust shall not make any part of its registers available for inspection by members of the public which shows details of any other member of the Foundation Trust, if the member so requests.



29.5 So far as the registers are required to be made available:



29.5.1 They are to be available for inspection free of charge at all reasonable times; and



29.5.2 A person who requests a copy of or extract from the registers is to be provided with a copy or extract.



29.6 If the person requesting a copy or extract is not a member of the Foundation Trust, the Trust may impose a reasonable charge for doing so.


29.7 


30. Documents available for public inspection


30.1 The following documents of the Foundation Trust are to be available for inspection by members of the public free of charge at all reasonable times, and shall be available on the Foundation Trust’s website:



30.1.1 a copy of the current constitution;



30.1.2 a copy of the current authorisation;



30.1.3 a copy of the latest annual accounts and of any report of the external auditor on them;



30.1.4 a copy of the report of any other external auditor of the Trust’s affairs appointed by the Council of Governors;



30.1.5 a copy of the latest annual report;


30.1.6 a copy of the latest information as to its forward planning;



30.1.7 a copy of the Foundation Trust’s membership development strategy;



30.1.8 a copy of the Foundation Trust’s policy for the composition of the Council of Governors and of the non-executive directors;



30.1.9 a copy of any notice given under section 52 of the 2006 Act (regulator’s notice to failing NHS Foundation Trust).



30.2 The registers shall be made available for inspection by members of the public, except in circumstances prescribed by regulations and in particular where any member requests that their details are not available for inspection pursuant to the Public Benefit Corporation (Register of Members) Regulations 2004; and so far as they are required to be available they are to be available free of charge at all reasonable times.



30.3 Any person who requests it is to be provided with a copy or extract from any of the above documents or registers. The Foundation Trust may impose a reasonable charge for providing the copy or extract, but a member is entitled to a copy or extract from the registers free of charge.



31. External Auditor 


31.1 The  Trust shall  have an external auditor.



31.2 


31.3 


31.4 The Council of Governors at a General Meeting shall appoint or remove the Foundation Trust’s external auditor.



31.5 


31.6 The Board of Directors may resolve that external auditors be appointed to review and publish a report on any other aspect of the Foundation Trust’s performance.  Any such auditors are to be appointed by the Council of Governors.



32. Accounts


32.1 The Foundation Trust must keep proper accounts and proper records in relation to the accounts.  


32.2 Monitor may with the approval of the Secretary of State give directions to the Foundation Trust as to the content and form of its accounts.



32.3 The accounts are to be audited by the Foundation Trust’s  auditor.



32.4 The Foundation Trust shall prepare in respect of each financial year annual accounts in such form as Monitor may with the approval of the Secretary of State direct.


32.5 The functions of the Foundation Trust with respect to the preparation of the annual accounts shall be delegated to the Accounting Officer.





32.5.1 


32.5.2 


32.6 


32.7 


32.8 


32.8.1 


32.8.2 


32.9 The annual accounts, any report of the auditor on them, and the annual report are to be presented to the Council of Governors at a General Meeting.


32.10 The Trust may combine a meeting of the Council of Governors convened for the purposes of sub-paragraph 32.6 with the annual members’ meeting.


32.11 The accounting officer shall cause the Foundation Trust to:



32.11.1 lay a copy of the annual accounts, and any report of the financial auditor on them, before Parliament; and



32.11.2 once it has done so, send copies of those documents to Monitor.



33. Annual reports, forward plans and non-NHS work


33.1 The Foundation Trust shall  prepare an annual report and send it to Monitor.



33.2 The report is to give:



33.2.1 information on any steps taken by the Foundation Trust to secure that (taken as a whole) the actual membership of its public constituencies and of the classes of the staff constituency is representative of those eligible for such membership; and



33.2.2 any other information Monitor requires.



33.3 The Foundation Trust is to comply with any decision Monitor  makes as to:



33.3.1 the form of the reports;



33.3.2 when the reports are to be sent to him;



33.3.3 the periods to which the reports are to relate.



33.4 The Foundation Trust is to give information as to its forward planning in respect of each financial year to Monitor.  The document containing this information is to be prepared by the Directors, and in preparing the document, the Board of Directors must have regard to the views of the Council of Governors.


33.5 Each forward plan must include information about:


33.5.1 the activities other than the provision of goods and services for the purposes of the health service in England that the Foundation Trust proposes to carry on, and


33.5.2 the income it expects to receive from doing so.


33.6 Where a forward plan contains a proposal that the Foundation Trust carry on an activity of a kind mentioned in sub-paragraph 33.5.1 the Council of Governors must:


33.6.1 determine whether it is satisfied that the carrying on of the activity will not to any significant extent interfere with the fulfilment by the Foundation Trust of its principal purpose or the performance of its other functions, and


33.6.2 notify the Directors of the Foundation Trust and its determination.


33.7 Where the Foundation Trust proposes to increase by 5% or more the proportion of its total income in any financial year attributable to activities other than the provision of goods and services for the purposes of the health service in England, it may implement the proposal only if more than half of the members of the Council of Governors of the Foundation Trust voting approve its implementation.


34. Indemnity


34.1 Members of the Council of Governors and the Board of Directors and the Secretary who act honestly and in good faith will not have to meet out of their personal resources any personal civil liability which is incurred in the execution or purported execution of their functions, save where they have acted recklessly.  Any costs arising in this way will be met by the Foundation Trust. The Foundation Trust may purchase and maintain insurance against this liability for its own benefit and for the benefit of the Council of Governors and the Board of Directors and the Secretary.



35. Instruments


35.1 The Trust shall have a seal. 


35.2 The seal shall not be affixed except under the authority of the Board of Directors.



36. Dispute Resolution Procedures


36.1 Every unresolved dispute which arises out of this constitution between the Foundation Trust and:



36.1.1 a member; or



36.1.2 any person aggrieved who has ceased to be a member within the six months prior to the date of the dispute; or



36.1.3 any person bringing a claim under this constitution; or



36.1.4 an office-holder of the Foundation Trust



is to be submitted to an arbitrator agreed by the parties.  The arbitrator’s decision will be binding and conclusive on all parties.



36.2 Any person bringing a dispute must, if required to do so, deposit with the Foundation Trust a reasonable sum (not exceeding £100) to be determined by the Council of Governors and approved by the Secretary.  The arbitrator will decide how the costs of the arbitration will be paid and what should be done with the deposit.



37. Amendment Of The Constitution


37.1 


37.1.1 


37.1.2 


37.2 


37.3 


37.4 The Trust may make amendments of its constitution only if:



37.4.1 More than half of the members of the Council of Governors of the Trust voting approve the amendments, and



37.4.2 More than half of the members of the Board of Directors of the Trust voting approve the amendments.



38. Mergers


The Foundation Trust may in accordance with section 56 of the 2006 Act apply to the Independent Regulator jointly with another NHS Foundation Trust or an NHS Trust for authorisation of the dissolution of the Foundation Trust and the transfer of some or all of their property and liabilities to a new NHS Foundation Trust established under that section.  Such application shall only be made if a three quarters majority of those members of the Foundation Trust voting at a meeting of the members shall have approved the making of such an application.



39. Dissolution Of The Foundation Trust


The Foundation Trust may not be dissolved except by order of the Secretary of State for Health, in accordance with the 2006 Act.


40. Head Office


40.1 The Foundation Trust’s headquarters is at Liverpool Women’s Hospital, Crown Street, Liverpool L8 7SS.



40.2 The Foundation Trust will maintain a website: www.lwh.nhs.uk.



40.3 The Foundation Trust will display its name on the outside of its headquarters and every other place at which it carries on business, and on its business letters, notices, advertisements and other publications.



43. Notices


43.1. Any notice required by this constitution to be given shall be given in writing or shall be given using electronic communications to an address for the time being notified for that purpose.  “Address” in relation to electronic communications includes any number or address used for the purposes of such communications.



43.2. Proof that an envelope containing a notice was properly addressed, prepaid and posted shall be conclusive evidence that the notice was given.  A notice shall be treated as delivered 48 hours after the envelope containing it was posted or, in the case of a notice contained in an electronic communication, 48 hours after it was sent.






28. 


28.1 


28.2 


29. 


29.1 


29.2 


29.3 


29.4 


29.5 


29.6 


29.7 


30. 


30.1 
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30.3 
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30.3.2.1 
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AREAS OF THE FOUNDATION TRUST



Central Liverpool comprising the electoral wards set out below



North Liverpool comprising the electoral wards set out below



South Liverpool comprising the electoral wards set out below



Sefton 



Knowsley



The area of England and Wales excluding the five areas mentioned above



Electoral Wards for Central Liverpool



Everton



Central



Yew Tree



Knotty Ash



Kensington & Fairfield



Tuebrook & Stoneycroft



Old Swan



Picton



Childwall



Wavertree



Church



Greenbank



Riverside



Princes Park



Electoral Wards for North Liverpool



Fazakerley



Warbreck



County



Clubmoor



Norris Green



West Derby



Kirkdale



Electoral Wards for South Liverpool



Allerton & Hunts Cross



Woolton



Belle Vale



St Michael’s



Speke- Garston



Cressington



Mossley Hill
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PARTNERSHIP ORGANISATIONS



Part 1



Faith Organisations



Diocese of Liverpool



Archdiocese of Liverpool



Liverpool Muslim Society



Liverpool Progressive Synagogue



Community & Voluntary Organisations



Alcohol & Drugs Services



Association for Spina Bifida & Hydrocephalus



Autism Initiatives



Birth Defects Foundation



BLISS



Breckfield & North Everton Neighbourhood Council



Breckfield Young People's Project



British Heart Foundation



BROOK



Cancer Link/BACUP



Children's Cancer Support Group



Common Purpose Merseyside



Croxteth & Gilmoss Community Federation



Dingle Community Regeneration



Dovecot & Princess Drive Community Association



Down’s Syndrome Association



Eldonian Community Trust Ltd.



Fairfield Neighbourhood Council



Fazakerley Community Federation



Granby Residents Association



Granby Community Mental Health Group



Greenbank Project



Hawa Women's Group



Hindu Cultural Organisation



IGBO Women's Association



Iraqi Community in Merseyside



Irish Community Care



Kirkdale Neighbourhood Community Centre



Kurdish/Turkish Community Organisation



Kuumba Imani Millennium Centre



League of Hospital Friends



Liverpool Arab Women's Organisation



Liverpool Association of Disabled People



Liverpool Community Learning Network



Liverpool Council for Voluntary Services



Liverpool Family Service Unit



Liverpool Islamic Institute



Liverpool Jewish Youth & Community Centre



Liverpool PSS


Liverpool Somali Community



Liverpool Voluntary Society for the Blind



Liverpool Yemeni/Arabic Club



Malaysia & Singapore Community Association



MacMillan



Marybone Youth & Community Association



Mencap Liverpool



Mersey Partnership, The



Mersey Region Epilepsy Association



Mersey Volunteer Bureau



Merseyside African Swahili & French Association



Merseyside Association of Ghanaians



Merseyside Bangladeshi Association



Merseyside Caribbean Council



Merseyside Centre for Deaf People



Merseyside Chinese Community Development Association



Merseyside Council for Voluntary Services



Merseyside Disability Federation



Merseyside Police



Merseyside Somali Community Association



Merseyside Welfare Rights



MIND



Miscarriage Association



Muslim Enterprise Develop Services



National Association of Women's Clubs



National Childbirth Trust



Netherley Valley Childcare Initiatives



Nigerian Community Association



Norris Green Community Federation



North West Women's Association



NSPCC



Pakistan Association – Liverpool



Parents Action Group



Rialto Neighbourhood Council



Rice Lane Community Association



RNIB



SANDS (Stillbirth)



Somali Community Development Team



Southern Neighbourhood Council



Stanley Community Enterprise



Sudanese Women’s Association



Support for the Homeless



Toxteth Community Council



Toxteth Health & Community Care Forum



Toxteth/Granby Neighbourhood Council



Turkish/Kurdish Community Organisation



United Sikh Association



Vauxhall Health Forum



Wavertree Society, The



West Derby Community Association



West Everton Community Council



WHISC



Young Persons Advisory Service



YWCA  - Kirby Women's Health Project



Part 2



Education partners



Liverpool Hope University



Liverpool John Moores University



Edge Hill University


Merseyside Learning & Skills Council
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COUNCIL OF GOVERNORS ELECTION RULES



Part 1 - Interpretation



1.  Interpretation



Part 2 – Timetable for election



2.  Timetable



3.  Computation of time 



Part 3 – Returning officer



4.  Returning officer



5.  Staff



6.  Expenditure



7.  Duty of co-operation



Part 4 - Stages Common to Contested and Uncontested Elections



8.  Notice of election



9.  Nomination of candidates



10.  Candidate’s consent and particulars



11.  Subscription of nomination paper



12.  Declaration of interests



13.  Declaration by members of public or patient constituency



14.  Signature of candidate



15.  Decisions as to validity of nomination papers



16.  Publication of statement of nominated candidates



17.  Inspection of statement of nominated candidates and nomination papers



18.  Withdrawal of candidates



19.  Method of election



Part 5 – Contested elections



20.  Poll to be taken by ballot



21.  The ballot paper



22.  The declaration of identity



Action to be taken before the poll



23.  List of eligible voters



24.  Notice of poll



25.  Issue of voting documents



26.  Ballot paper envelope and covering envelope



The poll



27.  Eligibility to vote



28.  Voting by persons who require assistance



29.  Spoilt ballot papers  



30.  Lost ballot papers



31.  Double voting and personation



32.  Declaration of identity for replacement ballot papers



Procedure for receipt of envelopes



33.  Receipt of voting documents



34.  Validity of ballot paper



35.  Declaration of identity but no ballot paper 



36.  Sealing of packets



Part 6 - Counting the votes



37.  Interpretation of Part 6



38.  Arrangements for counting of the votes



39.  The count



40.  Rejected ballot papers



41.  First stage



42.  The quota



43.  Transfer of votes



44.  Supplementary provisions on transfer



45.  Exclusion of candidates



46.  Filling of last vacancies



47.  Order of election of candidates



Part 7 – Final proceedings in contested and uncontested elections



48.  Declaration of result for contested elections



49.  Declaration of result for uncontested elections



Part 8 – Disposal of documents



50.  Sealing up of documents relating to the poll



51.  Delivery of documents



52.  Forwarding of documents received after close of the poll



53.  Retention and public inspection of documents



54.  Application for inspection of certain documents relating to election



Part 9 – Death of a candidate during a contested election



55.  Countermand or abandonment of poll on death of candidate



Part 10 – Election expenses and publicity


Expenses


56.  Expenses incurred by candidates



57.  Expenses incurred by other persons



58.  Personal, travelling, and administrative expenses



Publicity


59.  Publicity about election by the corporation



60.  Information about candidates for inclusion with voting documents



61.  Meaning of “for the purposes of an election”



Part 11 – Questioning elections and irregularities


62.  Application to question an election



Part 12 – Miscellaneous


63.  Secrecy



64.  Prohibition of disclosure of vote



65. Disqualification



66. Delay in postal service through industrial action or unforeseen event



-----------------------------------------------------------



Part 1 - Interpretation



1.  Interpretation – (1)  In these rules, unless the context otherwise requires - 



“corporation” means the public benefit corporation subject to this constitution;



“election” means an election by a constituency, or by a class within a constituency, to fill a vacancy among one or more posts on the board of governors;



“the regulator” means the Independent Regulator for NHS foundation trusts; and



“the 2003 Act” means the Health and Social Care (Community Health and Standards) Act 2003.



(2)  Other expressions used in these rules and in Schedule 1 to the Health and Social Care (Community Health and Standards) Act 2003 have the same meaning in these rules as in that Schedule.



Part 2 – Timetable for election



2.  Timetable - The proceedings at an election shall be conducted in accordance with the following timetable.



			Proceeding


			Date


			Time





			Publication of notice of election


			31/08/04


			Not later than the fortieth day before the day of the close of the poll.





			Final day for delivery of nomination papers to returning officer


			28/09/04


			Not later than the twenty eighth day before the day of the close of the poll.





			Publication of statement of nominated candidates


			29/09/04


			Not later than the twenty seventh day before the day of the close of the poll.





			Final day for delivery of notices of withdrawals by candidates from election


			1/10/04


			Not later than twenty fifth day before the day of the close of the poll.





			Notice of the poll


			19/10/04


			Not later than the fifteenth day before the day of the close of the poll.





			Close of the poll


			8/11/04


			By 12 noon on the final day of the election.








3.  Computation of time - (1) In computing any period of time for the purposes of the timetable - 



(a) a Saturday or Sunday;



(b) Christmas day, Good Friday, or a bank holiday, or



(c) a day appointed for public thanksgiving or mourning,



shall be disregarded, and any such day shall not be treated as a day for the purpose of any proceedings up to the completion of the poll, nor shall the returning officer be obliged to proceed with the counting of votes on such a day.



(2)
In this rule, “bank holiday” means a day which is a bank holiday under the Banking and Financial Dealings Act 1971 in England and Wales.



Part 3 – Returning officer



4.  Returning officer – (1)  Subject to rule 65, the returning officer for an election is to be appointed by the corporation.



(2)  Where two or more elections are to be held concurrently, the same returning officer may be appointed for all those elections.



5.  Staff – Subject to rule 65, the returning officer may appoint and pay such staff, including such technical advisers, as he or she considers necessary for the purposes of the election.



6.  Expenditure - The corporation is to pay the returning officer – 



(a) any expenses incurred by that officer in the exercise of his or her functions under these rules, 



(b) such remuneration and other expenses as the corporation may determine.



7.  Duty of corporation – The corporation is to co-operate with the returning officer in the exercise of his or her functions under these rules.



Part 4 - Stages Common to Contested and Uncontested Elections



8.  Notice of election –  The returning officer is to publish a notice of the election stating –



(a)
the constituency, or class within a constituency, for which the election is being held,



(b)
the number of members of the board of governors to be elected from that constituency, or class with that constituency,



(c)
the details of any nomination committee that has been established by the corporation,



(d)
the address and times at which nomination papers may be obtained;



(e)
the address for return of nomination papers, and the final date that they must be delivered to the returning officer,



(f)
the contact details of the returning officer, and



(g)
the date of the close of the poll in the event of a contest.



9.  Nomination of candidates – (1) Each candidate must be nominated on a separate nomination paper.



(2)  The returning officer - 



(a) is to supply any member of the corporation with as many nomination papers as may be required, and



(b) is to prepare a nomination paper for signature at the request of any member of the corporation,



but it is not necessary for a nomination to be on a form supplied by the returning officer.



10.  Candidate’s particulars – (1) The nomination paper must state the candidate’s - 



(a) full names,



(b) contact address in full, and



(c) constituency, or class within a constituency, which the candidate is a member of.



11.  Subscription of nomination paper – (1)  The nomination paper must be subscribed by at least two supporters.



(2)  Each supporter must – 



(a) be a member of the same constituency, or class within a constituency, to which the candidate belongs, and



(b) state his or her constituency, or class within a constituency, on the nomination paper.



(3)  A member of the corporation must not subscribe more than one nomination paper.



(4)  If a member of the corporation subscribes more than one nomination paper in contravention of paragraph (3), then the second and any further subscriptions received by the returning officer are invalid.



(5)  Where a member of the corporation subscribes a nomination paper, and the candidate nominated in the paper dies or withdraws before the paper is received by the returning officer, then nothing in paragraphs (3) or (4) prevents that member from subscribing the nomination paper of another candidate.



12.  Declaration of interests –  The nomination paper must state –



(a)
any financial interest that the candidate has in the corporation, and



(b)
whether the candidate is a member of a political party, and if so, which party,



and if the candidate has no such interests, the paper must include a statement to that effect.



13.  Declaration of eligibility – (1)  The nomination paper must include a declaration made by the candidate –



(a)
of the particulars of his or her qualification to vote as a member of the constituency, or class within a constituency, for which the election is being held, and



(b)
that he or she is not prevented from being a member of the board of governors by paragraph 22 in this constitution.



(2)  The declaration must be made by the candidate within 6 months of the close of the poll to be valid for the purposes of section 36(2) of the 2003 Act.



14.  Signature of candidate –  The nomination paper must be signed and dated by the candidate, indicating that – 



(a)
the candidate consents to being nominated in the paper,



(b)
the statement of the interests of the candidate in the paper, as required by rule 12, is true and correct, and 



(c)
the declaration of eligibility required by rule 13 is true and correct.



15.  Decisions as to validity of nomination papers – (1)  Where a nomination paper is received by the returning officer in accordance with these rules, the candidate is deemed to stand for election as nominated unless and until - 



(a) the returning officer decides that the nomination paper is invalid,



(b) proof is given to the returning officer’s satisfaction that the candidate has died, or



(c) the candidate withdraws.



(2)  The returning officer is entitled to decide that a nomination paper is invalid only on one of the following grounds - 



(a) that the paper is not received on or before the final date for return of nomination papers, as specified in the notice of the election,



(b) that the paper does not contain the candidate’s particulars, as required by rule 10; 



(c) that the paper is not subscribed as required by rule 11,



(d) that the paper does not contain a declaration of the interests of the candidate, as required by rule 12,



(e) that the paper does not include a declaration of eligibility as required by rule 13, or



(f) that the paper is not signed and dated by the candidate, as required by rule 14.



(3)  The returning officer is to examine each nomination paper as soon as is practicable after he or she has received it, and decide whether the candidate has been validly nominated.



(4)  Where the returning officer decides that a nomination paper is invalid, he or she must endorse this on the paper, stating the reasons for the decision.



(5)  The returning officer is to send notice of the decision as to whether a nomination paper is valid or invalid to the candidate, at the contact address given in the candidate’s nomination paper.



16.  Publication of statement of nominated candidates – (1)  The returning officer is to prepare and publish a statement showing the candidates who are standing for election as nominated.



(2)  The statement must show –



(a)
the name, contact address, and constituency or class within a constituency of each candidate standing as nominated, and



(b)
the statement of interests of each candidate standing as nominated,



as given in their nomination paper.



(3)  The statement must list the candidates standing for election in alphabetical order.



(4)  If a candidate has been nominated by more than one nomination paper, the returning officer is to take the particulars required by this rule from one of the papers selected by the candidate, or by the returning officer in default of the candidate.



(5)  The returning officer must send a copy of the statement of nominated candidates and copies of the nomination papers to the corporation as soon as is practicable after publishing the statement.



17.  Inspection of statement of nominated candidates and nomination papers – (1)  The corporation is to make the statement of nominated candidates and the nomination papers supplied by the returning officer under rule 16(5) available for inspection by members of the public free of charge at all reasonable times.



(2)  If a person requests a copy or extract of the statement of nominated candidates or the nomination papers, the corporation is to provide that person with the copy or extract free of charge.



18.  Withdrawal of candidates - A candidate may withdraw from election on or before the final day for withdrawal by candidates, by giving the returning officer a notice of withdrawal which is signed by that candidate and attested by a witness.



19.  Method of election – (1)  If the number of candidates remaining validly nominated for an election after any withdrawals under these rules is greater than the number of members to be elected to the board of governors, a poll is to be taken in accordance with Parts 5 and 6 of these rules.



(2)  If the number of candidates remaining validly nominated for an election after any withdrawals under these rules is equal to the number of members to be elected to the board of governors, those candidates are to be declared elected in accordance with Part 7 of these rules.



(3)  If the number of candidates remaining validly nominated for an election after any withdrawals under these rules is less than the number of members to be elected to be board of governors, then – 



(a)
the candidates who remain validly nominated are to be declared elected in accordance with Part 7 of these rules, and



(b)
the returning officer is to order a new election to fill any vacancy which remains unfilled, on a day appointed by him or her in consultation with the corporation.



Part 5 – Contested elections



20.  Poll to be taken by ballot – (1)  The votes at the poll must be given by ballot.



(2)  The votes are to be counted and the result of the poll determined in accordance with Part 6 of these rules.



21.  The ballot paper – (1)  The ballot of each voter is to consist of a ballot paper with the persons remaining validly nominated for an election after any withdrawals under these rules, and no others, inserted in the paper.



(2)  Every ballot paper must specify –



(a)
the name of the corporation,



(b)
the constituency, or class within a constituency, for which the election is being held, 



(c)
the number of members of the board of governors to be elected from that constituency, or class within that constituency, 



(d)
the names and other particulars of the candidates standing for election, with the details and order being the same as in the statement of nominated candidates,



(e)
instructions on how to vote,



(f)
that the ballot paper is to be returned by post, with the address for its return and the date of the close of the poll, and



(g)
the contact details of the returning officer.



(3)  Each ballot paper must have a unique identifier.



(4)  Each ballot paper must have features incorporated into it to prevent it from being reproduced.



22.  The declaration of identity – (1)  A declaration of identity must be issued with each ballot paper.



(2)  The declaration of identity is to include a declaration – 



(a)
that the voter is the person to whom the ballot paper was addressed,



(b)
that the voter has not marked or returned any other voting paper in the election, and 



(c)
of the particulars of that member’s qualification to vote as a member of the constituency or class within a constituency for which the election is being held.



(3)  The declaration of identity is to include space for – 



(a)
the name of the voter,



(b)
the address of the voter, 



(c)
the voter’s signature, and



(d)
the date that the declaration was made by the voter.



(4)  The declaration of identity must caution the voter that, if it is not returned with the ballot paper, or if it is returned without being correctly completed, the voter’s ballot paper may be invalid.



(5)  The declaration of identity must be signed by the voter within six months of the close of the poll to be valid for the purposes of section 36(1) of the 2003 Act.



Action to be taken before the poll



23.  List of eligible voters – (1)  The corporation is to provide the returning officer with a list of the members of the constituency or class within a constituency for which the election is being held who do not come within rule 27 (the “list of eligible voters”), as soon as is reasonably practicable after the final date for the delivery of notices of withdrawals by candidates from an election.



(2)  The list is to include, for each member, a mailing address where his or her ballot paper is to be sent.



24.  Notice of poll -  The returning officer is to publish a notice of the poll stating– 



(a)
the name of the corporation,



(b)
the constituency, or class within a constituency, for which the election is being held, 



(c)
the number of members of the board of governors to be elected from that constituency, or class with that constituency, 



(d)
the names, contact addresses, and other particulars of the candidates standing for election, with the details and order being the same as in the statement of nominated candidates,



(e)
that the ballot papers for the election are to be issued and returned by post,



(f)
the address for return of the ballot papers, and the date of the close of the poll,



(g)
the address and final dates for applications for replacement ballot papers, and



(h)
the contact details of the returning officer.



25.  Issue of voting documents by returning officer – (1)  As soon as is reasonably practicable on or after the publication of the notice of the poll, the returning officer is to send the following documents to each member of the corporation named in the list of eligible voters– 



(a)
a ballot paper,



(b)
a ballot paper envelope,



(c)
a declaration of identity,



(d)
information about each candidate standing for election, pursuant to rule 60 of these rules, and



(e)
a covering envelope.



(2)  The documents are to be sent to the mailing address for each member, as specified in the list of eligible voters.



26.  Ballot paper envelope and covering envelope – (1)  The ballot paper envelope must have clear instructions to the voter printed on it, instructing the voter to seal the ballot paper inside the envelope once the ballot paper has been marked.



(2)  The covering envelope is to have – 



(a)
the address for return of the ballot paper printed on it, and



(b)
pre-paid postage for return to that address.



(3)  There should be clear instructions, either printed on the covering envelope or elsewhere, instructing the voter to seal the following documents inside the covering envelope and return it to the returning officer – 



(a)
the completed declaration of identity, and



(b)
the ballot paper envelope, with the ballot paper sealed inside it.



The poll



27.  Eligibility to vote –  An individual who becomes a member of the corporation–



(a)
on the final date for the delivery of notices of withdrawals by candidates from an election, or



(b)
on any subsequent day of the election,



is not eligible to vote in that election.



28.  Voting by persons who require assistance – (1)  The returning officer is to put in place arrangements to enable requests for assistance to vote to be made.



(2)  Where the returning officer receives a request from a voter who requires assistance to vote, the returning officer is to make such arrangements as he or she considers necessary to enable that voter to vote.



29.  Spoilt ballot papers  (1) – If a voter has inadvertently dealt with his or her ballot paper in such a manner that it cannot be conveniently be used as a ballot paper (referred to a “spoilt ballot paper”), that voter may apply to the returning officer for a replacement ballot paper.



(2)  On receiving an application, the returning officer is to obtain the details of the unique identifier on the spoilt ballot paper, if he or she can obtain it.



(3)  The returning officer may not issue a replacement ballot paper for a spoilt ballot paper unless he or she – 



(a)
is satisfied as to the voter’s identity, and



(b)
has ensured that the declaration of identity attached to the original ballot paper has not been returned.



(4)  After issuing a replacement ballot paper for a spoilt ballot paper, the returning officer shall enter in a list (“the list of spoilt ballot papers”) –



(a)
the name of the voter, and



(b)
the details of the unique identifier of the spoilt ballot paper (if that officer was able to obtain it), and



(c)
the details of the unique identifier of the replacement ballot paper.



30.  Lost ballot papers – (1)  Where a voter has not received his or her ballot paper by the fourth day before the close of the poll, that voter may apply to the returning officer for a replacement ballot paper.



(2)  The returning officer may not issue a replacement ballot paper for a lost ballot paper unless he or she – 



(a)
is satisfied as to the voter’s identity,



(b)
has no reason to doubt that the voter did not receive the original ballot paper, and



(c)
has ensured that the declaration of identity attached to the original ballot paper has not been returned.



(3)  After issuing a replacement ballot paper for a lost ballot paper, the returning officer shall enter in a list (“the list of lost ballot papers”) –



(a)
the name of the voter, and



(b)
the details of the unique identifier of the replacement ballot paper.



31.  Double voting and personation –  (1)  If a person applies for a replacement ballot paper under rule 29 or 30 and a declaration of identity has already been received by the returning officer in the name of that voter, the returning officer may not issue a replacement ballot paper unless, in addition to the requirements imposed rule 29(3) or 30(2), he or she is also satisfied that that person has not already voted in the election, notwithstanding the fact that a declaration of identity has already been received by the returning officer in the name of that voter.



(2)  After issuing a replacement ballot paper under this rule, the returning officer shall enter in a list (“the list of tendered ballot papers”) –



(a)
the name of the voter, and



(b)
the details of the unique identifier of the replacement ballot paper issued under this rule.



32.  Declaration of identity for replacement ballot papers –  (1)  A declaration of identity must be issued with each replacement ballot paper.



(2)  The declaration of identity is to include a declaration –



(a)
that the voter has not voted in the election with any ballot paper other than the ballot paper being returned with the declaration, and 



(b)
of the particulars of that member’s qualification to vote as a member of the constituency, or class within a constituency, for which the election is being held.



(3)  The declaration of identity is to include space for – 



(a)
the name of the voter,



(b)
the address of the voter,



(c)
the voter’s signature, and



(d)
the date that the declaration was made by the voter.



(4)  The declaration of identity must caution the voter that, if it is not returned with the ballot paper, or if it is returned without being correctly completed, the replacement ballot paper may be invalid.



(5)  The declaration of identity must be signed by the voter within six months of the close of the poll to be valid for the purposes of section 36(1) of the 2003 Act.



Procedure for receipt of envelopes



33.  Receipt of voting documents – (1)  Where the returning officer receives a –



(a)
covering envelope, or



(b)
any other envelope containing a declaration of identity, a ballot paper envelope, or a ballot paper,



before the close of the poll, that officer is to open it as soon as is practicable; and rules 34 and 35 are to apply.



(2)  The returning officer may open any ballot paper envelope for the purposes of rules 34 and 35, but must make arrangements to ensure that no person obtains or communicates information as to – 



(a)
the candidate for whom a voter has voted, or



(b)
the unique identifier on a ballot paper.



(3)  The returning officer must make arrangements to ensure the safety and security of the ballot papers and other documents.



34.  Validity of ballot paper – (1)  A ballot paper shall not be taken to be duly returned unless the returning officer is satisfied that it has been returned before the close of the poll, with a declaration of identity that has been correctly completed, signed, and dated.



(2)  Where the returning officer is satisfied that paragraph (1) has been fulfilled, he or she is to –



(a)
put the declaration of identity in a separate packet, and



(b)
put the ballot paper aside for counting after the close of the poll.



(3)  Where the returning officer is not satisfied that paragraph (1) has been fulfilled, he or she is to – 



(a)
mark the ballot paper “disqualified”, 



(b)
if there is a declaration of identity accompanying the ballot paper, mark it as “disqualified” and attach it the ballot paper,



(c)
record the unique identifier on the ballot paper in a list (the “list of disqualified documents”); and



(d)
place the document or documents in a separate packet.



35.  Declaration of identity but no ballot paper –  Where the returning officer receives a declaration of identity but no ballot paper, the returning officer is to – 



(a)
mark the declaration of identity “disqualified”, 



(b)
record the name of the voter in the list of disqualified documents, indicating that a declaration of identity was received from the voter without a ballot paper; and



(c)
place the declaration of identity in a separate packet.



36.   Sealing of packets –  As soon as is possible after the completion of the procedure under rules 34 and 35, the returning officer is to seal the packets containing– 



(a)
the disqualified documents, together with the list of disqualified documents inside it,



(b)
the declarations of identity,



(c)
the list of spoilt ballot papers, 



(d)
the list of lost ballot papers, 



(e)
the list of eligible voters, and



(f)
the list of tendered ballot papers.



Part 6 - Counting the votes



37.  Interpretation of Part 6 – In Part 6 of these rules –



“continuing candidate” means any candidate not deemed to be elected, and not excluded,



“count” means all the operations involved in counting of the first preferences recorded for candidates, the transfer of the surpluses of elected candidates, and the transfer of the votes of the excluded candidates,



“deemed to be elected” means deemed to be elected for the purposes of counting of votes but without prejudice to the declaration of the result of the poll,



“mark” means a figure, an identifiable written word, or a mark such as “X”,



“non-transferable vote” means a ballot paper – 



(a)
on which no second or subsequent preference is recorded for a continuing candidate, or



(b)
which is excluded by the returning officer under rule stv44(4) below,



“preference” as used in the following contexts has the meaning assigned below–



(a)
“first preference” means the figure “1” or any mark or word which clearly indicates a first (or only) preference,



(b)
“next available preference” means a preference which is the second, or as the case may be, subsequent preference recorded in consecutive order for a continuing candidate (any candidate who is deemed to be elected or is excluded thereby being ignored); and



(c)
in this context, a “second preference” is shown by the figure “2” or any mark or word which clearly indicates a second preference, and a third preference by the figure “3” or any mark or word which clearly indicates a third preference, and so on,



“quota” means the number calculated in accordance with rule stv42 below,



“surplus” means the number of votes by which the total number of votes for any candidate (whether first preference or transferred votes, or a combination of both) exceeds the quota; but references in these rules to the transfer of the surplus means the transfer (at a transfer value) of all transferable papers from the candidate who has the surplus,



“stage of the count” means –



(a)
the determination of the first preference vote of each candidate, 



(b)
the transfer of a surplus of a candidate deemed to be elected, or



(c)
the exclusion of one or more candidates at any given time,



“transferable paper” means a ballot paper on which, following a first preference, a second or subsequent preference is recorded in consecutive numerical order for a continuing candidate,



“transferred vote” means a vote derived from a ballot paper on which a second or subsequent preference is recorded for the candidate to whom that paper has been transferred, and



“transfer value” means the value of a transferred vote calculated in accordance with paragraph (4) or (7) of rule stv43 below.



38.  Arrangements for counting of the votes –  The returning officer is to make arrangements for counting the votes as soon as is practicable after the close of the poll.



39.  The count – (1)  The returning officer is to – 



(a)
count and record the number of ballot papers that have been returned, and 



(b)
count the votes according to the provisions in this Part of the rules.



(2)  The returning officer, while counting and recording the number of ballot papers and counting the votes, must make arrangements to ensure that no person obtains or communicates information as to the unique identifier on a ballot paper.



(3)  The returning officer is to proceed continuously with counting the votes as far as is practicable.



40.  Rejected ballot papers – (1)  Any ballot paper –



(a)
which does not bear the features that have been incorporated into the other ballot papers to prevent them from being reproduced, 



(b)
on which the figure “1” standing alone is not placed so as to indicate a first preference for any candidate, 



(c)
on which anything is written or marked by which the voter can be identified except the unique identifier, or



(d)
which is unmarked or rejected because of uncertainty,



shall be rejected and not counted, but the ballot paper shall not be rejected by reason only of carrying the words “one”, “two”, “three” and so on, or any other mark instead of a figure if, in the opinion of the returning officer, the word or mark clearly indicates a preference or preferences.



(2)  The returning officer is to endorse the word “rejected” on any ballot paper which under this rule is not to be counted.



(3)  The returning officer is to draw up a statement showing the number of ballot papers rejected by him or her under each of the subparagraphs (a) to (d) of paragraph (1).



41.  First stage – (1)  The returning officer is to sort the ballot papers into parcels according to the candidates for whom the first preference votes are given.



(2)  The returning officer is to then count the number of first preference votes given on ballot papers for each candidate, and is to record those numbers.



(3)  The returning officer is to also ascertain and record the number of valid ballot papers.



42.  The quota – (1)  The returning officer is to divide the number of valid ballot papers by a number exceeding by one the number of members to be elected.



(2)  The result, increased by one, of the division under paragraph (1) above (any fraction being disregarded) shall be the number of votes sufficient to secure the election of a candidate (in these rules referred to as “the quota”).



(3)  At any stage of the count a candidate whose total votes equal or exceed the quota shall be deemed to be elected, except that in any election where there is only one vacancy a candidate shall not be deemed to be elected until the procedure set out in paragraphs (1) to (3) of rule stv45 has been complied with.



43.  Transfer of votes – (1)  Where the number of first preference votes for any candidate exceeds the quota, the returning officer is to sort all the ballot papers on which first preference votes are given for that candidate into sub-parcels so that they are grouped –



(a)
according to next available preference given on those papers for any continuing candidate, or



(b)
where no such preference is given, as the sub-parcel of non-transferable votes.



(2)  The returning officer is to count the number of ballot papers in each parcel referred to in paragraph (1) above.



(3)  The returning officer is, in accordance with this rule and rule stv44 below, to transfer each sub-parcel of ballot papers referred to in paragraph (1)(a) to the candidate for whom the next available preference is given on those papers.



(4)  The vote on each ballot paper transferred under paragraph (3) above shall be at a value (“the transfer value”) which – 



(a)
reduces the value of each vote transferred so that the total value of all such votes does not exceed the surplus, and



(b)
is calculated by dividing the surplus of the candidate from whom the votes are being transferred by the total number of the ballot papers on which those votes are given, the calculation being made to two decimal places (ignoring the remainder if any).



(5)  Where at the end of any stage of the count involving the transfer of ballot papers, the number of votes for any candidate exceeds the quota, the returning officer is to sort the ballot papers in the sub-parcel of transferred votes which was last received by that candidate into separate sub-parcels so that they are grouped – 



(a)
according to the next available preference given on those papers for any continuing candidate, or



(b)
where no such preference is given, as the sub-parcel of non-transferable votes.



(6)  The returning officer is, in accordance with this rule and rule stv44 below, to transfer each sub-parcel of ballot papers referred to in paragraph (5)(a) to the candidate for whom the next available preference is given on those papers.



(7)  The vote on each ballot paper transferred under paragraph (6) shall be at –



(a)
a transfer value calculated as set out in paragraph (4)(b) above, or



(b)
at the value at which that vote was received by the candidate from whom it is now being transferred,



whichever is the less.



(8)  Each transfer of a surplus constitutes a stage in the count.



(9)  Subject to paragraph (10), the returning officer shall proceed to transfer transferable papers until no candidate who is deemed to be elected has a surplus or all the vacancies have been filled.



(10)  Transferable papers shall not be liable to be transferred where any surplus or surpluses which, at a particular stage of the count, have not already been transferred, are –



(a)
less than the difference between the total vote then credited to the continuing candidate with the lowest recorded vote and the vote of the candidate with the next lowest recorded vote, or



(b)
less than the difference between the total votes of the two or more continuing candidates, credited at that stage of the count with the lowest recorded total numbers of votes and the candidate next above such candidates.



(11)  This rule does not apply at an election where there is only one vacancy.



44.  Supplementary provisions on transfer – (1)  If, at any stage of the count, two or more candidates have surpluses, the transferable papers of the candidate with the highest surplus shall be transferred first, and if –



(a)
The surpluses determined in respect of two or more candidates are equal, the transferable papers of the candidate who had the highest recorded vote at the earliest preceding stage at which they had unequal votes shall be transferred first, and



(b)
the votes credited to two or more candidates were equal at all stages of the count, the returning officer shall decide between those candidates by lot, and the transferable papers of the candidate on whom the lot falls shall be transferred first.



(2)  The returning officer shall, on each transfer of transferable papers under rule stv43 above –



(a)
record the total value of the votes transferred to each candidate,



(b)
add that value to the previous total of votes recorded for each candidate and record the new total,



(c)
record as non-transferable votes the difference between the surplus and the total transfer value of the transferred votes and add that difference to the previously recorded total of non-transferable votes, and 



(d)
compare—



(i) the total number of votes then recorded for all of the candidates, together with the total number of non-transferable votes, with



(ii) the recorded total of valid first preference votes. 



(3)  All ballot papers transferred under rule stv43 or stv45 shall be clearly marked, either individually or as a sub-parcel, so as to indicate the transfer value recorded at that time to each vote on that paper or, as the case may be, all the papers in that sub-parcel.



(4)  Where a ballot paper is so marked that it is unclear to the returning officer at any stage of the count under rule stv43 or stv45 for which candidate the next preference is recorded, the returning officer shall treat any vote on that ballot paper as a non-transferable vote; and votes on a ballot paper shall be so treated where, for example, the names of two or more candidates (whether continuing candidates or not) are so marked that, in the opinion of the returning officer, the same order of preference is indicated or the numerical sequence is broken.


45.  Exclusion of candidates – (1)  If— 



(a)
all transferable papers which under the provisions of rule stv43 above (including that rule as applied by paragraph (11) below) and this rule are required to be transferred, have been transferred, and



(b) 
subject to rule stv46 below, one or more vacancies remain to be filled,



the returning officer shall exclude from the election at that stage the candidate with the then lowest vote (or, where paragraph (12) below applies, the candidates with the then lowest votes).



(2)  The returning officer shall sort all the ballot papers on which first preference votes are given for the candidate or candidates excluded under paragraph (1) above into two sub-parcels so that they are grouped as—



(a)
ballot papers on which a next available preference is given, and



(b)
ballot papers on which no such preference is given (thereby including ballot papers on which preferences are given only for candidates who are deemed to be elected or are excluded).



(3)  The returning officer shall, in accordance with this rule and rule stv44 above, transfer each sub-parcel of ballot papers referred to in paragraph (2)(a) above to the candidate for whom the next available preference is given on those papers.



(4) The exclusion of a candidate, or of two or more candidates together, constitutes a further stage of the count.



(5) If, subject to rule stv46 below, one or more vacancies still remain to be filled, the returning officer shall then sort the transferable papers, if any, which had been transferred to any candidate excluded under paragraph (1) above into sub-parcels according to their transfer value.



(6) The returning officer shall transfer those papers in the sub-parcel of transferable papers with the highest transfer value to the continuing candidates in accordance with the next available preferences given on those papers (thereby passing over candidates who are deemed to be elected or are excluded).



(7) The vote on each transferable paper transferred under paragraph (6) above shall be at the value at which that vote was received by the candidate excluded under paragraph (1) above. 



(8) Any papers on which no next available preferences have been expressed shall be set aside as non-transferable votes. 



(9) After the returning officer has completed the transfer of the ballot papers in the sub-parcel of ballot papers with the highest transfer value he or she shall proceed to transfer in the same way the sub-parcel of ballot papers with the next highest value and so on until he has dealt with each sub-parcel of a candidate excluded under paragraph (1) above. 



(10) The returning officer shall after each stage of the count completed under this rule— 



(a)
record – 



(i)
the total value of votes, or


(ii) 
the total transfer value of votes transferred to each candidate,



(b)
add that total to the previous total of votes recorded for each candidate and record the new total,



(c)
record the value of non-transferable votes and add that value to the previous non-transferable votes total, and



(d)
compare—



(i)
the total number of votes then recorded for each candidate together with the total number of non-transferable votes, with



(ii)
the recorded total of valid first preference votes.



(11) If after a transfer of votes under any provision of this rule, a candidate has a surplus, that surplus shall be dealt with in accordance with paragraphs (5) to (10) of rule stv43 and rule stv44.



(12) Where the total of the votes of the two or more lowest candidates, together with any surpluses not transferred, is less than the number of votes credited to the next lowest candidate, the returning officer shall in one operation exclude such two or more candidates. 



(13) If when a candidate has to be excluded under this rule, two or more candidates each have the same number of votes and are lowest— 



(a)
regard shall be had to the total number of votes credited to those candidates at the earliest stage of the count at which they had an unequal number of votes and the candidate with the lowest number of votes at that stage shall be excluded, and



(b)
where the number of votes credited to those candidates was equal at all stages, the returning officer shall decide between the candidates by lot and the candidate on whom the lot falls shall be excluded.



46.  Filling of last vacancies – (1)  Where the number of continuing candidates is equal to the number of vacancies remaining unfilled the continuing candidates shall thereupon be deemed to be elected.



(2) Where only one vacancy remains unfilled and the votes of any one continuing candidate are equal to or greater than the total of votes credited to other continuing candidates together with any surplus not transferred, the candidate shall thereupon be deemed to be elected.



(3) Where the last vacancies can be filled under this rule, no further transfer of votes shall be made.


47.  Order of election of candidates – (1) The order in which candidates whose votes equal or exceed the quota are deemed to be elected shall be the order in which their respective surpluses were transferred, or would have been transferred but for rule stv43(10) above. 



(2) A candidate credited with a number of votes equal to, and not greater than, the quota shall, for the purposes of this rule, be regarded as having had the smallest surplus at the stage of the count at which he obtained the quota. 



(3) Where the surpluses of two or more candidates are equal and are not required to be transferred, regard shall be had to the total number of votes credited to such candidates at the earliest stage of the count at which they had an unequal number of votes and the surplus of the candidate who had the greatest number of votes at that stage shall be deemed to be the largest. 



(4) Where the number of votes credited to two or more candidates were equal at all stages of the count, the returning officer shall decide between them by lot and the candidate on whom the lot falls shall be deemed to have been elected first.


Part 7 – Final proceedings in contested and uncontested elections



48.  Declaration of result for contested elections – (1)  In a contested election, when the result of the poll has been ascertained, the returning officer is to— 



(a)
declare the candidates who are deemed to be elected under Part 6 of these rules as elected,



(b)
give notice of the name of each candidate who he or she has declared elected –



(i)
where the election is held under a proposed constitution pursuant to powers conferred on the Liverpool Women’s Hospital NHS Trust by section 4(4) of the 2003 Act, to the chairman of the NHS trust, or


(ii)
in any other case, to the chairman of the corporation, and



(c)
give public notice of the name of each candidate who he or she has declared elected.



(2)  The returning officer is to make –



(a)
the number of first preference votes for each candidate whether elected or not,


(b)
any transfer of votes,


(c)
the total number of votes for each candidate at each stage of the count at which such transfer took place,


(d)
the order in which the successful candidates were elected, and


(e)
the number of rejected ballot papers under each of the headings in rule stv40(1),



available on request.



49.  Declaration of result for uncontested elections –  In an uncontested election, the returning officer is to as soon as is practicable after final day for the delivery of notices of withdrawals by candidates from the election –



(a)
declare the candidate or candidates remaining validly nominated to be elected,



(b)
give notice of the name of each candidate who he or she has declared elected to the chairman of the corporation, and



(c)
give public notice of the name of each candidate who he or she has declared elected.



Part 8 – Disposal of documents



50.  Sealing up of documents relating to the poll – (1)  On completion of the counting at a contested election, the returning officer is to seal up the following documents in separate packets –



(a)
the counted ballot papers,



(b)
the ballot papers endorsed with “rejected in part”,



(c)
the rejected ballot papers, and



(d)
the statement of rejected ballot papers.



(2)  The returning officer must not open the sealed packets of – 



(a)
the disqualified documents, with the list of disqualified documents inside it,



(b)
the declarations of identity,



(c)
the list of spoilt ballot papers, 



(d)
the list of lost ballot papers,



(e)
the list of eligible voters, and



(f)
the list of tendered ballot papers.



(3)  The returning officer must endorse on each packet a description of –



(a)
its contents,



(b)
the date of the publication of notice of the election,



(c)
the name of the corporation to which the election relates, and



(d)
the constituency, or class within a constituency, to which the election relates.



51.  Delivery of documents –  Once the documents relating to the poll have been sealed up and endorsed pursuant to rule 50, the returning officer is to forward them to the chair of the corporation.



52.  Forwarding of documents received after close of the poll –  Where – 



(a)
any voting documents are received by the returning officer after the close of the poll, or



(b)
any envelopes addressed to eligible voters are returned as undelivered too late to be resent, or



(c)
any applications for replacement ballot papers are made too late to enable new ballot papers to be issued, 



the returning officer is to put them in a separate packet, seal it up, and endorse and forward it to the chairman of the corporation.



53.  Retention and public inspection of documents –  (1)   The corporation is to retain the documents relating to an election that are forwarded to the chair by the returning officer under these rules for one year, and then, unless otherwise directed by the regulator, cause them to be destroyed.



(2)  With the exception of the documents listed in rule 54(1), the documents relating to an election that are held by the corporation shall be available for inspection by members of the public at all reasonable times.



(3)  A person may request a copy or extract from the documents relating to an election that are held by the corporation, and the corporation is to provide it, and may impose a reasonable charge for doing so.



54.  Application for inspection of certain documents relating to an election –  (1) The corporation may not allow the inspection of, or the opening of any sealed packet containing – 



(a)
any rejected ballot papers, including ballot papers rejected in part,



(b)
any disqualified documents, or the list of disqualified documents,



(c)
any counted ballot papers, 



(d)
any declarations of identity, or



(e)
the list of eligible voters,



by any person without the consent of the regulator.



(2)  A person may apply to the regulator to inspect any of the documents listed in (1), and the regulator may only consent to such inspection if it is satisfied that it is necessary for the purpose of questioning an election pursuant to Part 11.



(3)  The regulator’s consent may be on any terms or conditions that it thinks necessary, including conditions as to – 



(a)
persons,



(b)
time,



(c)
place and mode of inspection,



(d)
production or opening,



and the corporation must only make the documents available for inspection in accordance with those terms and conditions.



(4)  On an application to inspect any of the documents listed in paragraph (1), –



(a)
in giving its consent, the regulator, and



(b)
and making the documents available for inspection, the corporation,



must ensure that the way in which the vote of any particular member has been given shall not be disclosed, until it has been established – 



(i)
that his or her vote was given, and



(ii)
that the regulator has declared that the vote was invalid.



Part 9 – Death of a candidate during a contested election



55.  Countermand or abandonment of poll on death of candidate – (1)  If, at a contested election, proof is given to the returning officer’s satisfaction before the result of the election is declared that one of the persons named or to be named as a candidate has died, then the returning officer is to – 



(a)
publish a notice stating that the candidate has died, and



(b)
if the death is proved after the close of the poll, proceed with the counting of the votes as if that candidate had been excluded from the count so that – 



(i)
ballot papers which only have a first preference recorded for the candidate that has died, and no preferences for any other candidates, are not to be counted, and



(ii)
ballot papers which have preferences recorded for other candidates are to be counted according to the consecutive order of those preferences, passing over preferences marked for the candidate who has died.



(2)  The ballot papers which have preferences recorded for the candidate who has died are to be sealed with the other counted ballot papers pursuant to rule 50(1)(a).



Part 10 – Election expenses and publicity


Election expenses



56.  Election expenses –  Any expenses incurred, or payments made, for the purposes of an election which contravene this Part are an electoral irregularity, which may only be questioned in an application to the regulator under Part 11 of these rules.



57  Expenses and payments by candidates - A candidate may not incur any expenses or make a payment (of whatever nature) for the purposes of an election, other than expenses or payments that relate to –



(a)
personal expenses,



(b)
travelling expenses, and expenses incurred while living away from home, and



(c)
expenses for stationery, postage, telephone, internet (or any similar means of communication) and other petty expenses, to a limit of £100.



58.  Election expenses incurred by other persons –  (1)  No person may - 



(a)
incur any expenses or make a payment (of whatever nature) for the purposes of a candidate’s election, whether on that candidate’s behalf or otherwise, or



(b)
give a candidate or his or her family any money or property (whether as a gift, donation, loan, or otherwise) to meet or contribute to expenses incurred by or on behalf of the candidate for the purposes of an election.



(2)  Nothing in this rule is to prevent the corporation from incurring such expenses, and making such payments, as it considers necessary pursuant to rules 59 and 60.



Publicity



59.  Publicity about election by the corporation – (1)  The corporation may – 



(a)
compile and distribute such information about the candidates, and 



(b)
organise and hold such meetings to enable the candidates to speak and respond to questions,



as it considers necessary.



(2)  Any information provided by the corporation about the candidates, including information compiled by the corporation under rule 60, must be – 



(a)
objective, balanced and fair,



(b)
equivalent in size and content for all candidates,



(c)
compiled and distributed in consultation with all of the candidates standing for election, and



(d)
must not seek to promote or procure the election of a specific candidate or candidates, at the expense of the electoral prospects of one or more other candidates.



(3)  Where the corporation proposes to hold a meeting to enable the candidates to speak, the corporation must ensure that all of the candidates are invited to attend, and in organising and holding such a meeting, the corporation must not seek to promote or procure the election of a specific candidate or candidates at the expense of the electoral prospects of one or more other candidates.



60.  Information about candidates for inclusion with voting documents  - (1)  The corporation must compile information about the candidates standing for election, to be distributed by the returning officer pursuant to rule 25 of these rules.



(2)  The information must consist of –



(a)
a statement submitted by the candidate of no more than 250 words, and



[(b)
a photograph of the candidate.



61.  Meaning of “for the purposes of an election” - (1)  In this Part, the phrase “for the purposes of an election” means with a view to, or otherwise in connection with, promoting or procuring a candidate’s election, including the prejudicing of another candidate’s electoral prospects; and the phrase “for the purposes of a candidate’s election” is to be construed accordingly.



(2)  The provision by any individual of his or her own services voluntarily, on his or her own time, and free of charge is not to be considered an expense for the purposes of this Part.



Part 11 – Questioning elections and the consequence of irregularities


62.  Application to question an election – (1)  An application alleging a breach of these rules, including an electoral irregularity under Part 10, may be made to the regulator.



(2)  An application may only be made once the outcome of the election has been declared by the returning officer.



(3)  An application may only be made to the regulator by - 



(a)
a person who voted at the election or who claimed to have had the right to vote, or



(b)
a candidate, or a person claiming to have had a right to be elected at the election.



(4)  The application must – 



(a)
describe the alleged breach of the rules or electoral irregularity, and



(b)
be in such a form as the regulator may require.



(5)  The application must be presented in writing within 21 days of the declaration of the result of the election.



(6)  If the regulator requests further information from the applicant, then that person must provide it as soon as is reasonably practicable.



Part 12 – Miscellaneous


63.  Secrecy – (1)  The following persons –



(a)
the returning officer,



(b)
the returning officer’s staff,



must maintain and aid in maintaining the secrecy of the voting and the counting of the votes, and must not, except for some purpose authorised by law, communicate to any person any information as to –



(i)
the name of any member of the corporation who has or has not been given a ballot paper or voted, 



(ii)
the unique identifier on any ballot paper,



(iii)
the candidate for whom any person has voted for on any particular ballot paper.



(2)  No person may obtain or attempt to obtain information as to the candidate for whom a voter is about to vote or has voted, or communicate such information to any person at any time, including the unique identifier on a ballot paper given to a voter.



(3)  The returning officer is to make such arrangements as he or she thinks fit to ensure that the individuals that are affected by this provision are aware of the duties it imposes.



64.  Prohibition of disclosure of vote – No person who has voted at an election shall, in any legal or other proceeding to question the election, be required to state who he or she has voted for.



65.  Disqualification – A person may not be appointed as a returning officer, or as staff of the returning officer pursuant to these rules, if that person is – 



(a)
a member of the corporation,



(b)
an employee of the corporation,



(c)
a director of the corporation, or



(d)
employed by or on behalf of a person who has been nominated for election.



66.  Delay in postal service through industrial action or unforeseen event –  If industrial action, or some other unforeseen event, results in a delay in – 



(a)
the delivery of the documents in rule 25, or



(b)
the return of the ballot papers and declarations of identity,



the returning officer may extend the time between the publication of the notice of the poll and the close of the poll, with the agreement of the regulator.
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Monitor Financial Risk Rating


Key Performance Indicators


Monitor Governance


Commissioner Contract


15 22 39


INTERNAL COMPLIANCE


Corporate Indicators


Service Line Status: Information not yet available due to early scheduling of meetings


Status Red Green Red Amber Green


high risk 2 0 0 3 13


high risk 7 36 8 10 41


high risk 8 20 8 4 17


high risk 1 2 2 5 27


Other Key Issues 


Total No of Indicators = 76


3


Maternity & Imaging


CQUIN/CQC/Monitor


The Trust is monitored monthly by the PCT on the performance indicators included within our 


provider contract. The Trust is currently reporting a RED status on 19 of the 76 indicators. The 


rust has to improve performance in these areas in order to avoid potential financial penalties 


(18Wk RTT, Cancer & Infection Control targets).                                                                                                                     


The main areas of concern relate to: 18Wk RTT Non-Admitted pathways for sub-specialties 


Infertlity and Reproductive Medicine (performing at aggregate level); and also failing for 


Incomplete pathways for sub-specialty Reproductive Medicine (performing at aggregate level); 


Diagnostic Waiting Times at sub-specialty level for Gynae (performing at aggregate level); Non-


clinical cancellations; Non-clinical calncellations not re-admitted within 28 days;  A&E unplanned 


reattendance rate; Choose & Book availability; Antenatal Screening; Breastfeeding women 


contact by Peer Support Team during stay; Seasonal Flu vaccine uptake; Deliveries v's 


unplanned admissions, Homebirth rate, C-Section Rates for Liverpool, Knowsley & Sefton PCT; 


Term baby admission rate.                                                                                                                                                                  


Please note that a number of indicators are not required on a monthly basis, reporting will 


be completed  as required (25).  Some indicators are still under discussion with the PCT 


(6). 


0There are 0 breaches of the Monitor Compliance Framework in Month 10                                                                                                                                                                                                                        


2.0


Monitor Financial Risk Rating >= 3


2 breaches against quality indicators in Month 10:-                                                                                                                                                                                                                                                                                                                  


(i) Attendance at all mandatory training elements                                                                                                                                                                                                                                     


(ii) Non-contract income                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              


Trust Health Check Report


Month 10 - January 2013
Governance & Clinical Assurance Committee Meeting Monday 18th February 2013


Hewitt Centre


The PCT have provided an additional performance reporting framework for weekly monitoring of the 18Wk RTT & Diagnostic access targets 


throughout 2012/13.   This is to provide assurance across the health system that both the PCT cluster and provider teams have a grip on 


performance through to year end.


This reporting framework includes exception reporting for all areas where a target is missed on a weekly basis.


Service Line Reports


Quality Indicators


Neonates & Pharmacy


Gynae, Surgical Services & Genetics
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Trust Position


Threshold
Monitoring 


period


Clostridium difficile - meeting the C . Diff objective 0 Quarterly 0 0 0 0


MRSA - meeting the MRSA objective 0 Quarterly 0 0 0 0


Surgery >94% Quarterly


Drug Treatments >98% Quarterly


GP referrals >79%* Quarterly


>90%           


(>5 patients)


All Cancers: 31 day diagnosis to treatment. 


(1st definitive) 
>96% Quarterly


All Cancers: Two week. >93% Quarterly


A&E Clinical Quality: Total time in A&E (%) 95% Quarterly


Access to Healthcare for People with Learning Disability NA Quarterly


Admitted 90% Quarterly


Non-admitted 95% Quarterly


Incomplete pathway 92% Quarterly


CQC: Responsive reviews


CQC: Moderate concerns


CQC: Major Concerns


CQC: Formal Compliance action


CQC: Formal Enforcement action


NHS Litigation Authority: Failure to maintain CNST Level 1 By exception


3. Mandatory 


services
Declared risk of, or actual failure to deliver mandatory services


By exception if 


any risks occur


4. Other board 


statement 


failure


By exception if 


any failures 


occur


5. Other factors
By exception if 


any failures 


occur


Governance Risk Rating <1 1.-1.9 2-3.9 >=4.0


Green
amber / 


green


amber/re


d
red


* Includes 6% tolerance, as approved by DH 2009/10 and Monitor 2010/11.  Tolerance to apply until notified otherwise (Monitor Compliance manager correspondence Apr12).


**Target only applicable if accountable for more than 5 patients per quarter


^ Only reporting 1 breach for quarter.  Monitor will not score trusts failing individual cancer thresholds but only reporting a single 


patient breach over the quarter. 


Maximum time of 18 weeks from point of referral to 


treatment in aggregate
1.0


1. Performance 


against national 


measures


1.0 96.90%


2. Third parties


2


If not covered above failure to either (i) provide or (ii) subsequently comply 


with annual or quarterly board statements.


4


Override applied 


to risk rating: 


nature and 


duration of 


override at 


Monitor's 


discretion


Failure to comply with material obligations in areas not directly monitored by 


Monitor.


Includes exception or third party reports.


Represents a material risk to compliance


4


1.0


0.5


2


Weighting


1.0


1.0


1.0


0.5


0.5


1.0


1.0


1.0


Threshold


By exception if 


any risks occur
2


1


Discretionary rating


All Cancers: 31 day diagnosis to treatment (subsequent)


1.0


96.65%


Screening referrals** 


All Cancers: 62 day referral to treatment 
Quarterly


Quarter 1


0


0


96.55%


100.00%


87.95%


88.24%^


8.5 - Submission 


required


95.05%


97.40%


100


92.96%





























Quarter 1


0


Quarter 2 


0


0


100.00%


100.00%


85.29%


100.00%


1.5 - Exempt 


from target


98.15%


98.15%


99.93%


97.33%


96.32%


92.54%





























Quarter 2


0


Monitor Compliance Framework


2012 - 2013


Quarter 3


0


0


100.00%


100.00%


96.00%


100.00%


3 - Exempt 


from target


98.21%


96.92%


99.86%


96.70%


95.79%


93.67%





























Quarter 3


0


Quarter 4


(January)


0


0


100.00%


100.00%


89.47%


100.00%


2.5 - Exempt 


from target


100.00%


97.12%


99.90%


95.56%


95.29%


93.85%





























Quarter 4


(January)


0
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Indicator Name Target 12/13 November December January


Incidence MRSA bacterium 0 0 0 0


Incidence of Clostridium difficile 0 0 0 0


All Cancers:  two week wait. >=93% 97.96% 96.15% 97.12%


All Cancers: 62 day referral to treatment (GP referrals)* >=79% 90.00% 100.00% 89.47%


All Cancers: 62 day referral to treatment (consultant upgrade)** >=85% 33.33% ^ 100.00% 87.50%


All Cancers: 62 day referral to treatment (screening referrals)** >=90% 100.00% 100.00% 100.00%


All Cancers: 31 day diagnosis to treatment. (1st definitive) >=96% 97.50% 100.00% 100.00%


All Cancers: 31 day diagnosis to treatment (subsequent surgery) >=94% 100.00% 100.00% 100.00%


18 week referral to treatment times: admitted  (All Specialities) 90% 97.22% 95.77% 95.56%


18 week referral to treatment times: non-admitted  (All Specialities) 95% 95.77% 95.37% 95.29%


18 week referral to treatment times: non-admitted  (Gynaecology) 95% 96.28% 96.30% 95.67%


18 week referral to treatment times: non-admitted  (Genetics) 95% 100.00% 100.00% 99.29%


18 week referral to treatment times: non-admitted  (Reproductive Medicine) 95% 89.80% 81.13% 89.36%


18 week referral to treatment times: non-admitted  (Infertility) 95% 86.14% 86.89% 83.33%


18 Week Incomplete Pathways (All Specialties) 92% 94.26% 92.80% 93.85%


18 Week Incomplete Pathways (Genetics) 92% 99.25% 99.31% 100.00%


18 Week Incomplete Pathways (Gynaecology) 92% 94.57% 93.12% 94.50%


18 Week Incomplete Pathways (Infertility and Andrology) 92% 91.63% 88.76% 92.80%


18 Week Incomplete Pathways (Reproductive Medicine) 92% 91.94% 93.02% 78.29%


Diagnostic Waiting Times a Maximum wait of 6 weeks 1% 0.18% 0.47% 0.91%


Diagnostic Waiting Times a Maximum wait of 6 weeks (Gynaecology) 1% 1.06% 1.77% 3.81%


Diagnostic Waiting Times a Maximum wait of 6 weeks (Imaging) 1% 0.00% 0.00% 0.00%


Last minute cancellation for non clinical reasons <=0.6% 0.63% 0.77% 0.77%


Last minute cancellation for non clinical reasons not readmitted in 28 days <=0.01% 40.00% 18.75% 14.29%


Failure to ensure that "sufficient appointment slots" available on Choose & Book 4% 6.62% 11.75% 20.16%


A&E: Unplanned reattendance rate within 7 days 5% 9.73% 9.73% 10.52%


A&E: Left department without being seen 5% 2.45% 2.83% 2.83%


A&E: Time to initial assessment (95th percentile) 15 10 10 9


A&E: Total time spent in A&E (95th percentile) 240 211 207 200


A&E: Time to treatment in department (median) 60 59 53 60


A&E: Total time spent in A&E (%) 95% 99.80% 100.00% 99.90%


A&E: Ambulance handover times: data compliance TBA TBC TBC TBC


A&E: Ambulance handover times 15 mins TBC TBC TBC


SUS data altered in period no target TBC TBC TBC


Mixed Sex Accommodation: Total Breaches 0 0 0 0


Mixed Sex Accommodation: Total Breaches per 1000 bed days 0 0 0 0


Antenatal Infectious disease screening: HIV coverage 90% 98.25% 98.81% No Data


Antenatal Infectious disease screening: Hepatitis 90% 100.00% 100.00% 100.00%


Down's Screening Completion of Laboratory request forms 100% Qtrly Qtrly No Data


Antenatal sickle cell and thalassaemia screening: Coverage 99% 98.90% 98.90% No Data


Antenatal sickle cell and thalassaemia screening: Timeliness 75% 57.34% 61.57% No Data


Antenatal sickle cell and thalassaemia screening: FOQ completion 95% 85.20% 85.20% No Data


Newborn blood spot screening: Coverage 100% No Data No Data No Data


Newborn blood spot screening: Avoidable repeat tests 1% Qtrly Qtrly Qtrly


Quality Schedule (Section B Part 8 Section 1 Performance)


Commissioner Contract


Health Check: Mandatory Requirements


2012 - 2013
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Indicator Name Target 12/13 November December January


Quality Schedule (Section B Part 8 Section 1 Performance)


Commissioner Contract


Health Check: Mandatory Requirements


2012 - 2013


Newborn blood spot screening: Timeliness of result 98% *** *** ***


Newborn & Infant physical Examination: Coverage 100% 100.00% 100.00% 100.00%


Newborn & Infant physical Examination: Timely assessment 100% 100.00% 100.00% 100.00%


Newborn Hearing screening: Coverage (reporting 6 months behind) 100% Qtrly Qtrly Qtrly


Newborn Hearing screening: Timely assessment (reporting 6 months behind) 100% Qtrly Qtrly Qtrly


Fetal Anomaly scan: Women offered scan at first booking 100% 100.00% 100.00% 100.00%


Fetal Anomaly scan: Number of accepted scans 100% 99.42% No Data No Data


Fetal Anomaly scan: undertaken between 18 and 20 wks 100% 75.66% No Data No Data


Fetal Anomaly scan: number rescanned by 23 weeks 100% 100.00% No Data No Data


Fetal Anomaly scan: Seem within 3 for Obstetrics ultrasound specialist, or fetal 


medicine within 5 working days.
100%


Fetal Anomaly scan: Patients with an abnormality who have a designated midwife. 100%


Fetal Anomaly scan: Detection rates for 11 conditions. 85%


Seasonal Flu vaccine uptake 75% 52.10% No Data 57.00%


Women who have seen a midwife by 12 weeks 90% 98.99% 92.88% 99.07%


Peer Support: Pregnant women informed about the service 80% 100% 100% 100.00%


Peer Support: Breastfeeding women contact by team during stay. 80% 88.20% 95.85% 99.59%


Peer Support: Breastfeeding women at discharge are contacted within 48hrs 70%


Peer Support: Women who request support at weekend contacted within 24hrs 100%


Peer Support: number of trained members monitor only


Breastfeeding initiation 51.4% 50.58% 49.85% 51.06%


Deliveries v unplanned admissions 1.00


Homebirths (based on postcode) 2.6%


Readmissions within 30 days (2 months behind) monitor only 1.0%


(Sept)


1.0%


(Oct)


0.9%


(Nov)
Preoperative Bed days monitor only 0.14 0.11 0.11


Day case Rates (Gynaecology, includes 502, 502, 5029) monitor only 69.95% 72.79% 70.44%


Elective length of stay (Gynaecology) monitor only 2 2.43 2.03


Non-Elective Length of stay (Gynaecology) monitor only 1.96 1.8 1.91


Non-Elective Length of stay: Delivery (Maternity) monitor only 2.83 2.4 2.61


Non-Elective Length of stay: Non-delivery (Maternity) monitor only 0.28 0.36 0.87


DNA rates New (Gynaecology) monitor only 5.45% 5.55% 5.44%


DNA rates Follow up (Gynaecology) monitor only 10.98% 11.60% 11.96%


DNA rates New (Maternity) monitor only 4.89% 4.97% 4.78%


DNA rates Follow up (Maternity) monitor only 12.62% 12.48% 11.63%


DNA rates New (Neonates) monitor only 11.93% 25.61% 18.27%


DNA rates Follow up (Neonates) monitor only 12.75% 29.20% 19.42%


DNA rates New (Genetics) monitor only 6.21% 4.40% 4.67%


DNA rates Follow up (Genetics) monitor only 11.49% 11.92% 7.75%


DNA rates New (Hewitt) monitor only 5.41% 4.05% 3.41%


DNA rates Follow up (Hewitt) monitor only 4.73% 1.38% 4.30%


Risk adjusted mortality rate 2012 (2 months behind) monitor only 0


(September)


0


(October)


0


(Nov12)
Smoking status for all patients 95% 98.99% 100.00% 100.00%


No longer applicable with new configuration


No longer applicable with new configuration


Annual report due March


Annual report due March


No longer applicable with new configuration
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Indicator Name Target 12/13 November December January


Quality Schedule (Section B Part 8 Section 1 Performance)


Commissioner Contract


Health Check: Mandatory Requirements


2012 - 2013


Smokers to be offered advice / intervention 95% 98.25% 97.69% 97.44%


Smoking interventions to maternity smokers at 12 weeks 95% 98.25% 97.69% 97.44%


Smokers to be offered referral to stop smoking specialist 50% 59.65% 52.31% 60.51%


Indicator Name Target November December January


C-Section rates : Liverpool PCT 22.39% 22.46% 22.50% 22.62%


C-Section rates : Knowsley PCT 17.90% 24.32% 24.32% 24.32%


C-Section rates : Sefton PCT 18.95% 23.22% 23.22% 23.22%


Maternity matters: Skin to skin contact 82% 87.34% 86.77% 85.06%


Maternity matters: Skin to skin contact min 1 hour TBC 73.44% 72.28% 70.44%


Maternity matters: Early discharge (within 12 hours) 25% 25.07% 30.61% 28.33%


Maternity matters: Early discharge (within 24 hours) 50% 60.00% 64.43% 59.04%


Maternity matters: Opiate Use in labour 50.75% 45.79% 48.45% 52.33%


Maternity matters: Term baby admission rate 6% 6.50% 7.70% 8.04%


* Includes 6% tolerance, as approved by DH 2009/10 and Monitor 2010/11.  


Tolerance to apply until notified otherwise (Monitor Compliance manager 


**Target only applicable if accountable for more than 5 patients per quarter


*** Data Suuplied by external Organisation, not yet recieved.
^ Only reporting 1 breach for quarter.  PCT will not score trusts failing individual 


cancer thresholds but only reporting a single patient breach over the quarter. 


Main Contract (Additional Requirements)
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Indicator Name
Target


11/12


Target


12/13


To deliver safe services


NO "never events" C 0 0


Serious  incidents C 9 9


Neonatal Blood Stream Infection Rate C <1.0 <1.0


MRSA screening (elective) ** M >=1 >=1


MRSA screening (emergency) ** M >=1 >=1


MRSA screening (elective) ** M >=1 >=1


MRSA screening (emergency) ** M >=1 >=1


To deliver the most effective outcomes


Intensive care transfers out C 8 8


Still birth rate (Not < 22 Weeks or Late Transfers) C 0.67% 0.67%


Still Birth Rate C 0.67% 0.67%


Returns to Theatre C 0.99% 0.99%


Incidence of multiple pregnancy (reporting 3 month behind) C <20% <20%


Neonatal deaths (<28 days): per 1000 booked births C <4.27 <4.27


Neonatal deaths (<28 days): per 1000 births <6.83 <6.83


Biochemical Pregnancy Rate  (reporting 3 months behind) M 25.50% 25.50%


Day case overstay rate M <4.90% <4.90%


Complaints response times M 100% 100%


Number of Complaints received C 109 109


First Appointment cancelled by hospital M <8.60% <8.60%


Subsequent Appointment cancelled by hospital M <11.82% <11.82%


TCI cancelled by hospital for clinical reasons M <2.07% <2.07%


TCI cancelled by hospital for non clinical reasons M <5.71% <5.71%


Day case rates based on management intent M >75% >75%


Annual appraisal and PDR 90% 90%


Attendance at all mandatory training elements * 80% 95%


Professional  registration lapses 0% 0


Sickness and absence rates 4.0% 3.5%


Turnover rates <=10% <=10%


Staff Engagement (reporting 3 month behind) new 12/13


Contract Income >=0 >=0


Non Contracted Income >=0 >=0


Budget variance >=0 >=0


Capital Expenditure £7,761 £9,197


Use of temporary/flexible workforce 


(bank and agency)


year on year 


reduction


year on year 


reduction


* Targets for Attendance at mandatory training updated from September 2012 as discussed in Eduation Governance Meeting


** MRSA calculated using Patient to Screen matching from September 2012


no data 


92.39%97.18%


November


0


8 8


96.92% 98.28% 98.66%


6.05%


To Deliver the best possible experience for patients and staff


100%


9.16%9.67%


0 0


3.43%


78.81%


4.97%


78%


76.20%


7.20%5.57%


79.79%


To develop a well led, capable and motivated workforce


1.67%


4.64%


6.10%


69.74%


9.15%


100%


109


£1,606,700£1,180,870 £1,366,867


£6,594,608 £6,511,350


£343,000-£303,000 £126,000


£1,533,548£14,013 £734,796


-£299,552 -£334,097 -£350,687


To be efficient and make best use of available resources


77%


0.68%


89


2


0.47%


78%


93.14%


72.41%


1.45


48.30%


Health Check - Developmental Indicators


2012 - 2013


0.00%


8


0


0.48


JanuaryDecember


0


See Dec


0.49%


2


0.66%


11.70%


1.47 3.26


11.70%


0.78%


0.53%


2.99


0.58%


0.69%


9.57%


45.83%


4.81


41.50%


1.81%


79


4.21%


7.79%


9.00%


1.61%


3.52%


86%


7.66%


72.54%


8.43%


0


4.52%


2


no datano data 


0.58


7.36


10.70%
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		Agenda item no:

		12/13/243





		Meeting:

		Board of Directors





		Date:

		1 March 2013





		Title:

		Chair’s report and announcements





		Report to be considered in public or private?

		Public





		Purpose - what question does this report seek to answer?

		What have been the Chair’s activities since the last Board meeting, and what announcements are there that are not covered elsewhere on the Board agenda?





		Where else has this report been considered and when?

		N/A





		Reference/s:

		-





		Resource impact:

		-





		What action is required at this meeting?

		To receive and note





		Presented by:

		Ken Morris, Chair





		Prepared by:

		Ken Morris, Chair





This report covers (tick all that apply):


		Strategic objectives:



		To develop a well led, capable and motivated workforce

		(



		To be efficient and make best use of available resources

		(



		To deliver safe services

		(



		To deliver the most effective outcomes

		(



		To deliver the best possible experience for patients and staff

		(





		Other:



		Monitor compliance

		(

		Equality and diversity

		



		NHS constitution

		

		Integrated business plan

		





		Which standard/s does this issue relate to:



		Care Quality Commission

		-



		Clinical Negligence Scheme for Trusts

		-



		NHS Litigation Authority

		-





		Publication of this report (tick one):



		This report will be published in line with the Trust’s Publication Scheme, subject to redactions approved by the Board, within 3 weeks of the meeting

		(



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S21 of the Freedom of Information Act 2000, because the information contained is reasonably accessible by other means

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S22 of the Freedom of Information Act 2000, because the information contained is intended for future publication

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S41 of the Freedom of Information Act 2000, because such disclosure might constitute a breach of confidence

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S43(2) of the Freedom of Information Act 2000, because such disclosure would be likely to prejudice the commercial interests of the Trust

		





1. Activities, January – February 2013 


During this period I have attended the following meetings and events:


· 8 January – meeting of the North Mersey NHS Chairs

· 9 January – meeting of the Women’s Services Provider Alliance.  

· 9 January – Foundation Trust Network Board


· 10 January – dignity at work event held at the Trust


· 16 January – meeting of the task and finish group reviewing the Trust’s constitution


· 18 January – Foundation Trust Financing Facility


· 1 February – Board ‘Time Out’


· 6 February – Foundation Trust Network Board


· 13 February – independent assessor at interviews for Non-Executive Directors at Liverpool Heart and Chest NHS Foundation Trust


· 15 February – Foundation Trust Financing Facility


· 19 February – Social Value Foundation Board Meeting


· 21 February – Lunch with Sir Ron Watson, Chair of Southport Clinical Commissioning Group


· 26 February – I am scheduled to host a visit by the Vice President of the Royal College of Obstetricians and Gynaecologists and the Chief Executive of the Royal College of Midwives.  

2. Special Members’ Meeting and Partnership Summit, 8 March 2013


On Friday 8 March 2013 – International Women’s Day – the Trust will hold a special members’ meeting at 1230.  The primary purpose of the meeting is to seek our members’ agreement to a number of changes to our Constitution.  At the meeting we will also outline our work with local schools and a young woman will speak about her experience of undertaking a work placement at the Trust.

Following the meeting our Council of Governors will host a partnership summit.  This will be the second such event and will bring together partner organisations from across the city that share an interest in women’s health and wish to explore collaborative ways of working.

3. Non-Executive Director with responsibility for Emergency Preparedness, Resilience and Response


As part of its responsibilities for emergency planning the Trust is required to nominate a Non-Executive Director (NED) who will have responsibility for emergency preparedness, resilience and response (EPRR).  The NED role is to provide support to the Trust's Director of EPRR to endorse assurances to the Board that we are meeting our obligations with respect to EPRR and Civil Contingencies Act 2004.  The Director of Nursing, Midwifery and Operations is the Trust’s Director of EPRR

The NED fulfilling this role will be required to assure the Board that the Trust is prepared for dealing with a major incident and has robust business continuity planning arrangements in place.

I have approached NED Allan Bickerstaffe to be the Trust’s NED for EPRR and he has agreed.  I would therefore ask the Board to confirm his appointment to this role.

4. NHS Women’s Services Provider Alliance


I am pleased to report to the Board that the Trust’s Secretary has taken on the role of Secretary to the NHS Women’s Services Provider Alliance.

5. Governor changes

I am pleased to report that two new governors have been appointed to the Council of Governors.  They are Councillor Helen Casstles appointed by Liverpool City Council to succeed Councillor Roz Gladden who recently resigned and Dr Ana Alfirevic appointed by the University of Liverpool to succeed Professor Sue Wray whose term has ended.
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Governance and Clinical Assurance Committee 


Minutes of a meeting held on Wednesday 19 December 2012


at 1400, in the Large Meeting Room, Liverpool Women’s Hospital


PRESENT:  Mr Allan Bickerstaffe, Non Executive Director, Chair


Mr Steve Burnett, Non Executive Director


Mr Jonathan Herod, Medical Director


Mrs Gail Naylor, Director of Nursing, Midwifery and Patient Experience (to item 12/13/124)

IN ATTENDANCE:     

Ms Jo Keogh, Deputy Director of Operations, representing Ms Caroline Salden, 


Chief Operating Officer


Ms Julie McMorran, Trust Secretary


Mr Richard Sachs, Head of Governance


Mrs Elaine Carden Corporate PA, (minutes)


12/13/109     Apologies 


Ms Caroline Salden, Chief Operating Officer


12/13/110     Meeting guidance notes


Noted.

12/13/111     Declarations of Interest


There were no interests declared.


12/13/112     Minutes of previous meeting held on 17 October 2012


The minutes were agreed as a correct record subject to one change.  Mr Sachs was not present at the October meeting and had offered his apologies.

12/13/113     Matters Arising and Action Log


In respect of clinical audit it was agreed that the Committee would receive the clinical audit annual report and plan each year in order to receive assurance that the function was effective.  A paper describing the Committee’s role in relation to clinical audit would be brought to the February 2013 meeting.


The action log was updated accordingly.  


12/13/114    Chairs Announcements


 The Chairman referred to the Chair’s summary he had prepared of the previous committee 


  meeting and the members acknowledged its usefulness.

  He also reported that he continues to attend and observe committees reporting to GACA and


  had recently attended the Nursing and Midwifery Board.  He would attend Medical Staff 

  Committee in the New Year.

12/13/115     Healthcheck 


The Deputy Director of Operations presented details of the proposed new corporate Healthcheck, as had been briefly considered at the recent Board Time out session.  

There would be fifteen high level measures and it was proposed that the Committee focus on those concerned with safety, effectiveness and experience.


The Committee discussed its role in relation to measures.  This was agreed as reviewing measures of achievement on a bi-monthly basis, receiving position recovery action plans, commissioning deep dives into areas of concern and providing assurance to the Board.


Jo Keogh advised that indicators would be developed for the fifteen measures and a shadow report would be run in February and March 2013 with a view to going live in April 2013.  A progress report in respect of the measures would come before the Committee in February 2013 together with details of how the committees reporting to GACA would consider the more granular level of detail.


Members confirmed their support for the proposed simplified dashboard.

12/13/116     Red Health Check     


The Deputy Director of Operations presented her report in respect of the Healthcheck indicators which had been red rated for some considerable time.  An explanatory note was provided in respect of each and it was noted that a number of the targets had been set unrealistically.  Jo Keogh commented that this will be addressed with the new commissioners as part of the contract setting process.


The Committee agreed that three of the items be referred to the Trust Management Group for action, namely screening, term baby admissions and infertility referral to treatment time. .


12/13/117     National patient safety agency central alert system (CAS) 

               
        The Head of Governance presented the report prepared by Mersey Internal Audit Agency following the audit of the Trust’s management of NPSA (National Patient Safety Agency) Alerts.  The Committee noted a finding of no assurance and the Chair reported the Audit Committee had also received the report and raised concern that some of the alerts had not been actioned for some considerable time and may have contributed to serious untoward incidents.  Mr Sachs confirmed that action was underway to address the findings with a deadline of March 2013.  Progress against these actions would be reported at the January 2013 meeting of the Clinical Governance Committee. The Committee requested assurance that appropriate executive action was being taken in respect of the report’s finding, via the Clinical Governance Committee with any issues of concern escalated appropriately.  Mr Sachs stated that he expected to be able to report to the next Audit Committee meeting in March 2013 that all actions had been completed.  Such confirmation would be provided to GACA also. 

12/13/118     CQC essential standards   


The Head of Governance presented a report that had previously been reported to Clinical Governance Committee.  The report outlined the Trust’s compliance against the 16 key outcomes, based on a self assessment exercise and a mock assessment. 

The reported position was welcomed by the Committee.

12/13/119    Quality Report progress 2012/13

The Head of Governance presented a progress report in respect of the Trust’s quality report and the Committee acknowledged the work that had been done.  He went on to refer to the Trust’s Quality Strategy which would be presented for Board approval in January 2013.  The quality report would form an integral part of that Strategy.

12/13/120    Medicines Management Deep Dive

The Committee received a paper outlining the work that had been done in respect of medicines management following an unannounced visit by the Care Quality Commission earlier in the year and their reported moderate concern.  The paper described the work that had been done to address the concern which it was noted had now been lifted by the CQC.  

12/13/121     Infection, Prevention and Control quarterly report 

 Mrs Naylor reported that a Decontamination Lead had still not been appointed.  Given the financial pressures in the Trust it was proposed to combine the role with another post and she would report progress in respect of this at the Committee’s next meeting.  

12/13/122     Medical Devices 


The Committee received the report of progress made within the Trust regarding the maintenance of medical devises and training in respect of their use, as per the NHSLA risk management standards.  The Head of Governance reported the Medical Devices Committee had been refreshed during 2012 and is now chaired by Philip Barclay, Consultant Anesthetist. Progress is being made though there is further work to be done in relation to the records that demonstrate compliance with staff training.   

The recommendations were discussed and noted.  The committee requested confirmation that the records of staff training have been completed by August 2013 with a progress report in April 2013.

12/13/123   Serious untoward incident deep dive

The Committee received a report of a deep dive into a Serious Untoward Incident (SUI) which had also been considered at the Clinical Governance Committee in October 2012.  It provided only limited assurance in respect of the Trust’s SUI process, in particular that lessons learned from the investigation had subsequently informed practice.


A series of recommendations were included in the report which aimed to address the limited assurance available.  These were accepted by the Committee.

The Committee requested that the SUI report which came before the Board of Directors included a column stating whether the embedded recommendations have been tested.  The Director of Nursing, Midwifery and Patient Experience confirmed that this had already been done.


Mr Sachs stated that the deep dive had been of great value, however it was not practical to undertake such dives in respect of every SUI.  As such the governance team would organize dives in respect of key SUIs.  The role of the Divisional Boards was considered to be important in respect of implementing SUI actions and the Committee proposed that the relevant Divisional Manager, as the accountable officer, be present at the point GACA reviewed the findings of deep dives which did not offer assurance.  A management response from the Divisional Manager should also be included at the point GACA considered the deep dive findings.


It was agreed to remit the findings of the deep dive to the Clinical Governance Committee who would consider a response from the Division.  If assurance was not available to CGC the matter would return to GACA for consideration.


12/13/124   Patient reported outcome measures (PROMs) and their position across clinical


                   pathways

The Medical Director reported little progress in respect of implementation of  PROMs nationally. The focus had shifted to recording patient experience and the friends and family test would shortly be introduced.  He added that Clinical Commissioning Groups were likely to want to see outcome measures from Trusts and patient experience would be a valuable surrogate marker in this regard.


The Committee agreed that this matter be closed on its action log.

12/13/125   Medical revalidation 

Mr Herod updated the Committee on Medical Revalidation progress.  He stated that the Trust now has 11 trained appraisers, which is more than adequate against the nationally recommended ratio for the 67 doctors employed by the LWH.  The GMC has provided all doctors with their Revalidation dates, which are staggered to take place between 1st January 2013 and 31st March 2016.  The Trust has provided all its doctors with access to an electronic Revalidation Management System, on which doctors will upload their portfolio of supporting information and their appraisal documentation.  All doctors will undertake a 360 assessment, comprising colleague and patient feedback, at least once in a revalidation cycle and doctors are currently undertaking their 360s on a phased basis. The Revalidation Support Team has recently rated the Trust as ‘green’ for its readiness for Revalidation.

12/13/126   Complaints, litigation, incidents and PALS (CLIP) report


The report submitted was for Q1 and not Q2 as indicated on the agenda sheet.  

The number of imaging incidents had been escalated and would be discussed by the Clinical  Governance Committee in  January 2013.  If CGC was unable to resolve satisfactorily the matter would be escalated to GACA.

12/13/127   External agency publications – exceptions only


 The Head of Governance reported all the key reports will be considered by the Trust’s Clinical Governance Committee in January 2013.  


12/13/128  CNST and NHSLA compliance update


The committee received a report outlining the current position in respect of the Trust’s compliance with CNST and NHSLA standards.  The Head of Governance  reported the Clinical Audit Team have established a dashboard for the regular reporting of compliance  and asked the committee to note the assurances  given and the reported progress made in respect to raising compliance. 

12/13/129  Care Quality Commission Quality Risk Profile


       The Committee received the latest QRP report. Mr Sachs confirmed that high level detail of 

       the Trust’s CQC compliance was included in the regular performance report (Health Check) 

       that came before GACA and the Board of Directors.

12/13/130   Board Assurance Framework (BAF)


 Members noted that at the November 2012 meeting of the Board it had been agreed that risks      


 would remain on the Board Assurance Framework until such time the Board are satisfied that  


 it had been sufficiently mitigated. As such any proposed reductions or removals of risk from 

 the Board Assurance Framework will be presented to the Board as recommendations.

The committee requested that the Director of Nursing, Midwifery & Patient Experience circulate a note to the committee in respect of the maternity staffing risk that has been added  


to the Board Assurance Framework.


12/13/131    Terms of Reference


The Committee reviewed and approved the revised terms of reference. 

12/13/132    Minutes of Corporate Risk Committee Meeting held 5 November 2012.


There is a concern within the Maternity services regarding insufficient administration resources in order to support CNST level 3 following the recent service redesign. Mr Herod and Mr Sachs had addressed these concerns and agreed a way of resolving them.

12/13/133     Minutes of Clinical Governance Committee of 12 October 2012  


Received and noted by the committee.

12/13/134     Minutes of Policy Assurance Committee of 30 October 2012


Received and noted by the committee.

12/13/135     Minutes of Health & Safety Committee of May, June, July and October 2012.

Received and noted by the committee.

12/13/136     Review of risk impacts of items discussed

The Committee briefly considered the risks associated with the items it had considered, in particular the no assurance report in respect of NPSA alerts and the lack of embeddedness of SUI recommendations, albeit the latter issue was suspended until further work was conducted.


Members also discussed the timeliness of minutes and whether or not they should be available in draft form to alert the Committee to emerging risks, or whether they should be received only once approved.


The Deputy Director of Operations reported a new risk relating to some 66,000 paper test results which had yet to be filed.  The matter had been reported to the Corporate Risk Committee and subsequently considered by the Clinical Governance Committee where it had been agreed that clinicians would review a sample of the results in order to better assess any associated risks.

12/13/137     AOB


None.

12/13/138     Review of the meeting


The Chair noted that the meeting went well and some items encouraged discussion which may have contributed to the meeting over running slightly.  


12/13/139    Date, time and place of next meeting.


Wednesday 13 February 2013 at 2:00pm in the Boardroom, Liverpool Women’s Hospital. 
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		Agenda item no:

		12/13/244





		Meeting:

		Board of Directors





		Date:

		1 March 2013





		Title:

		Chief Executive’s Report





		Report to be considered in public or private?

		Public





		Purpose - what question does this report seek to answer?

		What significant matters does the Chief Executive need to bring to the Board’s attention?





		Where else has this report been considered and when?

		N/A





		Reference/s:

		-





		Resource impact:

		-





		What action is required at this meeting?

		To receive and note the report





		Presented by:

		Kathryn Thomson, Chief Executive





		Prepared by:

		Kathryn Thomson, Chief Executive





This report covers (tick all that apply):


		Strategic objectives:



		To develop a well led, capable and motivated workforce

		(



		To be efficient and make best use of available resources

		(



		To deliver safe services

		(



		To deliver the most effective outcomes

		(



		To deliver the best possible experience for patients and staff

		(





		Other:



		Monitor compliance

		(

		Equality and diversity

		



		NHS constitution

		(

		Integrated business plan

		(





		Which standard/s does this issue relate to:



		Care Quality Commission

		10, 14



		Clinical Negligence Scheme for Trusts

		-



		NHS Litigation Authority

		-





		Publication of this report (tick one):



		This report will be published in line with the Trust’s Publication Scheme, subject to redactions approved by the Board, within 3 weeks of the meeting

		(



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S21 of the Freedom of Information Act 2000, because the information contained is reasonably accessible by other means

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S22 of the Freedom of Information Act 2000, because the information contained is intended for future publication

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S41 of the Freedom of Information Act 2000, because such disclosure might constitute a breach of confidence

		



		This report will not be published under the Trust’s Publication Scheme due to exemptions under S43(2) of the Freedom of Information Act 2000, because such disclosure would be likely to prejudice the commercial interests of the Trust

		





1. Chief Executive World Executive Forum


As a member of a group of 50 Chief Executives in some of the most advanced healthcare systems in the world (Europe, North America and Asia Pacific) I will shortly contribute to a special study on top priorities and strategic issues.


The study is being led by Dr Paul Rothman, Chief Executive of Johns Hopkins Medicine.  It aims to establish top priorities and insights from key decision makers in the world.


2. UK/Uganda Health Alliance

As reported to the Board in January 2013, the Director of Finance and I visited Uganda that month as a part of the Trust’s ongoing partnership with Mulago Hospital.  We were part of a group comprising members of the Liverpool Mulago Partnership (which is chaired by our Director of Finance) and which is concerned with supporting the development of Mulago’s facilities in order to provide safer women’s health services.  The World Health Organisation sees improvement in health outcomes in Uganda as a priority.


On Monday 11 February 2013 I attended a Parliamentary reception with Lord Crisp, independent crossbench member of the House of Lords.  The reception was a celebration ahead of the launch of the Uganda UK Health Alliance which is looking to strategically coordinate the many partnerships between NHS organisations across the UK and Uganda. 


The official launch of the Alliance took place on Tuesday 12 February 2013.  At this a proposed Memorandum of Understanding was discussed which all involved UK and Ugandan organisations are required to sign up to.


On Friday 15 February 2013 I attended a dinner with the Permanent Health Secretary of Uganda and the Ugandan Chief Nursing Officer, hosted by the University of Manchester.

There are no costs associated with the Trust’s membership of this Alliance.


3. Francis Public Inquiry Report


The final report of the Mid Staffordshire Public Inquiry chaired by Robert Francis QC was published on 6 February 2013.  It is an extremely detailed and lengthy report which includes some 290 recommendations.


Without doubt the report's findings and recommendations are of great significance to the NHS.  The Trust will consider them carefully and our approach to doing so is the subject of a separate agenda item for the Board’s March 2013 meeting.


The full Inquiry report is made up of a 125 page executive summary and three volumes which can be found at:  http://www.midstaffspublicinquiry.com/ 

4. Risk Assurance Framework


Monitor are currently consulting in respect of changes to the Compliance Framework, in future this will be replaced by the Risk Assurance Framework (RAF). One on the changes within the RAF relates to the financial metrics Monitor will use to assess the financial risk of a Foundation Trust. Monitor currently use a weighted average of five financial ratios and rate Trusts from 1 to 5. The proposal is to move to just two ratios which focus on liquidity and the ability of the Trust to service its debt, with a rating from 1 to 4.


5. NHS Mandate


At the end of 2012 the Secretary of State for Health published the first mandate to the NHS Commissioning Board (NHSCB).  The mandate sets out the government’s ambitions for the NHS which it is asking the NHSCB to achieve from April 2013 to the end of 2015.  The Secretary of State has emphasised that its focus is on the things that really matter and make a different to people, namely:


· Helping people live longer


· Managing ongoing physical and mental health conditions


· Helping people recover from episodes of ill health or following injury


· Making sure people experience better care


· Providing safe care.

The mandate can be viewed at www.dh.gov.uk/mandate. 

6. Coalition commitment on data sharing

Anna Soubry, Parliamentary Under-Secretary of State for Public Health, has written to all acute NHS Trusts and all Chief Constables in England concerning the coalition government’s commitment on data sharing.  The letter states the government’s clear wish that hospitals share non-confidential information with the police in order to reduce violence, especially gang violence.  This includes the date and time of the assault, the location of the assault and what weapon was used.  


The Trust is committed to playing its part in sharing such non-confidential data in respect of its patients who present for care following assault.

7. Monitor’s provider licence published


Following a process of consultation, Monitor’s new provider licence has been finalised and published.  The licence is the new main tool with which Monitor will regulate providers of NHS services.  


Foundation Trusts will be licensed from April 2013 and other eligible NHS providers from April 2014.


The licence can be read at:

http://www.monitor-nhsft.gov.uk/sites/default/files/publications/ToPublishLicenceDoc14February.pdf. 


8. Care Quality Commission unannounced visit


On Tuesday 19 February 2012 the Care Quality Commission (CQC) made an unannounced visit to the Trust.  There were four inspectors including a pharmacy advisor and specialist midwifery advisor.  The visit focused on consent, care, medicines management, supporting the workforce, recruitment and training and complaints.


The full report from the CQC will be with us in a few weeks but in their informal feedback we heard how welcome they were made to feel by all our staff, and how open and prepared to share their views and experiences our staff were.     


As always, there was much to be proud about, however there were some areas in which we will be working together to improve the experience and outcomes for our patients, their families and our staff.


Our staff and Governors have been informed about the visit and the initial feedback, and I have thanked everyone who took part.  


9. Review of Liverpool Care Pathway


The Liverpool Care Pathway (LCP) is an integrated care pathway that is used to support patients in the last hours and days of life.  It is recommended as a best practice model by the Department of Health.  In 2012 the Pathway attracted some negative publicity in which the Trust was cited.


In January 2013 the Department of Health announced that crossbench peer Baroness Julia Neuberger will lead a review of how the LCP is being used in practice.  This follows a national roundtable on the Pathway with a wide range of experts in end of life care, and representatives of patients and their families.


Julie Neuberger will examine various elements of the LCP, including the experience and opinions of patients, families and health professionals.  She will also consider hospital complaints, local payments made to hospitals in respect of the LCP and the literature about its benefits and limitations.


The Trust’s use of the LCP is scheduled for consideration at its Corporate Risk Committee.


10. Mayor of Liverpool Health Commission


I have been invited to give evidence to the Mayor of Liverpool Health Commission which is being chaired by Professor Sir Ian Gilmore.  I will give evidence in my capacity as Chief Executive of the Trust on Tuesday 16 April 2013 and in my role as the Chair of the Local Workforce Education Group on Wednesday 1 May 2013.


The Commission’s terms of reference are:


· To identify how best to support and improve the health and wellbeing of the people of Liverpool through:


· Considering the opportunities for improving access to high quality health and healthcare, through:


· Closer working between agencies across health and social services; to provide more appropriate, targeted health and social care for older people


· Better integration of patient care pathways that encourage independent living and self-care


· Better use of new technologies to give people more choice and control over their lives and increase their independence


· Assessing the current health profile of the city.  Including the impact of factors such as obesity, smoking, alcohol and drug misuse on peoples’ wellbeing


· Making Liverpool a world leader in bioscience that attracts the best to join us.


The Commission will give particular attention to the needs of the elderly, and to the potential for targeting the health and wellbeing of young people.


· The Commission will make recommendations that will facilitate delivery of this ambitious programme of change.

11. Clinical Negligence Scheme for Trusts 


On 21 January 2013 the Trust had an informal visit from its Clinical Negligence Scheme for Trusts (CNST) assessor from the NHS Litigation Authority.  The assessor commented on the Trust’s proactive approach to the CNST risk management standards and how we had learnt from the feedback the Authority offered following our last formal assessment.

The Trust will undergo its next formal CNST assessment on 12 and 13 December 2013.

12. Invitation to join the University of Liverpool/Mersey Deanery Integrated Clinical Academic Training Board

I have accepted an invitation to join the University of Liverpool/Mersey Deanery Integrated Clinical Academic Training (ICAT) Board.  Amongst other duties the Board is tasked with providing strategic oversight of ICAT in the University and the Mersey Deanery, overseeing the University’s provision of undergraduate medical education where it relates to early career integrated academic training, and overseeing the development of clinical academic training in Cheshire and Merseyside.  It will meet three times in 2013.

13. Workforce Review

Following publication of the Francis Public Inquiry Report a workforce review paper will come before the Board at its next meeting.  It will outline the current status of our staffing levels across the organisation.  The report will be presented at the same time as the Board is being asked to consider our Operational Plan and budget for 2013/14.

14. Medical Revalidation


The new medical revalidation process begins on 1 April 2013. 2012/13 has been a preparation year in which policies have been written and systems for revalidation agreed.  These are now in the process of implementation.  

The systems are currently being piloted by the Clinical Directors, who will be the first group of doctors to be put forward for revalidation prior to the end of March 2013.  As in all Trusts, the Responsible Officer will be the first to undergo Revalidation.  The Trust’s Medical Director is the Responsible Officer.

Since 2010, each Trust has been required to complete regular ORSA (Organisational State of Readiness) returns to the Revalidation Support Team, whose remit is to support Trusts in the implementation of revalidation on behalf of the General Medical Council.  Following the interim ORSA report submitted by the Trust in September 2012, the Trust was RAG-rated green for all key metrics, which are:

· Responsible Officer appointed and trained

· Appraisal – appraisal policy in place and sufficient trained medical appraisers

· Organisational governance – a system for monitoring system the fitness to practise of doctors, process established for the investigation of capability, conduct, health and fitness to practise concerns and a policy for re-skilling, rehabilitation, remediation and targeted support is in place.



The green RAG rating indicates that that Trust is well prepared for revalidation, and this is supported by the systems and processes currently being piloted by our senior Consultants.


15. Funding support for Human Resources projects

The Trust has been successful in attracting funding from NHS North West in respect of two human resources projects:


· £18.5k to support e-learning activity which will be primarily aimed and tested with trainee doctors working in obstetrics and gynaecology at the Trust

· £12k to further develop our use of the electronic staff record in respect of establishment control.

16. Edge Hill University Annual Review 2011/12

I have received a copy of Edge Hill University’s annual review for 2011/12.  The review references the University’s partnership with the Trust in developing a new qualification for practitioners working in reproductive medicine.  The Masters in Advanced Fertility Practice, one of only two such programmes in the UK, aims to enhance practice and provide academic recognition of advanced skills in this area.  Charles Kingsland, Consultant in Reproductive Medicine at the Trust, is an Honorary Professor of the University.

The Trust also has links with the University in respect of its Midwifery training.

A copy of the annual review document is available from the Trust Secretary.

17. Front of house / main reception improvements

On Saturday 16 February 2013 work began to improve the hospital’s front of house and main reception areas.  The aim is to create a warm and welcoming patient environment and enhance our patients’ experience, and to strengthen the Liverpool Women’s brand which puts people at the heart of our welcome.


The project is being funded via the Trust’s maintenance programme as clinical areas were prioritised for expenditure from our capital monies.  It will achieve:

· Access via courtyard to the new Centre for Women’s Health Research facility which has been jointly funded by the University of Liverpool


· A new reception desk


· New flooring


· New seating in the waiting area


· A children’s play area


· Wheelchair storage facility


· Brightening of the décor and better lighting 


· Improved signage.

The work will take approximately 6/8 weeks.  Every effort is being taken to minimise any disruption to our patients and staff during this time and alternatives provided where rooms are not accessible for use.

18. Services at Mid Staffordshire NHS Foundation Trust

Mid Staffordshire NHS Foundation Trust has invited expressions of interest in providing its services.  The invitation has been extended to all Trusts in the country and expressions were requested by 14 February 2013.  Liverpool Women’s has made an initial expression of interest.

19. Visit of Birmingham Women’s NHS Foundation Trust


On Wednesday 20 February 2013 our Director of Nursing, Midwifery and Operations hosted a visit made by the senior nursing and midwifery team from Birmingham Women’s NHS Foundation Trust.  The visit provided an opportunity to share good practice and benchmarking information.


20. Bulletins

Below are the latest bulletins from Monitor and the Foundation Trust Network.
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NEWS 
  



 



Labour’s health and care policy 
review 
Andy Burnham formally launched Labour’s health and care 
policy review on Thursday.  It set a high level direction 
towards whole-person care; from medical and social care 
through to housing and healthy lifestyles.  The implication 
of Burnham’s approach is a radical shift of commissioning 
away from CCGs to local authorities as part of a move to a 
single budget for health and social care.  He called for the 
NHS to be the preferred provider of commissioners; but 
where trusts do not meet the required standards any 
qualified provider could step in.  On reconfigurations 
Burnham supported the centralisation of specialist services 
and keeping open local A&Es unless there is a clear clinical 
need for change.  The full text of the speech is available on 
the Labour Party website while the HSJ provide 
commentary.  The FTN will formally respond to the policy 
review. 
 



Roundtable with the Secretary of 
State 
On Wednesday we welcomed Jeremy Hunt to the FTN 
offices to discuss the most critical issues facing 
members.  The Secretary of State was keen to engage in 
discussion with the 16 FTN member chairs and chief 
executives who attended.  He showed a real willingness to 
hear about what needs to change to remove obstacles to 
high quality, joined-up care.  Topics covered included trust 
finances, care quality, the Francis report and the state of 
play on the front line.  We particularly welcomed his desire 
for FTs to use their legal freedoms and local autonomy, and 
for the NHS to celebrate success and good practice.  Our 
discussion came as the publication of the Francis report 
was confirmed to be on Wednesday 6 February 2013. 
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New FTN member benefit: This Week 
Next Week 
We have recently launched a new weekly bulletin for FTN 
members. This Week Next Week is a pithy summary of the 
key health sector news, policy and politics from the 
previous week that we think member colleagues need to 
keep fully up to speed. This Week Next Week has three 
sections: 
• the top ten key news, policy and political events of the 



week just gone – ordered by our estimate of their 
importance to you, our members.  



• a look forward to the five main events in the week 
ahead; 



• a quick glance at FTN’s activities and what we’ve been 
doing. 



To sign up for this new bulletin please log-in to our 
website. In the ‘My FTN’ section you can subscribe under 
Newsletters. We welcome your feedback as to what you 
think of the content and will include a link to a quick survey 
in a future edition. 
This is the first in a suite of new products for 
members.  Please do look out for future communications 
and sign up for them if they are useful in your work.  
 



FTN draft response on Monitor 
enforcement guidance 
We have now produced a summary and draft response to 
the provisions set out in Monitor’s consultation on its 
guidance on enforcing the new provider licence. This 
enforcement guidance covers issues such as action taken 
when a licence breach is suspected, possible variable 
monetary penalties that may be applied to providers and 
“restorations”, or amounts of money that providers may be 
expected to pay to other provider organisations that can 
show they have been disadvantaged by a breach. We are 
keen to get your views about this consultation. Please 
contact Helen Crump for a copy of our draft response and 
further details about the consultation. The deadline for the 
consultation  is Monday 11 February –  please send any 
comments for inclusion to Helen by Friday 8 February.  
 
 
 
 
 



Meeting with Royal College of 
Pathologists 
The FTN has organised a meeting with the Royal College of 
Pathologists to discuss a range of issues on contracts and 
college duties, including job description reviews, inclusion 
on Advisory Appointments Committees, Supporting 
Professional Activity (SPA) time, freedom to engage in 
national Royal College business and handling “whistle-
blowing” better. 
There are six places remaining for this event which is aimed 
at chief executives, medical directors and HR directors. The 
meeting will take place on 27 February from 2.30pm-
5.30pm in London. Please contact Mark Redhead If you are 
interested in attending.  
 



Partnership working – call for case 
studies 
As part of a joint project between the FTN, the Association 
of Chief Executives of Voluntary Organisations (ACEVO) and 
the King’s Fund, we are interested in hearing from trusts 
which have good partnerships with the voluntary and 
community sector. The project aims to assess how NHS 
trusts and third sector organisations can jointly contribute 
to delivering priorities within the NHS mandate such as 
dementia, managing long term conditions, integrated care 
for the elderly and reducing mortality rates from the killer 
diseases. The work programme will showcase existing best 
practice that has been developed by NHS trusts and 
voluntary organisations working together in the mandate’s 
priority areas.  A joint report, led by the Kings Fund, will be 
published in June 2013. For further details, and to share 
your examples, please contact Miriam Deakin.  
 



Governance conference booking 
fast!  



Bookings are coming in fast for the FTN governance 
conference, Governance after Francis and the NHS Reforms, 
with less than half the places still available.   
At the conference we will be launching our new network 
for non-executive directors. If you or your NED colleagues 
would be interested in finding out about the network and 
how it will provide support and networking opportunities, 
book your place early to avoid disappointment. 
The conference is taking place in London on 20 March 
2013. Please visit our website for more information and to 
book your place. 





http://www.foundationtrustnetwork.org/my-ftn/


http://www.foundationtrustnetwork.org/my-ftn/


mailto:helen.crump@foundationtrustnetwork.org


mailto:Mark.Redhead@foundationtrustnetwork.org


http://mandate.dh.gov.uk/


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.foundationtrustnetwork.org/events/mar-20-governance-after-francis-and-the-nhs-reforms/
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Annual conference 2013 – virtual 
reference group 
The FTN annual conference and exhibition will take place 
on 15-16 October 2013 at the ACC Liverpool. As always, we 
are committed to ensuring the programme is member-led 
and so are seeking delegates of the 2012 annual 
conference who would be interested in joining a virtual 
reference group so we can test ideas for the 2013 
programme. We appreciate you are busy so will keep the 
commitment to an absolute minimum, but it would be an 
opportunity for you to see the early thoughts we have on 
strand themes and plenary speakers. Communication 
would be via email and we will test some headline ideas as 
we progress the programme planning. Your engagement 
would really help us ensure we are meeting members’ 
needs and help make the 2013 event even more 
successful. 
We will be formally launching the conference bookings in 
the next few weeks so keep an eye out for further 
information in the newsletter and on the website. 



 



Changes to Monitor’s Quality Report 
requirements 



Monitor is consulting on some proposed changes to the 
Detailed Guidance for External Assurance on Quality 
Reports including changing the mandated indicators for 
acute foundation trusts and standardising and mandating 
the local indicator for all foundation trusts. Please send any 
comments you wish the FTN to feed in to Miriam Deakin by 
30 January. 
 



‘Shape of training’ for GPs 



The GMC is reviewing the shape of training for general 
practitioners. A call for ideas and evidence is open until 8 
February to provide an opportunity to share ideas about 
how medical education and training might need to be 
changed. If you have views to feed in, please contact Ryan 
Donaghey. 
 
 
 



Ratings review for health and social 
care 
The Nuffield Trust has been commissioned by the Secretary 
of State for Health to consider whether aggregate ratings 
of provider performance should be used in health and 
social care and, if so, how best this might be done.  
For further information pleased contact Miriam Deakin by 
14 February with any feedback you wish us to feed in to 
our response. 
 



Monitor updates guidance for 
foundation trust governors 



Monitor has updated existing guidance for foundation trust 
governors in light of the Health and Social Care Act.  Please 
send any views you wish the FTN to represent to John 
Coutts by 23 February. 
 



‘Review of Competences’ across 
Europe and Whitehall 



The DH is contributing to a government wide ‘Review of 
Competences’ to identify the balance of responsibilities 
between the European Union and Whitehall. Please 
contact Ryan Donaghey for further details and with any 
comments by 25 February. 
 



Developing a narrative for 
integrated care 
National Voices have been commissioned by the NHS 
Commissioning Board to help develop a ‘narrative’ which 
better explains the concept of integrated care to patients 
and the public.  We will be making a response, please send 
any comments to Miriam Deakin by 28 February. 
 



Monitor consults on Risk Assessment 
Framework   
Monitor is consulting on the draft Risk Assessment 
Framework which sets out its proposed approach to 
assessing the risk of NHS providers failing financially. It also 
describes how they will continue to oversee the 
governance of foundation trusts. The consultation is open 
until 4 April.  To comment and contribute to the FTN’s 
response, please contact Helen Crump. 
 





http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/consultations/consultations-monitor’s-role-foundation-trust-regula-0


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.shapeoftraining.co.uk/review/1728.asp


mailto:ryan.donaghey@foundationtrustnetwork.org


mailto:ryan.donaghey@foundationtrustnetwork.org


http://www.nuffieldtrust.org.uk/ratings-review?utm_medium=email&utm_campaign=Ratings+review+launch&utm_content=Ratings+review+launch+CID_0f48350550aaff8185cca644e9bbd7a4&utm_source=Email%20marketing%20software&utm_term=Find%20out%20more


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.monitor-nhsft.gov.uk/home/browse-category/guidance-foundation-trusts/reports/guidance-governors/update-your-statutory-dut


http://www.monitor-nhsft.gov.uk/home/browse-category/guidance-foundation-trusts/reports/guidance-governors/update-your-statutory-dut


mailto:john.coutts@foundationtrustnetwork.org


mailto:john.coutts@foundationtrustnetwork.org
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PREPARATION 
PROGRAMME  



COMPANY SECRETARIES  
7 February 2013, RCOG, 27 Sussex Place, Regent's Park, 
London NW1 4RG 
Book here 
 
CLINICAL LEADS 
12 February 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
Book here 
 
FINANCE DIRECTORS  
19 February 2013, RCOG, 27 Sussex Place, Regent's Park, 
London NW1 4RG 
Book here 
 
COMMERCIAL DEVELOPMENT  LEADS 
19 February 2013, RCOG, 27 Sussex Place, Regent's Park, 
London NW1 4RG 
Book here 
 
HR DIRECTORS 
5 March 2013, Church House, Dean's Yard, Westminster, 
London SW1P 3NZ 
Book here 
 
CHAIRS AND CHIEF EXECUTIVES 
12 March 2013, RCOG, 27 Sussex Place, Regent’s Park, 
London NW1 4RG 
Book here 
 
MENTAL HEALTH GROUP 
28 March 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
 



 



 



 



 



 



 



 



 



Attracting and electing governors  
This event on governor pre-election activity aimed at 
membership managers and company secretaries of 
aspirant foundation trusts on 30 January is fully booked. If 
you would like to be added to the reserve list in case of 
cancellations, please email Freya Whitehead. Presentations 
will be available to download from our website after the 
event.  
 
Membership event, bookings open! 
The next event for membership leads from both aspirant 
and authorised FTs will take place in London on 28 
February. The day will give attendees the opportunity to 
hear good practice examples of the membership work 
taking place within the FT sector as well as gaining some 
hints and tips from external organisations in the public 
engagement field. The event is free to attend and we will 
initially be offering one place per organisation with 
additional places being placed on a reserve list. For more 
information and to book your place, please visit our 
website. 
 
Robust Quality Governance 
Following its success last year, we have decided to repeat 
the Robust Quality Governance event in partnership with 
Monitor. The day is aimed at colleagues from aspirant 
trusts, providing the opportunity to hear from Monitor and 
FT colleagues about the quality governance assessment 
framework, the benefits it can bring to your organisation 
and lesson learned from those who have been through it. 
The event will take place in London on 7 March. It booked 
up very quickly in September so we recommend reserving 
your place quickly. Please visit our website for further 
information and booking. 
 
 
 
 



NETWORKS UPDATE 





http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Ffeb-07-ftn-company-secretaries-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Ffeb-12-ftn-clinical-leads-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Ffeb-12-ftn-finance-directors-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Ffeb-12-ftn-commercial-development-leads-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Fmar-05-ftn-hr-directors-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Fmar-12-ftn-chairs-and-ceos%2F


mailto:Freya.whitehead@foundationtrustnetwork.org
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http://www.foundationtrustnetwork.org/events/mar-07-robust-quality-governance/
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PROFESSIONAL 
DEVELOPMENT 
OPPORTUNITIES 



Shadow Governor Development Day 
If you have elected your governors but not yet been 
authorised, this event is free for your governors to attend 
and a great chance hear about key areas of their role – 
quality, finance, governance and effective questioning. It is 
being held in London on 13 March, it is a repeat of a 
programme we ran in November which received excellent 
feedback. If you have shadow governors and would like 
more information and a booking form, please contact Freya 
Whitehead.   
 



 



FT executive directors’ programme  
The next executive directors’ development programme at 
Cass Business School will take place on 4-6 March 2013.  
This FTN-sponsored development programme is 
specifically designed for executive directors of FTs and 
aspirant trusts. It will explore the role of executive directors 
in today’s challenging healthcare environment.  
Held over three days, the programme will focus on risk 
appetite, risk management and strategy. It is designed to 
be appropriate for executive directors from all disciplines. 
For further details, please email Anika Bloomfield or call 020 
7040 8710. Please note that these programmes are 
extremely popular and booking up fast. 
 
 
 
 
 
 
 
 
 



Advanced Certificate in Health 
Service Governance 



ICSA has just launched its Advanced Certificate in Health 
Service Governance. Developed in partnership with the 
FTN, it is a qualification for governance professionals 
working in the NHS, allowing them to learn the practical 
skills to manage governance requirements specific to this 
sector. 
Topics include: 



• Legal obligations and recommended best practice. 
• Codes of corporate governance and applying rules 



and principles. 
• NHS governance frameworks, issues and risk 



management. 
• Holding the board to account. 



Register before 28 February and get a £50 discount. 
Please see their website for further details. 
 



NHS foundation trust non-executive 
directors programme  
A three day programme developed by Cass Business 
School, Monitor and the NHS Institute for Innovation and 
Improvement aiming to equip non-executive directors 
with the tools and knowhow to instigate systematic 
change and increase their value to their trust will run 20-22 
May 2013. For details, visit the Cass website. For a 
discussion about whether this programme is suitable for 
you, please contact Kim Hutchings or to apply please 
contact Anika Bloomfield.  
 



Cass company secretaries’ 
development programme  



Cass Business School and the FTN have worked together to 
design and deliver a high-impact three day development 
programme for FT and aspirant FT company secretaries 
with some experience of healthcare governance. The next 
programme runs from 13-15 May 2013. For further details, 
please contact Anika Bloomfield or visit the Cass website.  
 
 
 
 
 
 
 





mailto:freya.whitehead@foundationtrustnetwork.org


mailto:freya.whitehead@foundationtrustnetwork.org


mailto:anika.bloomfield.1@city.ac.uk


http://www.icsaglobal.com/join-us/advanced-certificate-in-health-service-governance#.UNME2HdcAcs


http://www.cass.city.ac.uk/courses/executive-education/sector-specific-programmes/nhs-courses/nhs-trust-neds-development-programme


mailto:kim.hutchings@foundationtrustnetwork.org


mailto:anika.bloomfield.1@city.ac.uk


mailto:anika.bloomfield.1@city.ac.uk


http://www.cass.city.ac.uk/courses/executive-education/sector-specific-programmes/nhs-courses/nhs-company-secretaries-development-programme








25 January 2013 
 



 
FOUNDATION TRUST NETWORK | NETWORKED | 25 JANUARY 2013 | Page 6 



 



EVENTS 



Strategic financial leadership  
This ten day programme prepares finance leaders for the 
challenges of the dynamic health service, focussing on 
developments in the world of finance and management 
and is supported by Monitor, the DH, and the NHS Institute 
for Innovation and Improvement. Programme dates are 10-
14 June 2013 and 1-5 July 2013. 
For further details, please contact Anika Bloomfield or call 
020 7040 8710. 
 



Strategic financial leadership alumni 
group   



This three day development programme on 3-5 June 2013 
is provided as a follow-up for NHS finance directors and 
deputy directors who have already completed the Cass 
strategic financial leadership programme. It is designed to 
provide continuing support to finance directors in today’s 
challenging healthcare environment. It seeks to engage 
participants in processes aimed at mind-set change, 
achieving transformation change and continuing the 
personal development of appropriate skill sets. 
For further details, please contact Anika Bloomfield or call 
020 7040 8710. 



 



Mystery Shoppers in the NHS 
Mystery shoppers can give you a true reflection of what 
you deliver – not what you think you deliver. South Essex 
Partnership University NHS Foundation Trust has been 
using mystery shoppers since 2007, using the feedback to 
improve services for patients and influence service 
redesign. The trust is running a one day conference to 
share how mystery shoppers can and do work in the NHS. 
Trust Chief Executive Dr. Patrick Geoghegan OBE will host 
the day with speakers from DH, Virgin Atlantic and mystery 
shoppers themselves.  
The event will take place on 12 February 2013 at KPMG, 15 
Canada Square, London E15 5GL. For more information or 
to book your place email Luke O’Reilly. The cost is £125 per 
delegate for statutory organisations. There are a number of 
free spaces available for delegates from voluntary 
organisations, or who are service users or carers. 



Lessons from Europe: Assuring 
Quality through Regulation   
LSE Health, the NHS European Office and Health Services 
Research Network are holding a series of seminars looking 
at ways in which NHS chief executives, researchers, policy-
makers, managers and clinicians can apply Lessons from 
Europe to the UK health sector. Peter Homa, chief 
executive of Nottinghamshire Healthcare NHS Trust will 
chair the third in this series on 14 February from 5pm-7pm 
at the London School of Economics: Assuring Quality 
through Regulation. For further details and to book your 
place please visit the NHS European Office’s website. 
 



Get ready for climate week! 



Climate Week is a national occasion which provides 
organisations with an opportunity to showcase the efforts 
they are making to work more sustainably or be more 
environmentally friendly. The campaign, taking place from 
4-10 March, is supported by the Prime Minister, the leaders 
of every major political party and the NHS Sustainability 
Unit among many others.   
The health sector is crucial to cutting emissions from its 
own estates and outreach function as well as highlighting 
the detrimental effects carbon-intensive lifestyles can have 
on health and community well-being.  With over 600 
events already registered for Climate Week 2013, now is the 
time to start planning your activities. You can run any kind 
of event that encourages people to live and work more 
sustainably. Please register your plans on Climate Week's 
online map. 
 



Healthcare Innovation Expo 2013 
Expo 2013 will focus on how the modernised NHS, driven 
by a new clinically-led commissioning system, can improve 
quality outcomes for patients through innovation. The 
event, which is taking place in London on 13-14 March, will 
showcase the best innovations in healthcare, including the 
latest technologies, products and care pathways that will 
help drive improvement in the way we deliver services to 
ensure patients get the highest quality care possible. Early-
bird tickets are available until 31 January, please visit their 
website for further details.
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CONTACT US 



Do contact us if you’d like further information about any of the items in this issue of Networked, or if you  



have any feedback or ideas about the Network’s work programme. 
 
 FTN e-mail addresses are: firstname.lastname@foundationtrustnetwork.org  
 
Sivakumar Anandaciva  
FTN Benchmarking Manager 020 7304 6819 
 
Natasha Bourne 
Administrator 020 304 6977 



Saffron Cordery 
Director of Communications and Strategy  
020 7304 6840 



John Coutts  
Governance Advisor 020 7304 6875 



Helen Crump  
Commercial and Regulatory Advisor 020 7304 6810 



Miriam Deakin 
Policy Manager 0207 304 6815 



Ryan Donaghey 
Employment Policy and Workforce Adviser 
020 7304 6827 



Jon Ettey 
Research Assistant 020 7304 6818 



Vivien Goldsmith  
Senior Media Officer 020 7304 6861 
 
Chris Hopson 
Chief Executive 0207 304 6805 



Kim Hutchings  
Head of Development and Engagement 
020 7304 6881 



 



Kitsy Kinane 
Senior Communications Manager 020 7304 6841 



Isabel Lobo  
Healthcare Analyst 020 7304 6822 



Sandra Marshall  
Senior Engagement Manager 020 7304 6890  



John O’Brien  
Director of Operations 020 7304 6968 



Claire O’Neill 
Governor Development Programme Manager 
020 7304 6927 



Jessica Paterson  
Communications Officer 020 7304 6843 



Marta Piotrowicz 
Senior Administrator 020 7304 6903 



Louise Prett 
Executive Assistant 020 7304 6805 



Mark Redhead  
Head of Policy 020 7304 6808 



Elliott Ward 
Senior Public Affairs Officer 020 7304 6873 



Freya Whitehead 
Development Programmes Administrator 
020 7304 6904 



Carly Wilson  
Preparation Programme Manager 020 7304 6893 
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  FT Bulletin 
21 December 2012 



    Issue 64 



For  information For  information For action 



Welcome to the December edition of Monitor’s FT Bulletin. 
This bulletin is sent to foundation trust chief executives, chairs, trust secretaries, finance, medical 
and nursing directors and the Foundation Trust Network. Click on the links below to jump straight to 
the relevant sections of the bulletin. 



 



• Experts likely to conclude 
that trust is unsustainable 
in current form 
 



• Monitor seeks long-term 
solution for troubled 
foundation trust  
 



• Monitor steps in on behalf 
of patients at Cambridge 
University Hospitals NHS 
Foundation Trust  
 



• Watch the latest webinar 
from Monitor & HFMA 
 



• Our latest job opportunities  



• Please complete our short 
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location for events  



  
• Please send in your 



updated constitutions 
 



• Foundation trusts and the 
new provider licence  
 



• Risk Assessment 
Framework  
 



• Mandatory services  
 



• Updated FT Accounts and 
FTCs process 2012/13 



 
• Transfer of PCT assets 



 
• Public Sector Internal Audit 



Standards 
 



• Accounting update 
 



• Review of FT performance to 
30 September 2012  
 



• Monitor focuses on better 
costing of NHS services 
based on individual patients  
 



• Draft Enforcement Guidance 
published for consultation 
 



• Consultation on proposed 
changes to Quality Report 
requirements for 2012/13 
 



• Governors’ statutory duties: 
views on our draft guide  
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financial climate  
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For information 
Foundation trusts and the new provider licence  



Subject to the Secretary of State’s formal approval of the final licence conditions, we expect 
Monitor’s new provider licence to come into effect for NHS foundation trusts (FTs) from 1 
April 2013. We will publish a response to the licence consultation and a copy of the final 
licence conditions in late January/early February 2013. 



FTs do not need to apply for a licence. We will issue one to all FTs in advance of 1 April 2013 
through the foundation trust portal. We will notify trusts of the exact timing of this as soon as 
possible in the new year. In advance of licences being issued, FTs will be asked to confirm 
the accuracy of some required information, such as names, titles and addresses.    



Information for FTs in significant breach of their terms of authorisation  



Monitor will be carrying out a review of outstanding issues in trusts which are in significant 
breach of their terms of authorisation ahead of licensing going live. This will identify which, if 
any, licence conditions would be breached or likely to be breached if the licence was in force. 
The review will also identify the actions reasonably required to resolve the issues. The 
mapping process is expected to be completed by February 2013.  



FTs will be contacted by their relationship manager in February/March 2013 to discuss the 
provisional findings from the review, including whether Monitor anticipates taking formal 
action to address any licence breach. Formal action could take the form of a discretionary 
requirement, an enforcement undertaking or the imposition of a specific, tailored licence 
condition relating to the governance of an FT. The nature and impact of any such actions will 
be discussed with each FT.  



If Monitor decides formal enforcement action is appropriate, this will happen as soon after the 
licence go-live date as is reasonable. Our aim is to ensure that there is no gap between the 
old and new regulatory regimes in order to protect patient interests. 



Please see our consultation on the draft enforcement guidance for further details on 
Monitor’s statutory enforcement powers and how we intend to approach a licence breach or 
likely breach. If you have any queries please contact your relationship manager at Monitor. 
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For information 
Risk Assessment Framework  
 
We will be consulting on our new Risk Assessment Framework (RAF) in January 2013. The 
RAF will describe how we will monitor providers of key NHS services, known as 
‘Commissioner Requested Services’ (which will include all FTs), and how we will assess risks 
and investigate where necessary. We will also use the framework to assess the governance 
of FTs and to investigate if we believe issues may arise. The RAF builds on the Compliance 
Framework that we have used so far to monitor FTs’ compliance with their terms of 
authorisation.  



The RAF will replace the Compliance Framework during 2013/14 and we currently propose 
that this should happen in quarter three 2013/14. However, the exact timing is subject of 
course to the responses we receive to the consultation.   



The RAF will operate alongside Monitor’s enforcement guidance (see our current 
consultation on our draft enforcement guidance) as part of Monitor’s new regulatory 
framework based on the provider licence.  



 
Mandatory services  
 
When the new provider licence comes into effect, all NHS-funded mandatory services (as set 
out in schedule two of the terms of authorisation) will automatically become Commissioner 
Requested Services (CRS). We intend for this “grandfathering” of mandatory services to last 
for up to three years. This will provide commissioners with time to analyse, redefine and 
agree with trusts what services they want to classify as CRS.  



 
Updated FT Accounts and FTCs process 2012/13  



We have updated the FT Accounts and FTCs process 2012/13 page on our website. This 
page includes copies of the guidance we issued to foundation trusts relating to the accounts, 
FTCs process and Alignment Project. 
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For information 
Transfer of PCT assets 
 
Further to the November 2012 FT Bulletin, the transfer of assets from primary care trusts to 
other NHS bodies, including NHS foundation trusts, will occur on 1 April 2013. They are 
therefore not 2012/13 transactions, and the transfer of assets will not be an in-year 
transaction in the 2012/13 year-end FTC form. 



 



Public Sector Internal Audit Standards 
 
CIPFA has issued Public Sector Internal Audit Standards which are available on their 
website. These are based on the Institute of Internal Auditors International Professional 
Practices Framework and are intended to promote further improvement in the 
professionalism, quality, consistency and effectiveness of internal audit across the public 
sector. The standards have been produced jointly with the Department of Health and other 
government departments to promote cross-government consistency, and build on the current 
NHS Internal Audit Standards.  Whilst these standards are not mandatory for FTs, the 
Department of Health intends to apply them to internal audit suppliers of NHS trusts and 
Clinical Commissioning Groups from 1 April 2013. 



 



Accounting update 
 
Discount rates 
HM Treasury has published the discount rates for valuing general provisions and post 
employment benefits liabilities as at 31 March 2013. These are referred to in paragraph 5.59 
of the 2012/13 NHS Foundation Trust Annual Reporting Manual.  The documents setting out 
these rates will soon be made available at www.monitor-nhsft.gov.uk/accountsprocess 



Valuations of Property, Plant and Equipment 
Monitor has been made aware that a small number of public sector bodies have recently 
instructed the Valuation Office Agency to prepare property valuations on an IFRS 13 basis,  
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For information 
having misinterpreted a RICS communication that highlighted the 1 January 2013 adoption in 
the UK.  Please note that IFRS 13 does not apply until it has been adopted by HM 
Treasury. Details on the accounting standards currently applicable to NHS foundation trusts 
are provided in the NHS Foundation Trust Annual Reporting Manual. 



NHS Property Services 
NHS Property Services is a company being set up to manage the NHS property assets of the 
closing PCTs and SHAs, and of Clinical Commissioning Groups and the NHS Commissioning 
Board. 



NHS Property Services will be a private company, 100% owned by the Department of Health. 
While many NHS foundation trusts are likely to have minimal transactions with this body, they 
may wish to establish this body on their ledgers. 



 
Expert team likely to conclude that trust is unsustainable in current form 



An independent team of experts has advised Monitor that it is likely to conclude that Mid 
Staffordshire NHS Foundation Trust is unable to achieve long term financial or clinical 
sustainability in its current form. 



The team, made up of experts from Ernst & Young and McKinsey, was appointed by Monitor 
in September to examine viable long term solutions for providing services to patients in Mid 
Staffordshire. 



After a programme of engagement with the trust's Executive and senior management teams, 
and local commissioners, the experts will report to Monitor early in the new year to explain 
how they have reached their conclusion. Read more here. 



In the light of work being undertaken to examine the sustainability of health care services in 
Mid Staffordshire, Cannock Chase MP Aidan Burley and the Cannock Working Group have 
put forward a proposal to transfer the assets of Cannock Hospital to local community 
ownership. The proposal relates to the building and grounds of the hospital, not patient 
services. David Bennett set out Monitor's view in this letter to Mr Burley. 



 



 
 



 



 



 



 



 
 



Jump straight to a section using the quick links above 



Publications, 
consultation & 
engagement 



Events & development 
programmes 



Getting in touch 



For information For information For action 



Return to  
main menu  Back Forward 





http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/consultations/consultations-monitor’s-role-foundation-trust-regula


http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/latest-press-releases/expert-team-likely-advise-monitor-trust-unsu


http://www.monitor-nhsft.gov.uk/sites/all/modules/fckeditor/plugins/ktbrowser/_openTKFile.php?id=17364








Jump straight to a section using the quick links above 



For information 
Monitor seeks long-term solution for troubled foundation trust  



Experts are being called in to recommend a long-term solution for the financial viability of 
Peterborough and Stamford Hospitals NHS Foundation Trust. Although the trust has been in 
significant breach of its terms of authorisation on financial grounds since October 2011, there 
is no evidence its financial problems have affected the quality of clinical care. 



Following a competitive tender, the selected experts will work closely with the trust, local 
commissioners, and neighbouring hospitals with the aim of delivering a report to Monitor 
setting out a plan to provide the hospital services that local patients need. Read more here. 



We recently issued a statement in response to the National Audit Office report on 
Peterborough and Stamford Hospitals NHS Foundation Trust. David Bennett also spoke at 
the Public Accounts Committee on the franchising of NHS trusts on 10 December. 



 
Monitor steps in on behalf of patients at Cambridge University Hospitals NHS 
Foundation Trust  



We have taken regulatory action at Cambridge University Hospitals NHS Foundation Trust to 
improve the quality and organisation of health care for patients. 



We found the trust in significant breach of its terms of authorisation due to a successive 
failure to meet health care targets including waiting times for cancer treatment and A&E 
performance. 



These concerns were compounded by multiple occurrences of preventable patient safety 
incidents (referred to as 'never events') and poor financial performance. Read more here. 



 
 



 



 



 



 



 
 



Jump straight to a section using the quick links above 



Publications, 
consultation & 
engagement 



Events & development 
programmes 



Getting in touch 



For information For information For action 



Return to  
main menu  Back Forward 





http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/latest-press-releases/monitor-seeks-long-term-solution-troubled-fo


http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/latest-press-releases/monitor-statement-response-the-nao-report-pe


http://www.publications.parliament.uk/pa/cm201213/cmselect/cmpubacc/uc789-i/uc78901.htm


http://www.monitor-nhsft.gov.uk/about-nhs-foundation-trusts/nhs-foundation-trust-directory/cambridge-university-hospitals-nhs-founda


http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/latest-press-releases/monitor-steps-behalf-patients-cambridge-univ








Jump straight to a section using the quick links above 



For information 
Watch the latest webinar from Monitor & HFMA 



Monitor and the HFMA held the latest in our series of CIPs’ webinars earlier this month. This 
one covered Optimising NED involvement in CIP delivery. View the webinar here. 



  



Our latest job opportunities  



We have posted a range of job opportunities on our recruitment site JoinMonitor.com in the 
past month, which you can view and apply for online now. 



 



 
 



Jump straight to a section using the quick links above 



Publications, 
consultation & 
engagement 



Events & development 
programmes 



Getting in touch 



For information For information For action 



Return to  
main menu  Back Forward 





http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/events/cips-free-webinar-series-optimising-ned-involvement-and-eng


http://www.joinmonitor.com/








Jump straight to a section using the quick links above 



Please complete our short survey on your preferred location for events   



Over the coming months our regional teams will be leading engagement events with 
providers and commissioners.  



Please take two minutes to complete this survey about where you prefer to attend events.  



  



Please send in your updated constitutions 



Thank you to all FTs who have submitted revised constitutions to us and for your patience 
while Monitor processes these.  Monitor’s Legal team has reviewed practically all the 
constitutions submitted. A large number of these have been approved and others are under 
discussion with the individual trusts.  



The remaining 43 or so FTs who have not yet submitted their documents are asked to do so 
as soon as possible (please refer to the August FT bulletin for instructions). FTs are 
reminded not to submit other constitution changes at the same time. 
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Publications 



You can find a full list of our latest publications here on our website. 



Review of FT performance to 30 September 2012  



Our review of foundation trust performance for quarter two has just been published on our 
website. The report describes how six months into the financial year the FT sector continues 
to perform well in the current challenging economic climate. However, following our concerns 
at Q1, a small number of trusts have still not made enough progress towards delivering 
planned cost savings.  



There has been an overall improvement in trusts meeting health care targets, particularly on 
infection control and cancer, maintaining a steady improvement over the last 12 months. 
Trusts will be under more pressure to meet targets and deliver important savings as we 
move into winter, based on the normal seasonal pattern.  



Find out more in the report here. 



 
Monitor focuses on better costing of NHS services based on individual patients  



We have set out our approach to costing patient care in this report, which we published at 
the end of November. We believe the NHS should improve the way it records data on the 
cost of services so that, in future, prices are based on the actual cost of providing services 
for individual patients, rather than the average cost.  
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Consultation and engagement 



Draft Enforcement Guidance published for consultation 



This week we published a draft of our enforcement guidance and are currently seeking 
views on this. The guidance sets out Monitor's general approach to exercising our 
enforcement powers in relation to potential and actual breaches of the licence and other 
regulatory obligations. It sets out the proposed process for prioritising issues, deciding on 
the action to take and seeking input from stakeholders on our proposed actions.  



Please send your response to us by 5pm on 11 February 2013. 
 



Consultation on proposed changes to Quality Report requirements for 2012/13 
 
We are currently consulting on proposed changes to Quality Report requirements for 
2012/13. This consultation sets out our proposals to make changes to the Detailed Guidance 
for External Assurance on Quality Reports. Our proposals include changing the mandated 
indicators for acute foundation trusts and standardising and mandating the local indicator for 
all foundation trusts. We are keen to hear your views on the detail of the proposals. Please 
complete the consultation response form on our website and return it to 
consultation@monitor-nhsft.gov.uk by 5pm on 31 January 2013.  
 
We will consider the responses with the aim of publishing an amended Detailed Guidance 
for External Assurance on Quality Reports in spring 2013. 
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Governors’ statutory duties: views on our draft reference guide  



We have just published our draft of the updated guidance for FT governors on their statutory 
duties, in light of changes brought about by the Health and Social Care Act 2012.  



Not all of the new governor duties introduced by the Act have come into force yet and in the 
meantime we would like any views, particularly from foundation trust governors and board 
secretaries, on this draft guide and its content. The draft guide has been emailed to board 
secretaries to circulate to their governors. 



Please let us know by 5pm on Friday 1 March 2013 if you have any comments on the 
guide. Please email carolyn.may@monitor-nhsft.gov.uk or write to Carolyn May, Monitor, 4 
Matthew Parker Street, London, SWIH 9NP. We will look at the comments we receive with 
the aim of publishing a final guide during April 2013.  



Please note that many of the references in the draft guide, for example ‘terms of 
authorisation’, will change in the final guide to reflect the new provider licence, which will be 
introduced during 2013, and Monitor’s revised approach to regulating foundation trusts. 
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Save the date - 19 March 2013 (central London) 



Value based health care: delivering high quality, efficient services in a tough financial 
climate  
Monitor, in partnership with the HFMA, will hold a one-day conference focusing on delivering 
efficient and high quality health care services within the context of reduced cost.     



The conference will pick up the concept of value in health care and high profile speakers will 
present on efficient health care service delivery.  Speakers will share their experience of 
driving value in health care – value being defined as delivering the best outcomes per pound 
spent.     



There will be a mix of presentations and break-out sessions where delegates will have the 
opportunity to hear about a variety of topics including: 



• service transformation through focus on value based health care;  



• delivery of successful and sustainable cost improvement programmes; and  



• working in partnership with commissioners to maximise value.     



There will be an opportunity to join interactive master-classes, and share good practice and 
practical tips from various organisations across the health care sector. Workshops will 
include: 



• how service-line management has transformed clinical leadership and engagement; 



• moving to sustainable cost improvement programme delivery;  



• rationalisation of clinical services; and 



• service transformation across traditional boundaries. 
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Who should attend? 



Board members (including Chairs, Chief Executives, Non Executive Directors, Finance 
Directors and Medical Directors) and other senior managers and clinicians responsible for 
service delivery.       



Please note this date in your diary; further details will follow in the new year. 



 



Induction seminars for newly appointed chairs and chief executives  
 
As set out in the Compliance Framework (point 30), Monitor runs induction seminars for 
newly appointed chairs and chief executives of NHS foundation trusts who have not had 
prior experience of Monitor’s authorisation process. 
 
As part of Monitor’s reporting requirements, if a chair or chief executive has not attended, or 
is not scheduled to attend, this programme within six months of their appointment, an 
explanation is required as to when they will attend. If this is not the case, an explanation is 
required as to why attendance is not considered necessary. 
 
The next programme is scheduled for 21 February 2013. 
Places on the programme, which will be held at Monitor's office in Westminster, are 
allocated on a first come first served basis to those delegates who meet the criteria outlined 
in the Compliance Framework. 
 
A formal invitation will be sent by relationship managers in due course, but expressions of 
interest and places can be booked in advance by contacting gillian.murphy@monitor-
nhsft.gov.uk. 
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Queries or feedback 
If you have any queries about the information in this bulletin, please contact your Relationship 
Manager at Monitor. 
 
News alerts 
Monitor’s news update service is a convenient way for you to receive relevant information direct to 
your inbox. Click here to subscribe. 
 
Publications 
All of our publications are available to download from the publications section on our website.  
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  FT Bulletin 



21 January 2013 
    Issue 65 



For  action For  information For information 



Welcome to the January edition of Monitor’s FT Bulletin. 
This bulletin is sent to foundation trust chief executives, chairs, trust secretaries, finance, medical 
and nursing directors and the Foundation Trust Network. Click on the links below to jump straight to 
the relevant sections of the bulletin. 
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• Updated Accounts & FTCs 
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• Our latest job opportunities  
  



 



• Consultation on the Risk 
Assessment Framework  
 



• Annual plan review 
submissions process 
2013/14  



 
• Implementing the 



recommendations of the 
HMT review of Tax 
Arrangements  
 



• Schedule 6 has been 
updated  



 



• Our updated guide for 
foundation trust applicants  
 



• Draft Enforcement Guidance 
- consultation closes soon 
 



• Proposed changes to 
Quality Report requirements 
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views 
 



• A common definition for 
Integrated Care - your views 
needed  
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Jump straight to a section using the quick links above 



For action 
Consultation on the Risk Assessment Framework  



We welcome your views on our Draft Risk Assessment Framework which is now out for 
consultation until 5pm on 4 April. The document is a draft of the manual we plan to use to 
monitor compliance by providers of NHS services with certain conditions of the new licence. 



The principles behind the Risk Assessment Framework (RAF) are similar to those set out in 
the Compliance Framework. However, as our new powers under the Health and Social Care 
Act 2012 will apply to a wider range of NHS providers, and cover additional matters, the 
existing Compliance Framework will be replaced from 1 October 2013.  



We are holding a webinar on the Risk Assessment Framework as well as the Enforcement 
Guidance on Wednesday 30 January 2013, 3pm - 4.30pm to bring you up to speed with our 
proposals. You will also have the opportunity to ask questions at the end of the presentation. 
Sign up to attend the webinar here.  



 
Annual plan review submissions process 2013/14   
 
We are pleased to confirm that the timetable for APR 2013/14 will be similar to last year’s 
process: 
• 1 March 2013 – Strategic template released 
• 1 April 2013 - Financial template released 
• 3 June 2013 (9am) – Submissions due to Monitor 
 
Please note that we are currently in the process of reviewing the strategic and financial 
templates. Although we do not anticipate major changes from last year’s financial model, we 
expect the format of the strategic template to be updated. 
 
The 2013/14 process will focus particularly on sustainability and quality of planning, the key 
issues coming out of last year’s review. We will provide a further update on process changes 
in February’s FT bulletin. 
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Jump straight to a section using the quick links above 



For action 
Implementing the recommendations of the HMT review of Tax Arrangements  



All trusts should be aware of Department of Health advice contained in the letter of  20 
August 2012 from David Nicolson entitled Implementing the recommendations of the HMT 
review of Tax Arrangements (Gateway ref.17993), which was sent to all chairs, chief 
executives, finance directors and HR directors of foundation trusts. Trusts are reminded that 
all NHS organisations were asked to implement the recommendations set out in the letter as 
fully and as soon as possible. Please note that the HM Treasury will be conducting a 
compliance check in April 2013. 



 
Schedule 6 has been updated  



Text Schedule 6 of a foundation trust's terms of authorisation lists the information they have a 
legal or statutory obligation to supply. This has been updated and can be found on our 
website here. 
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For information 
Foundation trusts and the new provider licence  



Subject to the Secretary of State’s agreement, we expect Monitor’s new provider licence to 
come into effect for NHS foundation trusts from 1 April 2013. We will publish a response to 
the licensing consultation, along with a copy of the final licence conditions, following 
confirmation from the Secretary of State to proceed with licensing foundation trusts from April 
2013.  



Please note that FTs do not need to apply for a licence. We will issue licences to all FTs 
through the foundation trust portal. We will notify trusts of the exact timing of this as soon as 
possible in the coming weeks. In advance of licences being issued, FTs will be asked to 
confirm the accuracy of some required information, such as names, titles and addresses. 



 
Update to the Quarter 3 template - technical notes for the pilot indicators  



Earlier this month, trusts will have received the Quarter 3 monitoring template for completion. 
This included seven governance proxy measures which we are currently piloting in parallel 
with the consultation on our new draft Risk Assessment Framework. Collecting this data will 
allow us to assess any practical issues associated with their monitoring and the impact of 
their potential introduction. In response to a number of queries we have received about the 
data requested, we have revised the technical notes which you will find here.  



Any general comments about implementation issues are very welcome at:  
raf@monitor-nhsft.gov.uk. Please note that this email address is used to inform our 
consultation on the draft Risk Assessment Framework and trusts will not receive a response. 
For any queries requiring clarification or a response, please contact your relationship teams 
as usual. 
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For information 
Governor Panel  



We are currently advertising for a chair and members of the Governor Panel (referred to in 
section 162 of the Health and Social Care Act 2012) which will answer questions raised by 
councils of governors of NHS foundation trusts on: 



•whether a trust has breached or is at risk of breaching its constitution; or 
•whether a trust is breaching the provisions of Chapter 5 of the 2006 NHS Act. 



The appointment of the chair will be undertaken by a steering group including representatives 
of foundation trusts, the Foundation Trust Network, the Foundation Trust Governors 
Association and foundation trust governors. The appointed chair will then assist the steering 
group with appointing the other panel members. 



The deadline for applications for both the chair and member positions is 5pm on Monday 11 
February 2013. Full details of the positions, the experience and personal qualities sought 
and background information on the panel is here. These are important positions and we 
encourage you to forward these details to people whom you believe may be interested in 
these roles. 



Please contact Carolyn May at Carolyn.may@monitor-nhsft.gov.uk if you have any questions 
about the panel or the recruitment process. 



Fair playing field review – an update 



Following this week’s press coverage about the fair playing field review, we published a press 
statement on our website highlighting that there is no draft report of the Fair Playing Field 
Review and, although we do not intend to provide a running commentary on the review, in 
light of the recent media speculation we sought to clarify the position on one specific issue. 



We clarified that Monitor has yet to decide what recommendations it will make to the 
Secretary of State. And, whilst it is the case that corporation tax is one of many distortions 
that the review is looking at, Monitor will not be recommending that private sector 
providers should be exempt from paying corporation tax. 
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For information 
Independent report finds Mid Staffordshire NHS Foundation Trust clinically and 
financially unsustainable  



A challenged foundation trust is providing safe care today but will not be able to do so on a 
sustainable basis in the future, according to an independent investigation carried out for 
Monitor. 



The findings were published in an interim report from a team of experts tasked by Monitor 
with examining whether Mid Staffordshire NHS Foundation Trust in its current form is able to 
provide services to local patients in the long term. The team reported that the trust is not 
clinically sustainable in its present form and cannot break even without compromising future 
clinical services. 



Whilst significant improvements have been made to the way the trust is run and there are no 
immediate concerns about the care patients are receiving, the experts in the Contingency 
Planning Team advised Monitor that this will not be sustainable. The experts are now 
considering how services should be provided in a way which meets the needs of patients in 
the Mid Staffordshire area and is also sustainable.  



Once Monitor has received recommendations in a final report, it will decide what action to 
take and whether to put the trust into Special Administration. You can read the full story and a 
copy of the sustainability report here. 



Monitor authorises a new NHS foundation trust  



This month Monitor authorised West Midlands Ambulance Service’s application for 
foundation trust status, which now takes the total number of NHS foundation trusts to 145. 



West Midlands Ambulance Service NHS Foundation Trust will now benefit from the variety of 
new freedoms that are open to all foundation trusts, which means it can better shape its 
health care services around local needs and priorities, in line with the requirements of its 
commissioners. Further details on the trust are in the NHS foundation trust directory on the 
Monitor website here. 
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For information 
Two foundation trust applications are deferred  



The applications of Leicestershire Partnerships and East of England Ambulance Service 
NHS Trusts have been deferred by Monitor for six and 12 months respectively. The deferral 
decisions relate to concerns that the trusts had not yet demonstrated they meet the 
necessary quality performance thresholds for authorisation. 



Leicestershire Partnerships NHS Trust has not yet provided Monitor with sufficient evidence 
that it has appropriate quality governance arrangements in place. 



East of England Ambulance Service NHS Trust was found to have failed its 19 minute 
response time target and has not yet provided evidence that it has a robust action plan in 
place to address this. In addition, the Care Quality Commission (CQC) is giving further 
consideration to quality information before being ready to conclude on its assurance position 
on all CQC essential standards. Monitor will not authorise trusts without this assurance. 



During the deferral period these two trusts will need to demonstrate they have implemented 
action plans to meet these requirements. 



 
Two trusts removed from significant breach  



Two NHS foundation trusts are no longer in significant breach of the terms of their 
authorisation having made substantial improvements. 



Gloucestershire Hospitals NHS Foundation Trust was removed from significant breach in 
December 2012 following improvements to its delivery and oversight of emergency care. 
James Paget University Hospitals NHS Foundation Trust was also removed from significant 
breach last December after improving the way it deals with risk to patients. 
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Updated Accounts and FTCs process 2012/13  



We have updated the FT Accounts and FTCs process 2012/13 page on our website. This 
includes copies of the guidance we have issued to foundation trusts on the agreement of 
balances exercise issued jointly by the Department of Health and Monitor; as well as 
guidance on the provisions discounts rates. 



 
Our latest job opportunities  



We have posted a range of job opportunities on our recruitment site JoinMonitor.com this 
month, which you can view and apply for online now. 
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Publications 



Our updated guide for foundation trust applicants  



This month we updated our guidance for trusts applying for NHS foundation trust status, 
after taking account of responses to our consultation on proposed changes to the applicants’ 
guide.  



This latest guide, which supercedes the July 2010 edition, also takes note of changes 
resulting from the Health and Social Care Act (2012), for example the removal of the private 
patient income cap, and provides a range of updates and clarifications to Monitor’s process. 
A further update will be made in spring to reflect additional changes from the legislation and 
our Risk Assessment Framework consultation. Any changes which may result from the Mid 
Staffordshire NHS Foundation Trust Public Inquiry will also be incorporated into guidance as 
necessary.  



You can read our recently published summary of consultation responses here as well as the 
Amendments to 'Applying for NHS Foundation Trust status - Guide for Applicants' (January 
2013) here. 
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Consultation and engagement  



In addition to the Draft Risk Assessment Framework consultation launched this month, we 
are also consulting on:  



 
Draft Enforcement Guidance - consultation closes soon 



The deadline for responses to our consultation on our draft Enforcement Guidance is 5pm 
on 11 February 2013.  The guidance sets out Monitor's general approach to exercising our 
enforcement powers in relation to potential and actual breaches of the licence and other 
regulatory obligations. It sets out the proposed process for prioritising issues, deciding on 
the action to take and seeking input from stakeholders on our proposed actions. Full details 
on the consultation can be found on the Monitor website here. 



 
Proposed changes to Quality Report requirements for 2012/13 – last call for views 



Our consultation on proposed changes to Quality Report requirements for 2012/13 closes at 
5pm on 31 January 2013.  This consultation proposes making changes to the Detailed 
Guidance for External Assurance on Quality Reports which include: changing the mandated 
indicators for acute foundation trusts; and standardising and mandating the local indicator for 
all foundation trusts.  



We’re keen to hear your views on the detail of the proposals and will consider the responses 
with the aim of publishing an amended Detailed Guidance for External Assurance on Quality 
Reports in spring 2013. 
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A common definition for Integrated Care - your views needed  



Under the Health and Social Care Act 2012, Monitor has a duty to enable care to be 
delivered in an integrated way. Research has shown there is a need for a clear definition of 
integrated care which would help the public and professionals share a common and 
meaningful understanding of what good person-centred, co-ordinated care looks like for an 
individual, using language with which everyone can identify. 



The NHS Commissioning Board has commissioned National Voices, the national coalition of 
health and social care charities and its members, to develop this definition from the 
perspective of the patient and service user, in partnership with the Local Government 
Association, Department of Health, Monitor and ADASS (the Association of Directors of 
Adult Social Services). 



We would like to hear your comments. Please visit our website here for further 
information and details on how you can provide comments or suggestions. Please ensure 
you respond by 28 February 2013. 



There is also an opportunity for you to be part of an online community (hosted by the Local 
Government Association) for all parts of the system to share information, knowledge and 
resources to support more joined up health and care locally. Anyone with an interest in 
supporting integrated health and care is free to join, download and share information and 
expertise. Please visit the ‘Health and Care Integration Group’ on Knowledge Hub to join or 
find out more. 
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Risk Assessment Framework and Enforcement Guidance Webinar – book your place 
here 



We are holding a webinar on the Risk Assessment Framework and Enforcement Guidance 
on Wednesday 30 January 2013, 3pm - 4.30pm to bring you up to speed with our 
proposals. You will also have the opportunity to ask questions at the end of the presentation. 



We’re keen to hear from a wide range of people during these consultations and urge 
everyone interested to take part in the webinar and respond to the consultation. Please 
register here to book your place. 



 
Webinar - the clinician’s role in service delivery and cost improvement programmes – 
18 February 2013, 4.30-5.30pm – register here now.  



Cost improvement programmes (CIPs) are integral to all trusts’ financial planning and 
require good, sustained performance to be achieved. There is significant variation in 
approach and success among trusts and no single approach works for all 
organisations. Even the most successful trusts are likely to find CIP delivery challenging in 
the future and all should consider their approach to managing these programmes. 



The consistent message coming from higher performing organisations suggests that 
adopting certain ways of working can deliver planned CIPs without reducing quality and 
safety. There are some generic issues and areas for improvement that all boards should 
consider. One area which makes a significant impact is when clinicians are fully involved and 
engaged in the process. 



The clinician’s role in service delivery and cost improvement programmes is the fourth 
in a series of 5 webinars aiming to support trusts with cost improvement programme 
planning, identification, delivery and monitoring. We are particularly keen that medical and 
clinical directors attend this webinar, which will cover: 
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• experiences from Medical Directors in how they ensure clinical involvement and 
engagement in the CIP delivery process;  



• how clinicians can support the board, executive directors and divisions in successful 
service delivery; 



• practical ways that medical and clinical directors have been involved in service delivery 
and cost improvement programmes with clear examples of the benefits; 



• the challenges and what to avoid; 
• the positive impact clinicians can have on the process; 
• the potential impact of medical engagement and leadership; 
• the importance of clinicians supporting the development of the organisation culture 



required to achieve sustainable and safe CIPs; and 
• why clinical engagement is critical for organisations going forwards.  



 
Who should sign up for this webinar? CEOs, medical directors, clinical directors, operations 
directors, nurse directors, divisional directors, chairs, non- executive directors and other 
board members, and senior clinicians who are keen to hear how clinical leadership and 
engagement is key in successful service delivery and CIPs. 



 
Non-Executive Director Development Programme in May  



This programme is designed to help Non-Executive Directors build upon their personal skills 
and develop a broad and comprehensive understanding of the NHS, including quality, 
finance, board dynamics and the strategic challenges facing the health sector. The next 
programme runs from 20–22 May at the Cass Business School at City University in London. 
You can find out more including how to book here.   
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Strategic Financial Leadership Programme and Alumni Programme this June  



NHS Strategic Financial Leadership Programme  



This 10-day programme at the Cass Business School in London aims to address the 
challenges facing finance directors in the modern NHS. It will help develop your skills by 
focusing on leading-edge developments in the world of finance and management. The 
programme is open to finance directors and deputy finance directors across the NHS. 
Bookings are now open for the next programme which runs from 10-14 June and 1-5 July 
2013. You can find out more here. 



NHS Foundation Trust Strategic Financial Leadership Alumni Programme 



This 3-day development programme is a follow-up for NHS finance directors and deputy 
directors who have already completed the Cass Strategic Financial Leadership Programme 
(a prerequisite for attendance on the programme). It’s designed to provide continued support 
to finance directors in today’s challenging health care environment. 



If this interests you, please save the date for our upcoming programme, which takes place 
from 3–5 June. Further details on how to book to this programme will be made available on 
the Monitor website soon. 
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Induction seminars for newly appointed chairs and chief executives  



As set out in the Compliance Framework (point 30), Monitor runs induction seminars for 
newly appointed chairs and chief executives of NHS foundation trusts who have no prior 
experience of Monitor’s authorisation process.  



As part of Monitor’s reporting requirements, if a chair or chief executive has not attended, or 
is not scheduled to attend, this programme within six months of their appointment, an 
explanation is required as to when they will attend. If this is not the case, an explanation is 
required as to why attendance is not considered necessary.  



The next programme is scheduled for 21 February 2013. Places on the programme - 
which are held at Monitor's office in Westminster - are allocated on a first come first served 
basis to delegates who meet the criteria outlined in the Compliance Framework.  



A formal invitation will be sent by relationship managers in due course, but expressions of 
interest and places can be booked in advance by contacting gillian.murphy@monitor-
nhsft.gov.uk  
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Queries or feedback 
If you have any queries about the information in this bulletin, please contact your Relationship 
Manager at Monitor. 
 
News alerts 
Monitor’s news update service is a convenient way for you to receive relevant information direct to 
your inbox. Click here to subscribe. 
 
Publications 
All of our publications are available to download from the publications section on our website.  
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NEWS 
  



Francis report published 
Susbtatntial media coverage accompanied the publication 
of the Mid Staffordshire NHS Foundation Trust Public 
Inquiry Report which calls for a radical change of culture in 
the NHS.  It is a detailed analysis which raises extremely 
serious issues for the NHS about the quality of patient care, 
and highlights harrowing examples of terrible care.  Robert 
Francis QC made 290 recommendations to which the 
government will respond in detail next month.  The Prime 
Minister has committed to move more quickly in three 
areas: 
• Putting patients first – including enhancing CQC’s 



powers to include the suspension of NHS boards; 
• Accountability and transparency – including 



strengthening the NMC’s decision making process; and  
• Regulatory action – including creating a new Chief 



Inspector of Hospitals within CQC and an immediate 
review by Sir Bruce Keogh of trusts with the highest 
mortality rates. This is already underway. 



A section of our website is dedicated to the Francis 
Report.  There you can find our press statement and on the 
day briefing for members highlighting the key 
recommendations which, if implemented, will impact 
trusts. These are around: 
• Inspection and regulation – such as poor scores on 



Friends and Family test resulting in immediate CQC 
inspection; 



• Employee duties – including a statutory duty of 
candour, regulation of healthcare workers and a fit and 
proper person test for directors; 



• Authorisation – including the transfer of the FT 
authorisation process to CQC; 



• Local accountability – including strengthening the role 
of governors and NEDs. 



We have previously acknowledged in an open letter to all 
members that pockets of poor quality care exist in even the 
best NHS trusts. The Francis Report marks a significant 
addition to our understanding about why poor quality care 
continues to occur in the NHS despite widespread efforts  
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by trusts and their staff to resolve this complex problem. 
We will work with members as we, as a sector ,respond 
to the Francis recommendations. 
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Counsel to the Francis Inquiry to 
speak at FTN governance conference  



Tom Kark QC, Counsel to the Francis Inquiry, will speak at 
'Governance after Francis and the NHS Reforms', taking 
place in London on 20 March 2013. He will cover the key 
points of the report, summarising its conclusions and 
explaining how they were reached; the wider lessons for 
the NHS in general and for provider trusts in particular; and 
share his thoughts on the impact the report will have on 
the future of the NHS.  
Also confirmed to speak is Dame Julie Mellor, Health and 
Parliamentary Ombudsman who will cover board 
governance and complaints handling. 
‘Governance after Francis and the NHS Reforms’ will give 
delegates an opportunity to debate how trusts can 
develop strong board leadership and local accountability 
models which deliver high quality care for patients, 
empower and enable NHS staff, engage their communities, 
and support a culture of continuous learning and 
improvement. 
Please see the event webpage for further details and to 
book your place. 
 



CCG assurance of Cost Improvement 
Plans 
We have received a number of enquiries from members 
about a requirement in the NHSCB planning guidance that 
CCGs need to seek assurances from Medical and Nursing 
Directors that services remain safe as a result of provider’s 
Cost Improvement Plans: 
2.27 …To be contracted to receive NHS services, all 
commissioners will operate on the basis that any cost 
improvement programmes must be agreed by the Medical 
and Nursing Directors of the provider as having been 
assured as clinically safe… 
Requests for this assurance are now being issued, in some 
cases at a level of detail that could be considered 
inappropriate. It would be useful to get a sense of what is 
being requested so that we can share intelligence across 
the sector and assist you in determining your approach. 
Please contact Mark Redhead with any information you 
wish to share. 



 



 



Costs of auto-enrolment in pension 
schemes 
We are also receiving enquiries about the costs of auto-
enrolment in pension schemes for trusts, with figures of 1-
2% of the pay bill being reported as the impact of the 
policy. NHS Employers has advised that there is no 
additional funding being made available to meet the costs 
of compliance and this could amount to a significant 
additional cost pressure. We are including this issue in our 
policy lines and representations to government. Details of 
the auto-enrolment process and FAQs are available on the 
NHS Employers website. Please contact Mark Redhead for 
further information. 
 



Standard Contract 2013-14 
The NHS Commissioning Board published the 2013-14 
standard contract on 4 February, the document is available 
on their website. Thanks for all your input to date. We 
welcome continued feedback as the contract is 
implemented, and especially on members’ views on the 
changed approach to calculation of C. diff performance 
and penalties. Please send any comments to Helen Crump. 
 
Better Training Better Care 
The Better Training Better Care (BTBC) programme, run by 
Health Education England, aims to improve the quality of 
training and learning for the benefit of patient care. The 
programme produces a newsletter which includes updates 
of BTBC programme activity and showcases snapshots of 
the pilot sites.  In this edition, trainees from the University 
of South Manchester NHS Foundation Trust have been 
interviewed about being involved in their pilot project – 
protected surgical lists. They look at some early findings 
from Mid Cheshire Hospitals NHS Foundation Trust’s 
project – e-handover – as well as some of their learning 
experiences, and they explain how the Broadening the 
Foundation Programme workstream is progressing. Please 
visit their website for further information on this 
programme. 
 
 
 
 
 





http://www.foundationtrustnetwork.org/events/mar-20-governance-after-francis-and-the-nhs-reforms/
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Unipart dinner and day seminar – 
save the date! 
The annual Unipart dinner and seminar is set for 18-19 
April. The event, which will take place at the Unipart HQ in 
Cowley, Oxfordshire, is open to member chief executives, 
chairs, HR and commercial directors. Further programme 
details and booking instructions will follow in the next issue 
of the newsletter but for now, please save the date in your 
diaries.  
 



Meeting with Royal College of 
Pathologists 
The FTN has organised a meeting with the Royal College of 
to discuss a range of issues on contracts and college duties, 
including job description reviews, inclusion on Advisory 
Appointments Committees, Supporting Professional 
Activity (SPA) time, freedom to engage in national Royal 
College business and handling “whistle-blowing” better.  
There are a limited number of places remaining for this 
event which is aimed at chief executives, medical directors 
and HR directors. The meeting will take place on 27 
February from 2.30pm-5.30pm in London. Please contact 
Mark Redhead if you are interested in attending.  
 



Partnership working – call for case 
studies 
As part of a joint project between the FTN, the Association 
of Chief Executives of Voluntary Organisations (ACEVO) and 
the King’s Fund, we are interested in hearing from trusts 
which have good partnerships with the voluntary and 
community sector.  
Thanks to those who have already responded. If you feel 
you are working well in this area and have not yet shared 
your examples with us, please get in touch. 
The project aims to assess how NHS trusts and third sector 
organisations can jointly contribute to delivering priorities 
within the NHS mandate such as dementia, managing long 
term conditions, integrated care for the elderly and 
reducing mortality rates from the killer diseases. The work 
programme will showcase existing best practice that has 
been developed by NHS trusts and voluntary organisations 
working together in the mandate’s priority areas.  A joint 
report, led by the Kings Fund, will be published in June 
2013. For further details, and to share your examples, 
please contact Miriam Deakin.  
 



Annual conference 2013 – virtual 
reference group 
The FTN annual conference and exhibition will take place 
on 15-16 October 2013 at the ACC Liverpool. As always, we 
are committed to ensuring the programme is member-led 
and so are seeking delegates of the 2012 annual 
conference who would be interested in joining a virtual 
reference group so we can test ideas for the 2013 
programme. Thanks to those who have already been in 
touch. If this is something you would be interested in 
please contact John O’Brien.  
Further details about the conference and booking 
information will be released over the next couple of weeks.  



 
Ratings review for health and social 
care 
The Nuffield Trust has been commissioned by the Secretary 
of State for Health to consider whether aggregate ratings 
of provider performance should be used in health and 
social care and, if so, how best this might be done.  
For further information pleased contact Miriam Deakin by 
14 February with any feedback you wish us to feed in to 
our response. 
 



Monitor updates guidance for 
foundation trust governors 



Monitor has updated existing guidance for foundation trust 
governors in light of the Health and Social Care Act.  Please 
send any views you wish the FTN to represent to John 
Coutts by 23 February. 
 



‘Review of Competences’ across 
Europe and Whitehall 



The DH is contributing to a government wide ‘Review of 
Competences’ to identify the balance of responsibilities 
between the European Union and Whitehall. Please 
contact Ryan Donaghey for further details and with any 
comments by 25 February. 
 





mailto:Mark.Redhead@foundationtrustnetwork.org
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mailto:miriam.deakin@foundationtrustnetwork.org


mailto:john.obrien@foundationtrustnetwork.org


http://www.nuffieldtrust.org.uk/ratings-review


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.monitor-nhsft.gov.uk/home/browse-category/guidance-foundation-trusts/reports/guidance-governors/update-your-statutory-dut


http://www.monitor-nhsft.gov.uk/home/browse-category/guidance-foundation-trusts/reports/guidance-governors/update-your-statutory-dut


mailto:john.coutts@foundationtrustnetwork.org


mailto:john.coutts@foundationtrustnetwork.org


http://www.dh.gov.uk/health/2012/11/eu-balance-competence-review/


http://www.dh.gov.uk/health/2012/11/eu-balance-competence-review/


mailto:ryan.donaghey@foundationtrustnetwork.org








8 February 2013 
 



 
FOUNDATION TRUST NETWORK | NETWORKED | 8 February 2013 | Page 4 



 



PREPARATION 
PROGRAMME 



Developing a narrative for 
integrated care 
National Voices has been commissioned by the NHS 
Commissioning Board to help develop a ‘narrative’ which 
better explains the concept of integrated care to patients 
and the public.  We will be making a response, please send 
any comments to Miriam Deakin by 28 February. 
 



Monitor consults on Risk Assessment 
Framework   
Monitor is consulting on the draft Risk Assessment 
Framework which sets out its proposed approach to 
assessing the risk of NHS providers failing financially. It also 
describes how they will continue to oversee the 
governance of foundation trusts. The consultation is open 
until 4 April.  To comment and contribute to the FTN’s 
response, please contact Helen Crump. 
 



Consultation on NHS Sustainable 
Development Strategy 2014-20 
The DH’s ‘Sustainable Development Unit’ is consulting on a 
new strategy for environmental sustainability across the 
NHS and care sector.  To contribute, please contact Miriam 
Deakin.  The consultation is open until May 2013. 
 
 



 
CLINICAL LEADS 
12 February 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
Book here 
 
FINANCE DIRECTORS  
19 February 2013, RCOG, 27 Sussex Place, Regent's Park, 
London NW1 4RG 
Book here 
 
COMMERCIAL DEVELOPMENT  LEADS 
19 February 2013, RCOG, 27 Sussex Place, Regent's Park, 
London NW1 4RG 
Book here 
 



HR DIRECTORS 
5 March 2013, Church House, Dean's Yard, Westminster, 
London SW1P 3NZ 
Book here 
 
CHAIRS AND CHIEF EXECUTIVES 
12 March 2013, RCOG, 27 Sussex Place, Regent’s Park, 
London NW1 4RG 
Book here 
 
MENTAL HEALTH GROUP 
28 March 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
Book here 
 



 



Membership: recruit, connect, 
engage 
Membership: Recruit, connect, engage for membership 
leads from both aspirant and authorised FTs will take place 
in London on 28 February. The day will give attendees the 
opportunity to hear good practice examples of the 
membership work taking place within the FT sector as well 
as hints and tips from the public engagement field. 
Subjects will include, connecting with hard to reach 
groups, making materials accessible and integrating your 
engagement activities. The event is free to attend and we 
will initially be offering one place per organisation with 
additional places being placed on a reserve list. For more 
information and to book your place, please visit our 
website. 
 
 
 
 
 
 
 
 



NETWORKS UPDATE 
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PROFESSIONAL 
DEVELOPMENT 
OPPORTUNITIES 



Robust Quality Governance 
Following its success last year, we have decided to repeat 
the Robust Quality Governance event in partnership with 
Monitor. The day is aimed at colleagues from aspirant 
trusts, providing the opportunity to hear from a number of 
Monitor and FT colleagues about the quality governance 
assessment framework, the benefits it can bring to your 
organisation and lesson learned from those who have been 
through it. Due to a number of enquiries from authorised 
FT colleagues, we are now able to offer a limited number of 
places to those wishing to attend this event. Places are 
available of a first come first served basis. 
The event will take place in London on 7 March. It booked 
up very quickly in September so we recommend reserving 
your place quickly. Please visit our website for further 
information and booking. 
 



Shadow Governor Development Day 
We will be repeating the Shadow Governor Development 
Day on 13 March in London. The day, which received great 
feedback in November, gives shadow governors the 
opportunity to hear about key areas of their role including 
governance, quality and finance, as well as the chance to 
network with colleagues from other trusts. This event is a 
great addition to your trust’s induction programme.  
If you have elected your governors but have not yet been 
authorised as an FT, send your shadow governors along for 
free. Please visit our website for more information and a 
booking form.  
 



 



 



 



 



 



 



 



 



 



 
Strategy and Planning 
Following previous successful series, the FTN is continuing 
to run the one day strategy and planning masterclass in 
2013.  Led by Rupert Vernalls of Business Information Ltd 
for FTN member commercial leads and their teams, and 
based on principles learned from Harvard Business School, 
this interactive session will take place on 8 April 2013.  
Further details on the course can be found on our website. 
If you are interested in attending (at a cost of £180), please 
contact Freya Whitehead. The venue of this workshop has 
not yet been confirmed so please indicate your preferred 
location and we will organise according to feedback. 
 



Advanced Certificate in Health 
Service Governance 



ICSA has just launched its Advanced Certificate in Health 
Service Governance. Developed in partnership with the 
FTN, it is a qualification for governance professionals 
working in the NHS, allowing them to learn the practical 
skills to manage governance requirements specific to this 
sector. 
Topics include: 



• Legal obligations and recommended best practice. 
• Codes of corporate governance and applying rules 



and principles. 
• NHS governance frameworks, issues and risk 



management. 
• Holding the board to account. 



The cost is £695. Register before 28 February to receive a 
£50 discount. Please see their website for further details. 
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http://www.foundationtrustnetwork.org/events/shadow-governor-development-day/


http://www.foundationtrustnetwork.org/members/learning-and-development/commercial-development-seminars-and-workshops/


mailto:freya.whitehead@foundationtrustnetwork.org


http://www.icsaglobal.com/join-us/advanced-certificate-in-health-service-governance#.UNME2HdcAcs








8 February 2013 
 



 
FOUNDATION TRUST NETWORK | NETWORKED | 8 February 2013 | Page 6 



 



Cass Chairs’ Academy 
The Cass FT Chairs' Academy is a five-day development 
programme for chairs of FTs and aspirant FTs, 
commissioned by the FTN and Monitor and delivered by 
Cass Business School. The programme is designed for 
newer chairs. The programme dates for 2013 are:  



15 May 
16 May 
25 June 
18 July 
3 September 
3 October 



For further details, please contact Anika Bloomfield or visit 
the Cass Business School website. 
 



FT executive directors’ programme  
The next executive directors’ development programme at 
Cass Business School will take place on 4-6 March 2013.  
This FTN-sponsored development programme is 
specifically designed for executive directors of FTs and 
aspirant trusts. It will explore the role of executive directors 
in today’s challenging healthcare environment.  
Held over three days, the programme will focus on risk 
appetite, risk management and strategy. It is designed to 
be appropriate for executive directors from all disciplines. 
For further details, please email Anika Bloomfield or call 020 
7040 8710.  
 



NHS foundation trust non-executive 
directors programme  
A three day programme developed by Cass Business 
School, Monitor and the NHS Institute for Innovation and 
Improvement aiming to equip non-executive directors 
with the tools and knowhow to instigate systematic 
change and increase their value to their trust will run 20-22 
May 2013. For details, visit the Cass website. For a 
discussion about whether this programme is suitable for 
you, please contact Anika Bloomfield.  
 
 
 
 
 



Cass company secretaries’ 
development programme  
Cass Business School and the FTN have worked together to 
design and deliver a high-impact three day development 
programme for FT and aspirant FT company secretaries 
with some experience of healthcare governance. The next 
programme runs from 13-15 May 2013. For further details, 
please contact Anika Bloomfield or visit the Cass website.  
 



Strategic financial leadership  
This ten day programme prepares finance leaders for the 
challenges of the dynamic health service, focussing on 
developments in the world of finance and management 
and is supported by Monitor, the DH, and the NHS Institute 
for Innovation and Improvement. Programme dates are 10-
14 June 2013 and 1-5 July 2013. 
For further details, please contact Anika Bloomfield or call 
020 7040 8710. 
 



Strategic financial leadership alumni 
group   



This three day development programme on 3-5 June 2013 
is provided as a follow-up for NHS finance directors and 
deputy directors who have already completed the Cass 
strategic financial leadership programme. It is designed to 
provide continuing support to finance directors in today’s 
challenging healthcare environment. It seeks to engage 
participants in processes aimed at mind-set change, 
achieving transformation change and continuing the 
personal development of appropriate skill sets. 
For further details, please contact Anika Bloomfield or call 
020 7040 8710. 
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EVENTS 
Lessons from Europe: Assuring 
Quality through Regulation   
LSE Health, the NHS European Office and Health Services 
Research Network are holding a series of seminars looking 
at ways in which NHS chief executives, researchers, policy-
makers, managers and clinicians can apply Lessons from 
Europe to the UK health sector. Peter Homa, chief 
executive of Nottinghamshire Healthcare NHS Trust will 
chair the third in this series on 14 February from 5pm-7pm 
at the London School of Economics: Assuring Quality 
through Regulation. For further details and to book your 
place please visit the NHS European Office’s website. 
 



Get ready for climate week! 



Climate Week is a national occasion which provides 
organisations with an opportunity to showcase the efforts 
they are making to work more sustainably or be more 
environmentally friendly. The campaign, taking place from 
4-10 March, is supported by the Prime Minister, the leaders 
of every major political party and the NHS Sustainability 
Unit among many others.   
The health sector is crucial to cutting emissions from its 
own estates and outreach function as well as highlighting 
the detrimental effects carbon-intensive lifestyles can have 
on health and community well-being.  With over 600 
events already registered for Climate Week 2013, now is the 
time to start planning your activities. You can run any kind 
of event that encourages people to live and work more 
sustainably. Please register your plans on Climate Week's 
online map. 
 



Healthcare Innovation Expo 2013 
Expo 2013 will focus on how the modernised NHS, driven 
by a new clinically-led commissioning system, can improve 
quality outcomes for patients through innovation. The 
event, which is taking place in London on 13-14 March, will 
showcase the best innovations in healthcare, including the 
latest technologies, products and care pathways that will 
help drive improvement in the way we deliver services to 
ensure patients get the highest quality care possible. Early-
bird tickets are available until 31 January, please visit their 
website for further details. 





http://www.nhsconfed.org/Events/Pages/Lessons-from-Europe-assuring-quality-through-regulation.aspx


http://climateweek.us2.list-manage1.com/track/click?u=ed91793bd6e6c9ef070bb9379&id=b8bbb2c4a1&e=4d6cebad84


http://www.healthcareinnovationexpo.com/


http://www.healthcareinnovationexpo.com/
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CONTACT US 



Do contact us if you’d like further information about any of the items in this issue of Networked, or if you  



have any feedback or ideas about the Network’s work programme. 
 
 FTN e-mail addresses are: firstname.lastname@foundationtrustnetwork.org  
 
Sivakumar Anandaciva  
FTN Benchmarking Manager 020 7304 6819 
 
Natasha Bourne 
Administrator 020 304 6977 



Saffron Cordery 
Director of Communications and Strategy  
020 7304 6840 



John Coutts  
Governance Advisor 020 7304 6875 



Helen Crump  
Commercial and Regulatory Advisor 020 7304 6810 



Miriam Deakin 
Policy Manager 0207 304 6815 



Ryan Donaghey 
Employment Policy and Workforce Adviser 
020 7304 6827 



Jon Ettey 
Research Assistant 020 7304 6818 



Vivien Goldsmith  
Senior Media Officer 020 7304 6861 
 
Chris Hopson 
Chief Executive 0207 304 6805 



Kim Hutchings  
Head of Development and Engagement 
020 7304 6881 



 



Kitsy Kinane 
Senior Communications Manager 020 7304 6841 



Isabel Lobo  
Healthcare Analyst 020 7304 6822 



Sandra Marshall  
Senior Engagement Manager 020 7304 6890  



John O’Brien  
Director of Operations 020 7304 6968 



Claire O’Neill 
Governor Development Programme Manager 
020 7304 6927 



Jessica Paterson  
Communications Officer 020 7304 6843 



Marta Piotrowicz 
Senior Administrator 020 7304 6903 



Louise Prett 
Executive Assistant 020 7304 6805 



Mark Redhead  
Head of Policy 020 7304 6808 



Elliott Ward 
Senior Public Affairs Officer 020 7304 6873 



Freya Whitehead 
Development Programmes Administrator 
020 7304 6904 



Carly Wilson  
Preparation Programme Manager 020 7304 6893 





mailto:Sivakumar.Anandaciva@FoundationTrustNetwork.org


mailto:Natasha.Bourne@foundationtrustnetwork.org


mailto:Saffron.cordery@foundationtrustnetwork.org


mailto:john.coutts@foundationtrustnetwork.org


mailto:helen.crump@foundationtrustnetwork.org


mailto:miriam.deakin@foundationtrustnetwork.org


mailto:ryan.donaghey@foundationtrustnetwork.org


mailto:jon.ettey@foundationtrustnetwork.org


mailto:vivien.goldsmith@foundationtrustnetwork.org


mailto:Chris.Hopson@foundationtrustnetwork.org


mailto:kim.hutchings@foundationtrustnetwork.org


mailto:kitsy.kinane@foundationtrustnetwork.org


mailto:isabel.lobo@foundationtrustnetwork.org


mailto:sandra.marshall@foundationtrustnetwork.org


mailto:john.o'brien@foundationtrustnetwork.org


mailto:claire.oneill@foundationtrustnetwork.org


mailto:jessica.paterson@foundationtrustnetwork.org


mailto:marta.piotrowicz@foundationtrustnetwork.org


mailto:louise.prett@foundationtrustnetwork.org


mailto:mark.redhead@foundationtrustnetwork.org


mailto:elliott.ward@foundationtrustnetwork.org


mailto:freya.whitehead@foundationtrustnetwork.org


mailto:carly.wilson@foundationtrustnetwork.org
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NEWS 
  



 



Final plan for South London 
Healthcare NHS Trust revealed 



Final recommendations for the break-up of South London 
Healthcare NHS Trust were published this week. The report, 
Securing Sustainable NHS Services, marks the first use of 
the unsustainable provider regime set out in the NHS Act 
2006. It found that South London Healthcare NHS Trust had 
experienced “a range of financial challenges”, specifically 
chronically poor cost control and a repeated failure to 
deliver against plans. Since its establishment in 2009, the 
trust has accumulated debts totalling £153m, but each of 
its three predecessing trusts had overspent every year since 
2004/5. As well as setting out plans for the three main sites 
that make up South London Healthcare NHS Trust (Princess 
Royal University Hospital in Farnborough, Queen Elizabeth 
Hospital in Woolwich and Queen Mary’s Hospital in 
Sidcup), the report’s recommendations also encompass 
aspects of provision across the wider south east London 
area, including at King’s College Hospital NHS FT, Guy’s and 
St Thomas’ NHS FT and University Hospital Lewisham NHS 
Trust.  Members of Parliament continue to question the 
appropriateness of a special administrator for one trust 
recommending significant service change at a different 
trust. 
Further details, including the administrator’s 
recommendations can be found on our website. 
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t iti  



Planning guidance for NHS trusts 
The NHS Trust Development Authority (NHSTDA) has 
produced planning guidance for the NHS trust sector in 
2013/14 and beyond. The document is designed to 
support NHS trusts in delivering a fully integrated plans 
and emphasises quality, delivery and sustainability. 
Although of primary relevance to NHS trusts, the 
document may also be of interest to FTs. A FTN briefing on 
the document can be found on our website.  
 





https://www.wp.dh.gov.uk/publications/files/2013/01/TSA-VOL-1.pdf


http://www.publications.parliament.uk/pa/cm201213/cmhansrd/cm130108/debtext/130108-0001.htm#13010834000005


http://www.foundationtrustnetwork.org/news/final-plan-for-south-london-healthcare-nhs-trust-revealed/


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fresource-library%2Ftowards-high-quality-sustainable-services%2F
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Enabling providers to deliver the 
mandate 
The FTN and the Association of Chief Executives of 
Voluntary Organisations (ACEVO) are now working jointly 
with the King’s Fund to assess how NHS trusts and third 
sector organisations can jointly contribute to delivering 
priorities within the NHS mandate such as dementia, 
managing long term conditions, integrated care for the 
elderly and reducing mortality rates from the killer diseases. 
The work programme will showcase existing best practice 
that has been developed by NHS trusts and voluntary 
organisations working together in the mandate’s priority 
areas. To assess how this partnership can develop further to 
deliver the improvements the mandate requires, we aim to 
identify concrete actions that NHS trusts, voluntary 
organisations and other bodies in the NHS need to take to 
enable providers to deliver it priorities. A joint report, led by 
the Kings Fund, will be published in June 2013. 
At this stage, we are interested in hearing from trusts which 
have good partnerships with the voluntary and community 
sector.  We will need to identify the case studies by early 
February. For further details, and to share your examples, 
please contact Miriam Deakin.  
 



Review of aggregate ratings for care 
The Nuffield Trust has been commissioned by the Secretary 
of State to review whether a single summary rating for the 
quality of the health and social care that an organisation 
provides should be introduced, and if so, how this would 
best operate.  The terms of reference of the review are 
available on their website. The FTN is hosting a roundtable 
to enable members to feed in to the review team directly, 
and making a written response to the Nuffield Trust’s 
consultation which is open until 15 February.  To 
contribute to our response and ensure we reflect your 
feedback, please contact Miriam Deakin. 
 



Survey on pay, terms and conditions 



HR Directors, Finance Directors and Clinical Leads should 
look out for a survey next week on the flexibilities in the 
current NHS pay, terms and conditions frameworks. The 
results will enable us to identify your priorities on 
managing pay, terms and conditions in your organisation 
as well as highlight current good practice and also the 
barriers you face in optimising your HR and pay 
management. If you have any queries on the subject please 
contact Ryan Donaghey. 



Health system statutory instruments 
The government continues to lay statutory instruments 
(SIs) to add detail and implementation dates to the new 
health system architecture.  The latest SIs include changes 
to the content and recipients of your Quality Accounts; 
limitations on the activities of Local Healthwatch; and new 
powers for the Health Service Ombudsman over new 
bodies in the health system.  More details are on our 
website.   
 



RCS: Principles for service change 



The Royal College of Surgeons published a set of principles 
for consideration during a service reconfiguration.  It is a 
useful prompt to engage with patients and the public early 
on in the process. It also prompts politicians to engage 
with the clinical case for change and calls on them to 
support solutions that improve patient treatment and care. 
The report is available on their website.  
 



Call for governors to contribute to 
programme development  
The FTN is developing a national programme to meet the 
learning needs of governors who will be increasingly 
involved in the governance of FTs. In order to accurately 
meet governors’ needs we would like them to be involved 
in the development of the programme. We are looking for 
volunteer governors for a number of activities, including: 
• Six new governors to review and comment on the pre-



induction material that is ready for final review. 
• Twelve governors that may have an interest in online, to 



participate in our website test group. 
• Experienced governors to be involved in shaping 



content for the specialist modules of the programme. 
If any of your governors might be interested in attending 
these workshops at the FTN offices in London, please 
contact Claire O’Neill. Further information on the 
development and implementation of the programme is 
available on our website. 
 



 



 



 





http://mandate.dh.gov.uk/


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.nuffieldtrust.org.uk/ratings-review/about


mailto:miriam.deakin@foundationtrustnetwork.org


mailto:ryan.donaghey@foundationtrustnetwork.org


http://www.foundationtrustnetwork.org/influencing-and-policy/westminster-watch/statutory-instruments/


http://www.foundationtrustnetwork.org/influencing-and-policy/westminster-watch/statutory-instruments/


http://www.rcseng.ac.uk/publications/docs/reshaping-surgical-services/


mailto:claire.oneill@foundationtrustnetwork.org


http://www.foundationtrustnetwork.org/resource-library/national-governor-development-programme-progress-jan-2013/
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Governance after Francis and the 
NHS Reforms –  conference bookings 
now open!  
The FTN’s governance conference 2013, Governance after 
Francis and the NHS Reforms is taking place on 20 
March in London. The event will give delegates the 
opportunity to deepen their understanding of governance 
good practice in the new ‘post Francis, post NHS reforms’ 
era. The conference is free to attend and we are able to 
offer three places per organisation on a first come, first 
served basis. Visit our website for more information and to 
book your place. 
 



FTN’s annual conference – save the 
date! 
We are pleased to announce that we have confirmed a 
date for the FTN’s annual conference and exhibition 2013. 
The event will be take place on 15-16 October at the ACC 
Liverpool. Save the date in your diaries and look out for 
more information in future issues of the newsletter and on 
the website.  
 



Get ready for climate week! 
Climate Week is a national occasion which provides 
organisations with an opportunity to showcase the efforts 
they are making to work more sustainably or be more 
environmentally friendly. The campaign, taking place from 
4-10 March, is supported by the Prime Minister, the leaders 
of every major political party and the NHS Sustainability 
Unit among many others.   
The health sector is crucial to cutting emissions from its 
own estates and outreach function as well as highlighting 
the detrimental effects carbon-intensive lifestyles can have 
on health and community well-being.  With over 600 
events already registered for Climate Week 2013, now is the 
time to start planning your activities. You can run any kind 
of event that encourages people to live and work more 
sustainably. Please register your plans on Climate Week's 
online map. 
 
 
 
 
 



Developing online tools to help 
improve health, care and wellbeing 
The NHS Commissioning Board is looking for good 
examples of online tools to help people improve their 
health and wellbeing. It is creating a directory of online 
tools to help people find the best app for their condition or 
health need.  The directory will be a trusted listing of online 
health and care tools, all of which will be accessible from 
mobile devices or PCs. The tools will help people use good 
information to make choices about their health and care. 
Patients will be able to input their health details to receive 
personalised information through the tool and then share 
this with their clinicians or care staff if they choose to do so. 
People and organisations who are designing online tools 
for specific conditions or health areas are invited to submit 
these for consideration for the directory, to get involved 
contact tools.feedback@nhs.net. The first version of the 
directory Revealed at Innovation Expo in March 2013 (see 
Events section of this newsletter). 
 



New Years Honours list 
Congratulations to FTN member colleagues who featured 
in the New Year’s Honours list. A full list of FTN members 
who featured in the list is available on our website. 
 



NHS Commissioning Board consults 
on specialist services specifications  



The Commissioning Board is consulting on a range of 
service specifications and clinical commissioning policies 
for specialised services commissioning.  The FTN will be 
making a response on your behalf.  Please send any 
comments to Miriam Deakin by 16 January. 
 



Regulation of NHS charities  
The DH is consulting on proposals to revise how NHS 
charities are regulated. The proposals aim to enable NHS 
charities to establish and operate more flexibly and 
independently in the interests of donors and patients, 
preserving a close relationship with NHS providers. Please 
send any feedback to John Coutts by 16 January. 





mailto:http://www.foundationtrustnetwork.org/events/mar-20-governance-after-francis-and-the-nhs-reforms/


http://climateweek.us2.list-manage1.com/track/click?u=ed91793bd6e6c9ef070bb9379&id=b8bbb2c4a1&e=4d6cebad84


mailto:tools.feedback@nhs.net


http://www.foundationtrustnetwork.org/news/ftn-members-of-new-years-honours-list/


http://www.commissioningboard.nhs.uk/ourwork/d-com/spec-serv/consult/


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.dh.gov.uk/health/2012/11/nhs-charities/


mailto:john.coutts@foundationtrustnetwork.org
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Strengthening the NHS Constitution 



Recommendations for strengthening the NHS Constitution 
have been outlined by the NHS Future Forum.  The FTN will 
be submitting a response reflecting your views.  Please 
send any comments to Miriam Deakin by 25 January. 
 



Changes to Monitor’s Quality 
Reporting Requirements 



Monitor is consulting on some proposed changes to the 
Detailed Guidance for External Assurance on Quality 
Reports including changing the mandated indicators for 
acute foundation trusts and standardising and mandating 
the local indicator for all foundation trusts. Please send any 
comments you wish the FTN to feed in to Miriam Deakin by 
30 January. 
 



Monitor consults on exercising its 
new enforcement powers 



Monitor has set out how it proposes to enforce the rules for 
which it will be responsible under the new NHS regulatory 
regime to ensure that patients’ interests are protected and 
promoted. Monitor can require providers who breach their 
licence conditions to put things right, or risk having their 
licence revoked in certain circumstances. Monitor will be 
able to impose financial penalties and will be able to 
ensure that all NHS providers supply the information it 
needs in order to regulate the sector. The principles that 
will inform the way Monitor undertakes this task are set out 
in the Draft Enforcement Guidance on which Monitor will 
be consulting over the next eight weeks. The FTN will be 
making a response, please send your comments to Helen 
Crump by 4 February. 
 



‘Shape of training’ for GPs 



The GMC is reviewing the shape of training for general 
practitioners. A call for ideas and evidence is open until 8 
February to provide an opportunity to share ideas about 
how medical education and training might need to be 
changed. If you have views to feed in, please contact Ryan 
Donaghey. 
 
 
 



Ratings review for health and social 
care 
The Nuffield Trust has been commissioned by the Secretary 
of State for Health to consider whether aggregate ratings 
of provider performance should be used in health and 
social care and, if so, how best this might be done.  
Please see ‘news’ in this week’s Networked for further 
information and contact Miriam Deakin by 14 February 
with any feedback you wish us to feed in to our response. 
 



Monitor updates guidance for 
foundation trust governors 



Monitor has updated existing guidance for foundation trust 
governors in light of the Health and Social Care Act.  Please 
send any views you wish the FTN to represent to John 
Coutts by 23 February. 
 



‘Review of Competences’ across 
Europe and Whitehall 



The DH is contributing to a government wide ‘Review of 
Competences’ to identify the balance of responsibilities 
between the European Union and Whitehall. Please 
contact Ryan Donaghey for further details and with any 
comments by 25 February. 
 



Developing a narrative for 
integrated care 
National Voices have been commissioned by the NHS 
Commissioning Board to help develop a ‘narrative’ which 
better explains the concept of integrated care to patients 
and the public.  We will be making a response, please send 
any comments to Miriam Deakin by 28 February. 
 



Monitor consults on Risk Assessment 
Framework   
Monitor is consulting on the draft Risk Assessment 
Framework which sets out its proposed approach to 
assessing the risk of NHS providers failing financially. It also 
describes how they will continue to oversee the 
governance of foundation trusts. The consultation is open 
until 4 April.  To comment and contribute to the FTN’s 
response, please contact Helen Crump. 





http://www.dh.gov.uk/health/2012/11/forum-constitution/


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/consultations/consultations-monitor’s-role-foundation-trust-regula-0


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.monitor-nhsft.gov.uk/home/news-events-and-publications/consultations/consultations-and-engagement-monitors-role-sector-re


mailto:helen.crump@foundatointrustnetwork.org


mailto:helen.crump@foundatointrustnetwork.org


http://www.shapeoftraining.co.uk/review/1728.asp


mailto:ryan.donaghey@foundationtrustnetwork.org


mailto:ryan.donaghey@foundationtrustnetwork.org


http://www.nuffieldtrust.org.uk/ratings-review?utm_medium=email&utm_campaign=Ratings+review+launch&utm_content=Ratings+review+launch+CID_0f48350550aaff8185cca644e9bbd7a4&utm_source=Email%20marketing%20software&utm_term=Find%20out%20more


mailto:miriam.deakin@foundationtrustnetwork.org


http://www.monitor-nhsft.gov.uk/home/browse-category/guidance-foundation-trusts/reports/guidance-governors/update-your-statutory-dut


http://www.monitor-nhsft.gov.uk/home/browse-category/guidance-foundation-trusts/reports/guidance-governors/update-your-statutory-dut


mailto:john.coutts@foundationtrustnetwork.org
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http://www.dh.gov.uk/health/2012/11/eu-balance-competence-review/


http://www.dh.gov.uk/health/2012/11/eu-balance-competence-review/


mailto:ryan.donaghey@foundationtrustnetwork.org


https://www.engage.commissioningboard.nhs.uk/consultation/narrative-pccc
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PREPARATION 
PROGRAMME 



 



 
COMMUNICATIONS LEADS 
17 January 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ  
Book here 



 
COMMUNITY SERVICES GROUP 
24 January 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
Book here 
 
COMPANY SECRETARIES  
7 February 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
Book here 
 
CLINICAL LEADS 
12 February 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
Book here 
 
FINANCE DIRECTORS  
19 February 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
 
COMMERCIAL DEVELOPMENT  LEADS 
19 February 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
 
HR DIRECTORS 
5 March 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
 
CHAIRS AND CHIEF EXECUTIVES 
12 March 2013, RCOG, 27 Sussex Place, Regent’s Park, 
London NW1 4RG 
 
MENTAL HEALTH GROUP 
28 March 2013, Holborn Bars, 138-142 Holborn, London 
EC1N 2NQ 
 
 
 
 



 
Becoming an FT: A NED’s role  
The next event for aspirant FT non-executive directors on 
15 January 2013 in Birmingham is now fully booked, 
however presentations will be available on our website 
following the event.   
 



Attracting and electing governors  
This event on governor pre-election activity aimed at 
membership managers and company secretaries of 
aspirant foundation trusts on 30th January is also fully 
booked. If you would like to be added to the reserve list in 
case of cancellations, please email Freya Whitehead. 
Presentations will be available to download from our 
website after the event.  
 



Membership event, bookings open! 
The next event for membership leads from both aspirant 
and authorised FTs will take place in London on 28 
February. The day will give attendees the opportunity to 
hear good practice examples of the membership work 
taking place within the FT sector as well as gaining some 
hints and tips from external organisations in the public 
engagement field. The event is free to attend and we will 
initially be offering one place per organisation with 
additional places being placed on a reserve list. For more 
information and to book your place, please visit our 
website. 
 
 
 
 



 



 



 



 



NETWORKS UPDATE 





http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Fjan-17-ftn-communication-leads-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Fjan-24-ftn-community-services-group%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Ffeb-07-ftn-company-secretaries-network%2F


http://www.foundationtrustnetwork.org/login/?returnpath=%2Fevents%2Ffeb-12-ftn-clinical-leads-network%2F


mailto:Freya.whitehead@foundationtrustnetwork.org


http://www.foundationtrustnetwork.org/events/feb-28-ftn-membership-event/
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PROFESSIONAL 
DEVELOPMENT 
OPPORTUNITIES 



 



 



FT executive directors’ programme  
The next executive directors’ development programme at 
Cass Business School will take place on 4-6 March 2013.  
This FTN-sponsored development programme is 
specifically designed for executive directors of FTs and 
aspirant trusts. It will explore the role of executive directors 
in today’s challenging healthcare environment.  
Held over three days, the programme will focus on risk 
appetite, risk management and strategy. It is designed to 
be appropriate for executive directors from all disciplines. 
For further details, please email Anika Bloomfield or call 020 
7040 8710. Please note that these programmes are 
extremely popular and booking up fast. 
 



Advanced Certificate in Health 
Service Governance  



Based on the material for the ICSA Qualifying Scheme, this 
standalone self-study certificate in health service 
governance is now available from ICSA. Commissioned 
originally by the FTN as a new module for the ICSA 
international qualification, we are delighted that the course 
and qualification is now offered to all colleagues involved 
in health service governance. 
The material covered includes: 



• Legal obligations and recommended best practice. 
• Codes of corporate governance and applying rules 



and principles. 
• NHS governance frameworks, issues and risk 



management. 
• Holding the board to account. 



Registration opens in January 2013. Please see their 
website for more details. 
 



 
 



Strategy and planning masterclass 
Following a successful series in 2011 and 2012, the FTN is 
running the one day strategy and planning masterclass in 
the new year.  Led by Rupert Vernalls of Business 
Information Ltd for FTN member commercial leads and 
their teams, and based on principles learned from Harvard 
Business School, this interactive session will take place on 
14 January 2013 in London. 
Further details and booking information can can be found 
on our website. Please note the course costs £180.  
 



NHS foundation trust non-executive 
directors programme  
A three day programme developed by Cass Business 
School, Monitor and the NHS Institute for Innovation and 
Improvement aiming to equip non-executive directors 
with the tools and knowhow to instigate systematic 
change and increase their value to their trust will run 20-22 
May 2013. For details, visit the Cass website. For a 
discussion about whether this programme is suitable for 
you, please contact Kim Hutchings or to apply please 
contact Anika Bloomfield.  
 



Cass company secretaries’ 
development programme  



Cass Business School and the FTN have worked together to 
design and deliver a high-impact three day development 
programme for FT and aspirant FT company secretaries 
with some experience of healthcare governance. The next 
programme runs from 13-15 May 2013. For further details, 
please contact Anika Bloomfield or visit the Cass website.  
 



Strategic financial leadership  
This ten day programme prepares finance leaders for the 
challenges of the dynamic health service, focussing on 
developments in the world of finance and management 
and is supported by Monitor, the DH, and the NHS Institute 
for Innovation and Improvement. Programme dates are: 



• 10-14 June 2013 
• 1-5 July 2013 



For further details, please contact Anika Bloomfield or call 
020 7040 8710. 
 





mailto:anika.bloomfield.1@city.ac.uk
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EVENTS 



Strategic financial leadership alumni 
group   



This three day development programme on 3-5 June 2013 
is provided as a follow-up for NHS finance directors and 
deputy directors who have already completed the Cass 
strategic financial leadership programme. It is designed to 
provide continuing support to finance directors in today’s 
challenging healthcare environment. It seeks to engage 
participants in processes aimed at mind-set change, 
achieving transformation change and continuing the 
personal development of appropriate skill sets. 
For further details, please contact Anika Bloomfield or call 
020 7040 8710. 
 



 



Governance, Risk and Culture 
Cass Business School Centre for Health Enterprise is 
running a lecture in London on 23 Janaury, Governance, 
Risk and Culture: How can a board be assured that what it 
requires is being done? All FTN members are welcome to 
attend.  You can register clicking on their website. For 
further details, please contact John Bruce.  
 



The front line: international workforce 
summit  



KPMG and think-tank Reform are holding an international 
work summit to address the need to reform the healthcare 
workforce to meet the new healthcare needs and improve 
value for money. Workforce reform will unlock the service 
redesign that is needed to integrate care and move 
services into more cost effective settings. Greater flexibility 
and reassessments of professional roles will enable the 
innovation in care. The NHS has been slow to respond 
when change is urgently needed. The event is being held 
on 24 January in central London. Please contact Thomas 
Cawston for further details.   
 
 
 
 
 



Healthcare Innovation Expo 2013 
Expo 2013 will focus on how the modernised NHS, driven 
by a new clinically-led commissioning system, can improve 
quality outcomes for patients through innovation. The 
event, which is taking place in London on 13-14 March, will 
showcase the best innovations in healthcare, including the 
latest technologies, products and care pathways that will 
help drive improvement in the way we deliver services to 
ensure patients get the highest quality care possible. Early-
bird tickets are available until 31 January, please visit their 
website for further details. 
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CONTACT US 



Do contact us if you’d like further information about any of the items in this issue of Networked, or if you  



have any feedback or ideas about the Network’s work programme. 
 
 FTN e-mail addresses are: firstname.lastname@foundationtrustnetwork.org  
 
Sivakumar Anandaciva  
FTN Benchmarking Manager 020 7304 6819 



Saffron Cordery 
Director of Communications and Strategy  
020 7304 6840 



John Coutts  
Governance Advisor 020 7304 6875 



Helen Crump  
Commercial and Regulatory Advisor 020 7304 6810 



Miriam Deakin 
Policy Manager 0207 304 6815 



Ryan Donaghey 
Employment Policy and Workforce Adviser 
020 7304 6827 



Jon Ettey 
Research Assistant 020 7304 6818 



Vivien Goldsmith  
Senior Media Officer 020 7304 6861 
 
Chris Hopson 
Chief Executive 0207 304 6805 



Kim Hutchings  
Head of Development and Engagement 
020 7304 6881 



Kitsy Kinane 
Senior Communications Manager 020 7304 6841 



Isabel Lobo  
Healthcare Analyst 020 7304 6822 



Sandra Marshall  
Networks Manager 020 7304 6890  



John O’Brien  
Director of Operations 020 7304 6968 



Claire O’Neill 
Governor Development Programme Manager 
020 7304 6927 



Jessica Paterson  
Communications Officer 020 7304 6843 



Marta Piotrowicz 
Senior Administrator 020 7304 6903 



Louise Prett 
Executive Assistant 020 7304 6805 



Mark Redhead  
Head of Policy 020 7304 6808 



Elliott Ward 
Senior Public Affairs Officer 020 7304 6873 



Freya Whitehead 
Development Programmes Administrator 
020 7304 6904 



Carly Wilson  
Preparation Programme Manager 020 7304 6893 
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1.0 
Introduction 


The purpose of this report is to provide the Trust Board with an update on the National Genomic Strategy and how this will impact on the Cheshire and Merseyside Genetics Service based in Liverpool Women’s Hospital and make recommendations on how this piece of work, with the support of Trust Board, can be taken forward

2.0 
Background

This paper summarises the context of 18 months of constant ‘chopping and changing’ of strategic content and direction, which all started before that time, with the House of Lords Select Committee on Science and Technology, who launched an inquiry into genomic medicine on 28 February 2008. The inquiry provided an assessment of genome technologies and their actual and potential impact on clinical practice, in the post-genome era in 2009. The Government responded in that year, to each of the 54 recommendations in this ‘Carter’ report, recommending that the Office for the Strategic Co-ordination of Health Research (OSCHR), take the lead in developing a strategic vision for genomic medicine in the UK, with a view to ensuring the effective translation of basic and clinical genomic research into clinical practice. This strategic vision was to be the basis of a new Government White Paper on genomic medicine to follow in 2012.  In September 2010, the Government appointed a cross-departmental group of key individuals and organisations in the field of genetic research and its application to medicine. This Group was called the Human Genomic Strategy Group (HGSG) and was chaired by Professor John Bell (Genomics, Cambridge University). 

2.1 HGSG 

This Group had a remit to monitor advances in genetic and genomic research, basic and translational, evaluating the benefit to healthcare services in the NHS including: 

· developments in genomics and the potential impact upon NHS service delivery

· development of an NHS Genomics Roadmap

· provide an annual state-of-the-nation report.

Three working groups were set up under the HGSG to focus debate and develop options for action on areas of concern raised by the Genomic Medicine Inquiry.



Fig 1 The 3 working groups of the HGSG (see Appendix 1 for Remit of Group)

In January 2012, the HGSG published a report based on the findings of the above 3 groups and in addition outlined the achievements to date in the field of Genomics.


In addition the Group articulated how the UK was a Leader in the field of Life Sciences and the way Life Sciences contribute to UK PLC and GDP.  The document set out a strategic vision of how the NHS could benefit from the adoption of Genomics and in what manner this would improve patient outcomes and overall population health. Finally the document outlined the steps to realise the vision i.e. the 6 recommendations, the most important of which was recommendation 4.

1) To develop a cross-cutting strategic document, to set out the direction on genomic technology adoption in the NHS

2) To develop a national central genomic data storage facility

3) That the NHS Commissioning Board should lead on developing genomic technology adoption

4) To work to develop a service delivery model for genomic technologies

5) That the NHS should continue to develop genomics education and training

6) To raise public awareness of genomic technology and its benefits.
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2.2 Life Sciences Strategy


At the same time (December 2011) the Government’s Department of Business Innovation and Skills published the BIS Life Science 10 year Strategy, setting out the long term vision to re-establish UK’s Global leadership in Life Sciences and support growth of UK PLC and Small Businesses.

Recommendation 4 of the HGSG publication was the subject of a further 12 months deliberations, debates, consultations and workshops culminating in the publication of the Life Sciences Strategy - One Year On document in December 2012.




[image: image3.emf]12-1346-strategy-for- uk-life-sciences-one-year-on.pdf




This document outlined how the UK received over £1bn of new Life Science investment, set out world leading policy on Genomics, highlighting the potential of Genetic science to transform Global Healthcare.  The document also made the following statement “By Combining NHS Clinical Information with new Genomic sequences there is real opportunity to capitalise on past investments in the NHS and Medical Research”. 

Three key objectives were outlined:


· To harness the potential of genomic technology by the NHS to improve patient outcomes and healthcare


· To maximise the opportunities for basic and translational research findings into health and economic benefits for the UK


· To support the Growth of UK Genomics and Bioinformatics companies, including Small Businesses by enabling the creation of Genomic Platforms for innovation


In this document Sir David Nicholson put forward the following vision: 

“The NHS is to be the first in the world to benefit from the application of Genome sequencing technology applied in a healthcare setting”

The Department of Health together with 10 Downing St, subsequently committed up to £100m

· To develop the necessary skills to support delivering the best patient outcomes using Genomics

· To support the linking of data for optimal patient care and future public and private research

· To pump prime the sequencing of 100,000 genomes from NHS Patients



[image: image4.emf]10 Downing  Street.docx




Sir David Nicholson’s Team, at the NHS Commissioning Board, is to lead on delivering this NHS Vision, with Prof Dame Sally Davis, CMO, NHS CB taking the lead for this project.

The CMO has set up 3 groups to look at specific areas which are to report by 3rd week of March 2013.


· Group 1: to look at the Science and define the genomes to be studied within the 3 domains of cancer, rare disease and infectious disease, chaired by David Lomax


· Group 2: to look at Data storage and handling, chaired by Janet Thornton


· Group 3: to look at Ethics, chaired by Mike Parker


The criteria for Biomedical Diagnostic Hubs, Genomic centres and sequencing will come out of these groups with a strategy to deliver David Cameron and David Nicholson’s vision, and all this is to be finalised by June 2013.  The Terms of reference of this new NHS CB Genomics Strategy is attached below. 
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2.3 NHS CB Leading Genomic Strategy


A small number of contracts will be in place for whole genome sequencing for NHS patients by April 2014, starting with cancer and rare disease. This initiative represents a major paradigm shift for how the NHS approaches the diagnosis of disease. The NHS will prioritise sequencing for cancer and rare (inherited) diseases where, along with infectious diseases, the technology is already showing patient benefit. The initial service design work will be completed by June 2013 and will lay the framework for the procurement of capacity to sequence 100,000 whole genomes of NHS patients, at diagnostic quality, over the next three to five years. 


Patients will be asked to give full and explicit consent to have their genetic data analysed and stored. To ensure public confidence in matters of confidentiality and access, this work will be monitored by the Chief Medical Officer for England. The information from patients will be strictly controlled within existing NHS arrangements, and managed in a way that protects patient confidentiality.                                                                

3.0 
Service Delivery Model for Genomics


The UK has significant advantages in Life Science Service Delivery: 


· The structure and scale of the NHS; 


· Relatively centralised and standardised data collection and increasing use of electronic health records; 


· A well-developed network of NHS Regional Genetics Centres supported by molecular genetics and pathology laboratories; 


· An extremely strong genomics research base comprising medical schools, universities and research institutions such as the Wellcome Trust Sanger Institute and the MRC Institute of Genetics and Molecular Medicine; and 


· World-leading research cohorts that offer unparalleled opportunities to explore the determinants of health throughout the life course. The breadth and depth of data available through UK Biobank make this a unique resource for researchers around the world.

Genomics is transforming healthcare, since the Human Genome Project was completed (2009) the advances in genomic technology have been more rapid and more successful than we could ever have imagined. The cost of sequencing a human genome has decreased 100,000 fold over the past decade, and over the same period the time taken to sequence a genome has fallen from ten years to a single day. We will soon be able to sequence a human genome for under £1,000, and the cost is likely to fall further in the coming years. With this ability to interrogate human genomes rapidly and cheaply comes the prospect that many aspects of medicine will be revolutionised. We are already beginning to use genomics in important areas of patient care, for example: 

· Knowledge of genomics has been applied to diagnose many patients who suffer from rare genetic abnormalities. 


· In cancer we know that the genetic changes that arise in tumours are major factors in determining disease progression and response to therapy. Understanding the genetics of both the tumour and the patient are increasingly important in managing the disease. We can use genetic information to define different types of disease, as well as to target the use of certain types of cancer medicines to the patients who will most benefit. Treating patients earlier with more targeted therapy has the potential to create longer remissions and more cures. The Cancer Research UK Stratified Medicine Programme has been leading the way in preparing the NHS for routine genetic testing for cancer. 


· Screening is becoming more efficient; for example, genetic disease can be diagnosed prenatally using a blood sample from the mother. 


· Microbiology has been transformed by this technology. Doctors can now use genome sequencing to construct family trees of bacteria or viruses from infected patients, pinpointing the source of an outbreak to close it down more quickly.

This technology has the ability to transform patient care from a Genetic and Pathology perspective, and these disciplines are now both utilising this technology more and more to benefit Patient care. This technology is constantly changing and is expensive, not every laboratory and not every organisation will be in a position to capitalise and/or re-capitalise on this expensive technology, in the present economic climate, despite the falling cost. The most effective way forward will be to develop the current service delivery models into a network consisting of Genomic Technology Centres, Biomedical Diagnostic Hubs and Regional Genetics Centres. This network model offers the vital benefits of consolidating both expertise and technology, to make services more efficient, productive and effective, which will be essential given the anticipated surge in demand.


3.1 Biomedical Diagnostic Hubs


It is envisaged that Biomedical Diagnostic Hubs would deliver the diagnostics services, at a scale that allows high quality and affordable testing. Regional Genetics Centres would then provide the link to patients with familial disease, initially directly diagnosing and managing patients but eventually supporting clinicians in the relevant specialty. 

With a strong integrated molecular capability these should be developed to incorporate all current laboratory-based diagnostic services in pathology and genetics (inherited and acquired diseases). They are likely to be regional/network hubs of significant scale.  These hubs would operate as the essential interface between the clinician and the pathologist for rapid and appropriate testing, particularly where co-ordination of sample processing and analysis is crucial. The exact number of such laboratories and the scope of testing to be undertaken requires further development but is likely to include high throughput analysis, frequently requested biomarkers and, for example, molecular tests for Genetics, microbiology, virology and haematology. 


3.2 Genomic Technology Centres


It is proposed that a small number of specialist Genomic Technology Centres would translate research knowledge into service protocols that the NHS can adopt. These would operate as specialist centres of excellence with a focus on the interface between translational research and service innovation in genomic services. They would bring together clinical, academic, scientific and bioinformatics specialists to translate cutting-edge research in a collaborative and inclusive manner to ensure the participation of specialist expertise and promote the adoption and spread of research and innovation. They would play a key role in evaluating new markers for cost and clinical effectiveness. They could specialise in specific disciplines, e.g. biomedical informatics, as part of their centre of excellence remit, operating as a knowledge development and dissemination service for the Biomedical Diagnostic Hubs and Regional Genetics Centres. A key requirement is that these organisations are designated as Genomic Technology Centres through open competition against a specification, and commissioning would be through the NHSCB. 

Fig 2 Potential Model for Delivery (HGSG Workshop, Nov 2012)
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4.0 
Possible Options to Consider

The following suggested options for consideration and appraisal:

1. The status quo – LWFT retain Merseyside and Cheshire Clinical Genetics Service and consider how this will impact on aspirations to be a Genomic Centre, Biomedical Diagnostic Hub or both.

2. The Full Risk and Reward Transfer – LWFT transfer assets (including income) and responsibility for Merseyside and Cheshire Clinical Genetics Service. LWFT commission via SLA/contract all services. LWFT carry no Risk for the LCL and gain no rewards resulting from the LCL.  Consider how this will impact on aspirations to be a Genomic Centre, Biomedical Diagnostic Hub or both.

3. The Partnership – LWFT combine the resources of Merseyside and Cheshire Clinical Genetics Service into LCL single managed service. Identify Quality standards and service requirements through SLA with LCL. LWFT have a “seat” on the board of LCL and a share in the Risk and Rewards of the service. Consider how this will impact on aspirations to be a Genomic Centre, Biomedical Diagnostic Hub or both.

5.0 
Conclusion

Taking all the above into consideration, and the aspiration of the LWH Genetic Service to be involved in the delivery of the 100,000 Genome Project as a Genomic centre, as proposed by HM Government, being taken forward by NHS CB, and based on the leading edge of the Cytogenetics Department in the delivery of New Generation Cytogenetics and whole Genome analysis by microarrays, this is not an unachievable goal.  The Genetics service also acknowledges the enormous benefits to be gained, including future sustainability and competitive advantage, in a financially challenging environment, of partnering with a progressive Pathology Department as a Biomedical Diagnostic Hub.


6.0
Recommendations

1) That a full Business case is produced with an appraisal of the possible options for models of service delivery, to be shared with Division and Trust Management Group/Service Sustainability Board, with the outcome being a second paper produced for Trust Board outlining the preferred option and direction of travel to delivery.

2) Request support and input from Trust Board to take this piece of work forward.

Angela Douglas


March 2013

APPENDIX 1: Remit of HGSH Working Groups


Group 1: The Innovation Working Group


This Group was chaired by Professor Sir John Burn (Chairman of British Society for Human Genetics, Clinical Geneticist and Clinical Director from Newcastle Regional Genetics Service).  The Group had the following remit:


· Explore how technological advances improve overall patient care in the NHS, including Next Generation Sequencing (NGS).

· Explore advances in Information Computer Technology, to facilitate better access to genetic information

· Explore the potential role of a national training centre in bioinformatics

· Understand how genomics will contribute in advances to improve patient care in cancer, heart disease, stroke, serious inherited conditions, and in the prevention of serious adverse drug reactions

· Explore the nature of genetic testing comparing current technology with NGS and point of care testing

· Understand the benefits of stratified medicine to the NHS and how this can be utilised

· Understand the benefits of public-private partnerships

· Identify barriers to innovation

Group 2 Service Development


This group was chaired by Dr Ian Barnes (Director of Pathology, DH); the remit of the Group was to explore:


· How NHS prepares for new types of test and new ways of working 


· Impact of new developments on service delivery


· Development of new and improvement of existing services in testing and other technologies


· Mainstreaming of Genetics in the NHS


· Benefits for the NHS in production of a tariff for genetic testing


· Improving commissioning of Genetic services in the NHS


· Benefits of service redesign for pathology and genetics


· Options for increasing testing capacity


· Examine issues relevant to the access of stored data


Group 3 Education, Training and Engagement


This group was chaired by Prof Charles Easmon (Emeritus Professor, Health Policy, Health Protection Agency).  The remit of the group was to explore:


· Mainstreaming of Genetics in training programmes

· The future role and contribution of the National Genetics Education and Development Centre (Now HCS School)

· Bioinformatics training requirements of the NHS 

· Progress of the MSC

· How to advise Government and commissioning groups on service delivery to NHS patients and their families

· Genetic counselling services and their role in promoting Genetic testing

· Processes for assessing workforce for clinical utility 

· How to engage with the public on genetics, genetic testing and its potential benefits.
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The UK has long been a world-leader for innovation in life 



sciences. That is why many of the most talented scientists 



from other countries come here to research and develop 



innovative drugs and technologies. It is also why so many 



of the great breakthroughs in this field – like Sir Alexander 



Fleming’s discovery of penicillin and the discovery of the 



structure of DNA and antibody therapies – have 



happened here.



We want that enviable record to continue into the future, 



strengthening our life sciences industries and helping to 



build a sustainable economic recovery. 



With advances in our understanding of biological systems, 



higher-speed computing and breakthroughs in genomics, 



we have opened up untold possibilities, but the time and 



cost of developing new treatments has risen inexorably. 



The more we discover about diseases, the more we 



discover about how they affect different people in 



different ways. As a result, there are higher regulatory 



hurdles to overcome, to guarantee public safety. It now 



takes an average $1bn and 20 years to develop a new 



drug; and these new drugs have high attrition rates for 



issues of both safety and efficacy. 



Emerging markets are creating exciting investment 



environments and western countries such as the US and 



Germany have developed simpler regulatory processes to 



approve new therapies. So, if we are to remain 



competitive, we must up our game in the UK. We must 



use our fantastic science base to its fullest potential and 



be at the forefront of life sciences in this new landscape.



Everyone agrees that the challenge is to put human 



clinical disease studies back at the heart of medical 



discovery, where they have always belonged. The race 



is on to develop an infrastructure which connects 



academics, industry, investors, clinicians and crucially, 



the NHS. If we can become better at recognising and 



rewarding innovation; ensure that good ideas don’t get 



lost; and adopt them more quickly and efficiently across 



the NHS, then we can deliver better patient outcomes at 



home and take a leading role in life sciences globally.



We are committed to achieving the ambitions within this 



strategy as we believe they provide a catalyst for the 



changes the UK needs to make. But we will only achieve 



our ambitions through clear commitment and leadership 



from Government working with the NHS, regulators, 



academia, charities and industry.



We would like to thank everyone who has contributed to 



this strategy, especially those in our research centres, life 



sciences industries and health services who have taken 



the time to share their thoughts and ideas with us.



Rt Hon Andrew Lansley CBE MP 



Secretary of State for Health



Rt Hon David Willetts MP 



Minister of State for Universities and Science



Ministerial Foreword
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We will take action to make the UK a world-leading place for life sciences investment:



Early in 2012 the MHRA will bring forward for consultation proposals for a new ‘Early Access Scheme’ to increase the 



speed and effiency of routes to market approval for innovative, breakthrough therapies.



Through the MHRA, we will work with industry and other international regulators to develop actions which will 



create a more enabling regulatory environment for the adoption of innovative manufacturing technology. We will do 



this by the second quarter of 2012.



We will invest £310m to support the discovery, development and commercialisation of research. This covers £130m 



for Stratified Medicine and £180m for a Biomedical Catalyst Fund.



Through the NIHR, we will re-launch an enhanced web-based UK Clinical Trials Gateway in March 2012. This site will 



provide patients and the public with authoritative and accessible information about clinical trials in the UK.



We will support patients to have access to novel treatments, and be part of the development of wider patient 



benefits by consulting on an amendment to the NHS Constitution so that, whilst protecting the right of an individual 



to opt out, there is a default assumption that:



> data collected as part of NHS care can be used for approved research, with appropriate protection for patient 



confidentiality; and



> patients are content to be approached about research studies for which they may be eligible, to enable them to 



decide whether they want a discussion about consenting to be involved. 



The Cambridge, Oxford and London BRCs will work with the BRU in Leicester, to develop a national NIHR Bioresource. 



This will make the UK the ‘go-to’ place for experimental medicine.



As announced in the Autumn Statement 2011, we will introduce the EU VAT cost-sharing exemption in the Finance 



Bill 2012.



We will hold a series of investment and policy events to promote the UK’s world-leading position in healthcare and 



life sciences in advance of the London 2012 Olympics. 



We will introduce, via Cogent, Higher Level Apprenticeships (HLAs) covering post A-level education. Our ambition is 



to deliver 420 Apprenticeships over the next five years.



We will appoint two independent Life Sciences Champions: The first of these champions will act as chair of an 



independent Life Sciences Advisory Board. The second will act as a collaboration champion to foster partnership 



across the UK clusters and within government.



Summary of key actions
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For over 40 years, the UK life sciences industry – 



covering medical devices, medical diagnostics and 



pharmaceuticals, through to synthetic and industrial 



biotechnology – has been one of the most successful 



globally.



The life sciences industry is defined by the application of 



biology. For the purposes of this strategy, we are focusing 



on the healthcare applications of this science.



A dynamic industry



The industry is highly innovative and dynamic – it is 



growing faster than the economy as a whole and is a key 



source of high-skill, high-tech jobs. Pharmaceuticals, 



medical biotechnology and medical technology sectors 



together comprise around 4,500 firms, employing 



165,000 staff, with an R&D spend of nearly £5bn and an 



annual turnover of over £50bn. 



Life sciences manufacturing, which accounts for 8% of 



the UK total (by gross value added) remains important 



for the UK’s growth. The pharmaceuticals 



sector alone accounts for more UK-based 



business R&D than any other 



manufacturing sector (accounting for 



over 28% of all business R&D); and 



exports from pharmaceuticals account 



for a much higher share than is seen 



globally. 



Over 300 pharmaceutical companies are 



based in the UK and employ nearly 



78,000 people, with an annual turnover 



of £31bn. The medical technology and 



medical biotechnology sectors represent 



over 4,000 companies employing 87,000 



people with an annual turnover of around £18.4bn. It is 



essential that we act to ensure that this level of 



investment is maintained. We will move to a more 



progressive regulatory environment that not only 



supports innovation in manufacturing technologies, but 



openly promotes it. 



Our heritage



The UK boasts a strong history of discovery in life 



sciences. This continues in the 21st century with 



breathtaking advances, such as work in regenerative 



medicine. The convergence of digital and healthcare 



technologies presents us with a great opportunity to 



demonstrate continued leadership in innovation. 



New approaches, such as antibody therapies and the 



application of robotic surgery technology, are now sitting 



alongside earlier pioneering discoveries: from the 



structure of DNA to the development of Computer 



Tomography (CT) and Magnetic Resonance Imaging (MRI).



These discoveries demonstrate the important contribution 
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that UK science and medicine is making to radically 



improve patient care.



Our changing world



Today, the global life sciences sector is in the midst of 



significant and rapid change, which presents both 



opportunities and challenges. Driving this change are 



supply and demand side pressures, lifestyle choices, 



longevity and a rise in chronic conditions such as 



diabetes, obesity and dementia. In confronting these 



realities, traditional ways of working will become 



outdated. 



We acknowledge that we have under-utilised our 



strengths. We are therefore taking action through this 



strategy to create a sustainable operating environment 



for the life sciences industry now and in the future. 



The drive for cost-effective solutions in the NHS 



combined with the regulatory approvals process can 



mean that uptake is slow. This is challenging for industry 



who may sometimes feel the return they are looking for is 



not there quickly enough to satisfy shareholders and 



investors. More importantly, patients lose out through 



late adoption.



The UK can do much more to harness the opportunity 



that exists in the NHS. There is huge potential to better 



support the adoption and diffusion of innovation, to 



access patient data to inform the development phase, 



and to involve patients in trials and early access schemes 



for the treatment of chronic diseases, such as cancer. 



Whilst the speed of computing and breakthroughs in 



genomics are opening up untold opportunities, the time 



and cost of developing new treatments is rising 



significantly. Traditional models of research and 



development, based around large scale establishments, 



are also becoming unsustainable. The future is going to 



see much more by way of tailored medicines, which 



target specific characteristics of an individual’s genetic 



blueprint and disease.



Building for the future



The industry is changing and the UK must adapt so that 



we can compete in this challenging environment. The UK 



must capitalise on its strengths: its world-class science 



and clinical research, talent base of pioneering life 



science researchers, and the NHS, where discovery can be 



translated into results for patients. The race is on and we 



need to move quickly to ensure the UK is where 



innovation happens.



In the future, the NHS will need to play a more active 



role in realising innovation. It will be the “pull” behind 



the industry “push” for new therapeutic interventions. 



At the heart of this will be the patient. Patients will be 



offered new choices to participate in the development 



of novel treatments, with the support of their clinicians. 



This will mean they gain earlier access to new 



treatments and improve their chances of recovery. 



Through the use of anonymised data patients will be 



making a contribution to the ongoing health of people 



with similar conditions.



The action we are taking



The Government recognises these opportunities and 



challenges and is determined that industry and 



healthcare/research charities thrive in the UK; researchers 



and clinicians have a vibrant, exciting and world-class 



environment in which to work; and patients have access 



to leading-edge treatments early.



The suite of initiatives contained within this document 



have been developed to support industry to grow in the 



UK, whether they are small start-ups or large established 



businesses. It is also designed to support researchers and 



clinicians and ultimately patients through improved 



healthcare outcomes.



This strategy sets out a vision where academia, NHS, 



charities and industry come together to create an 



unrivalled ecosystem. It offers a number of incentives to 



business, to researchers and clinicians to come to the UK 



to work on life sciences. It strengthens our current 



position and locates us at the heart of a revolution that 



will make the UK the global hub for life sciences in the 
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future. The actions contained in this strategy will combine 



as the catalyst to achieve this vision.



The vision for life sciences in 



the UK



The UK will become the global hub for 



life sciences in the future, providing an 



unrivalled ecosystem that brings 



together business, researchers, clinicians 



and patients to translate discovery into 



clinical use for medical innovation 



within the NHS.



The UK will provide an environment and 



infrastructure that supports pioneering 



researchers and clinicians to bring 



innovation to market earlier and more 



easily, making the UK the location of 



choice for investment.



Life Sciences will continue to be vibrant 



in the UK and will be a key contributor 



to sustained economic growth.



What will this mean for you?



For business: you will be able to operate in a streamlined 



regulatory framework, enabling quick entry to the market 



for new discoveries and innovations and access to 



anonymised patient data and patients for clinical trials.



For investors: you will have an opportunity to invest in 



world-leading, pioneering research with access to new 



fiscal measures that support risk sharing.



For researchers: you will be able to access the best 



facilities and world-leading institutions, real life data and 



an integrated system for bio-medicine.



For clinicians: you will have an active role in innovation 



and research into pioneering new treatments and truly 



add value to the ecosystem, whilst improving patient 



outcomes.



For patients: you will be empowered to have more 



choice with better and quicker access to new treatments, 



for better results.



The Government will work closely with the devolved 



administrations in delivering our vision for the life 



sciences sector.



D
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We are committed to delivering 



global leadership in life sciences – 



we will re-energise the sector and 



provide the integration it needs to 



work effectively, the capability it 



needs to develop and grow, and 



the incentives to innovate and 



ultimately deliver better outcomes 



for healthcare and patients.



The Strategy for UK life sciences is 



designed around 3 key principles:



1.  Building a life sciences 



ecosystem 



We will build on our existing 



strengths and partnerships 



between universities, the wider 



research base, businesses and 



the NHS to establish a cohesive system of integration.



2.  Attracting, developing and rewarding the 



best talent 



 We will nurture highly skilled researchers, clinicians 



and technicians and assist them to work collaboratively 



across traditional boundaries to create value 



throughout the ecosystem.



3.  Overcoming barriers and creating incentives for 



the promotion of health care innovation 



We will create the right environment to translate 



discovery into real benefits for patients and nurture 



innovation through the translational funding gap, 



whilst at the same time reducing regulatory 



bureaucracy to provide a route for early adoption 



and diffusion in the NHS.



The specific actions underpinning these principles are 



contained in the following 3 chapters. Each chapter sets 



out the new and existing initiatives that will lead to the 



achievement of our bold ambition. The final chapter sets 



out how this will be implemented.



This strategy sits alongside NHS Chief Executive’s Review 



Innovation Health and Wealth: Accelerating Adoption and 



Diffusion in the NHS, the actions for which can be found 



on page 34.



1928: Scottish biologist and 



pharmacologist Alexander Fleming 



discovers penicillin.



UK research accounts for 11% 



of the world’s citations within 



biological sciences.
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There are profound changes taking place in the discovery, development and adoption pathways of 



medical innovation. New models of working between universities, hospitals and businesses need to 



be developed to place the UK at the forefront of medical research now and in the future. 



In order to ensure that researchers, clinicians, businesses and investors see the UK as the location of 



choice for life sciences, we must build a fully integrated life sciences ecosystem from our world-class 



research and clinical infrastructure. We will achieve this by making it easier for researchers to 



commercialise academic research; placing clinical research at the heart of the NHS; and by 



empowering patients to participate in research. These actions will encourage adoption and diffusion 



of innovation in the NHS. 



The UK’s life sciences ecosystem will be shaped by our 



greatest assets: our research and academic prowess, 



joining together with global industries. It will optimise 



research and data which are a vital part of the system, 



leading ultimately to the NHS adopting and diffusing new 



therapies earlier to benefit patients and contribute to a 



thriving UK economy. 



The UK already has some excellent examples of networks 



and clusters that create such an ecosystem. The Oxford, 



Cambridge and London triangle houses the UK’s largest 



biomedical cluster, with around 170 medical 



biotechnology companies linked to universities and 



other organisations. 



Case study: Collaboration now



> Imanova is a partnership between the Medical 



Research Council (MRC), Imperial College, 



University College London and King’s 



College London to provide a state of the art 



imaging research facility, building on current 



strengths in neuroscience and cancer imaging 



and developing novel applications. Made 



possible by GSK transferring its imaging facility 



in London to the partnership, it will provide a 



national hub for access to world-class imaging 



facilities and a focus for academic and 



commercial collaborations. 



2 Building a life sciences 
ecosystem 



The development of a new pharmaceutical 



drug takes between 12 and 15 years. 



(Source: ABPI)
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Case study: Collaboration in the 
future



> The Francis Crick Institute is a £700m 



partnership between Government1, MRC, Cancer 



Research UK (CRUK), Wellcome Trust, University 



College London (UCL), Imperial College London 



and King’s College London. Its aim is to 



understand the basic biology underlying human 



health, finding ways to prevent and drive forward 



better treatment of the most significant diseases 



affecting people today. This could be the most 



significant development in UK biomedical 



science for a generation.



Building on our strengths, we will shape a fully integrated 



ecosystem in the UK. This chapter sets out our actions to 



deliver this ambition. It sets out how the UK will:



1 Make it easier to commercialise academic 



research



2 Put clinical research at the heart of innovation 



in the NHS



3 Encourage adoption and diffusion of innovation 



in the NHS 



4   Promote the UK as the place to invest and 



deliver life sciences innovation



1  Making it easier to 
commercialise academic 
research



What is the Government doing 
already?



The transfer of ideas and intellectual property from 



academia to industry is imperative for innovation to be 



accessed by the public. The UK’s research base ranks 



second behind the US for excellence (by share of 



citations) and there are already good knowledge flows 



between academia and business. Learning from exemplars 



and best practice offers the opportunity for universities to 



improve effectiveness in commercialisation. 



For example, Imperial Innovations was a technology 



transfer office in Imperial University which has 



successfully been privatised to offer its services more 



widely. The challenge now is to cultivate similar levels 



of success in other university-based technology 



transfer offices.



Funding through public sector, charity and commercial 



routes is fundamental for the research base in universities 



to thrive and to continue to deliver leading edge 



discoveries, which can be developed through clinical 



studies into products for patient benefit. The research 



charities sector contributes significantly to medical 



research, with Cancer Research UK and Wellcome Trust2 



investing a combined £900m a year in medical research.



What are the new actions that the 
Government is taking?



Investment and tax measures are key enablers to foster 



collaboration between industry and academia. 



Government is making new investments in cross-cutting 



initiatives such as stratified medicines and emerging 



technologies e.g. synthetic biology, informatics and 



regenerative medicine; and will address funding rules 



which stifle partnership working. 



Stratified medicine3 and mechanisms of 
diseases in people



ACTION: We will invest £310m to support the 



discovery, development and commercialisation 



of research. This covers:



> £130m for Stratified Medicines; and 



> £180m for a Biomedical Catalyst Fund 



(discussed in Chapter 4).



1 £200m of this fund was committed by the Department of Health
2 www.wellcome.ac.uk; www.cancerresearchuk.org
3 Stratified medicine research looks at ways to group patients within a disease area through their genes or by their symptoms. It will lead to targeted, 



more efficient treatment for patients.
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The £130m investment in stratified medicines builds on 



current investment by TSB and the MRC.



MRC will commit £60m over 3 years to allow the best 



researchers to resolve some of the most difficult 



questions about the mechanisms of diseases and how 



we treat them. This will include chronic diseases, such 



as obesity or diabetes, that impact on a high number 



of people. 



MRC will commit a further £60m over the next 4 years to 



collaborations in stratified medicine between academia, 



industry and clinicians. This will advance development of 



targeted treatments for specific groups of patients who 



may suffer from the same broad disease e.g. heart 



disease, asthma or mental health disorders. This will give 



industry greater certainty about the types of treatment to 



develop for targeted groups of patients; will provide 



better diagnostic tools for doctors; and thus improve 



patient outcomes.



The remaining £10m investment by the MRC is for 



collaboration with AstraZeneca who are providing 22 



compounds to academic researchers to develop 



medicines.



Such a collaboration has the potential to be 



transformational in stimulating relationships between 



academia and industry. The findings of the research will 



help deliver growth to the pharmaceutical and 



biotechnology industries, and deliver novel treatments 



for the benefit of patients.



Case study: Public-private sector 
open innovation collaboration



The MRC are investing £10m in an unique open 



innovation collaboration with AstraZeneca. This 



partnership provides academic researchers with 



unprecedented access to 22 high quality 



AstraZeneca clinical and pre-clinical compounds 



which are the building blocks of new medicines. 



Synthetic biology



Synthetic biology aims to apply the principles of 



engineering with biology. Potential applications include 



healthcare, bio-energy and industrial biotechnology. 



It was recently identified by the TSB as a key emerging 



technology with the potential to create a billion pound 



industry within the UK in the next decade. 



ACTION: We will commission an independent 



panel to develop a technology roadmap that will 



propose actions required to establish a world-



leading synthetic biology industry. 



We want to establish a world-leading synthetic biology 



industry in the UK and are already investing some £45m 



into the area, but we want to do more. 



Case study: Collaboration between 
academia and industry



> Stevenage Bioscience Catalyst (SBC) is the UK’s 



first open innovation bioscience campus, 



opening for business in the first quarter of 2012. 



With its unique focus on open innovation, the 



SBC will foster increased partnership, idea 



sharing and value generation between academia, 



big pharma and biotech. Co-location with GSK in 



Stevenage will help to build strong links and 



allow tenants to access to big pharmaceutical 



company expertise. With founder stakeholders of 



GSK, the Wellcome Trust, BIS, the Technology 



Strategy Board (TSB) and EEDA, SBC is already an 



example of collaboration in action.



Cell Therapy Technology Innovation Centre



Building on investments already made in regenerative 



medicine by the Research Councils, the National Institute 



for Health Research (NIHR), and the TSB will invest up to 



£50m over the next 5 years in a Cell Therapy Technology 



and Innovation Centre (TIC). This  will be based in London, 



in the centre of the UK’s largest life sciences cluster. 



The centre will focus on the development and 



commercialisation of cell therapies and advanced 



therapeutics. It will also look at the underpinning 



technologies for manufacturing, quality control, and 



address safety and efficacy challenges for these 



innovative treatments.
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ACTION: Through the TSB, we will invest up to 



£10m per annum in a Cell Therapy TIC, based 



in London.



Alongside this investment, the MRC, Engineering 



Physical Sciences Research Council (EPSRC) and 



Biotechnology and Biological Sciences Research Council 



(BBSRC) will establish a new national programme in 



regenerative medicine. This programme will ensure that 



the UK operates as a single, globally competitive cluster 



in this area.



ACTION: Through the MRC, EPSRC and BBSRC, 



we will jointly invest £25m over five years in a 



programme to maximise the potential of the TIC, 



and pull through cutting-edge biomedical 



science and engineering for the delivery of 



regenerative medicine.



Informatics – ELIXIR



We are moving at pace to deliver a robust informatics 



infrastructure via ELIXIR. ELIXIR is a programme to 



assemble and manage biological and genetic information 



generated by research. UK-funded research breakthroughs 



have recently led to a revolution in commercially 



available high-throughput gene sequencing technology. 



This revolution has created challenges in storing and 



analysing the huge volume of data generated. It is vital 



that this data is collected, stored and curated in user-



friendly ways that allow its efficient retrieval and rapid 



exploitation. ELIXIR will allow us to do just this.



ACTION: We will invest £75 million to:



> expand the existing European Bioinformatics 



Institute in Cambridge to provide a new 



facility for biological data-storage to support 



life sciences research and its translation; and



> deliver a new technical hub (Hinxton, 



Cambridge) which will house 200 staff and 



will coordinate the network.



Research Council funding rules



The current Research Council funding rules can preclude 



some small state-of-the-art technology facilities from 



bidding for funding, where they lack a ‘critical mass’ of 



researchers. We will give greater funding opportunities 



to non-commercial organisations providing research 



facilities, around which clusters can develop.



ACTION: We will enable small state-of-the-art 



research facilities to secure recognition and 



apply for Research Council funding. 



We also believe that funding mechanisms for research 



and innovation should recognise the value of 



collaborations between organisations. Consortia can 



tackle large-scale and ground-breaking new research 



beyond the capabilities of a single institution; they may 



involve a range of partners, including collaboration 



internationally and with business. To deliver this, Research 



Councils UK will establish a new principles-based 



framework.



ACTION: Research Councils UK, working with UK 



HE funding bodies, and in discussion with 



individual universities and consortia, will 



establish a new principles-based framework for 



treatment and submission of multi-institutional 



funding bids. 
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VAT cost-sharing exemption



Currently a VAT cost arises if organisations such as 



charities and universities, want to make efficiencies by 



working together to share services. A VAT exemption on 



shared services will remove this barrier. This exemption is 



covered in European Regulations4, and Government is 



already applying it. We will introduce this exemption in 



UK law in 2012.



ACTION: As announced in the Autumn Statement 



2011, we will introduce the EU VAT cost-sharing 



exemption in the Finance Bill 2012.



Wilson Review



Sir Tim Wilson is undertaking a review into how we make 



the UK the best place in the world for university-industry 



collaborations. This will look at a wide range of business-



university collaboration, including the links between 



universities, SMEs and skills. We are already taking action 



to improve business skills in academia and this is covered 



in more detail in Chapter 3. Sir Tim Wilson is due to report 



in early 2012.



2  Putting clinical research at 
the heart of innovation in 
the NHS



The second step to integrating our life sciences ecosystem 



is to build networks between our excellent academic 



institutions and clinical infrastructure. As a first step we 



will scale up our South East cluster to attract investment 



and support patients’ outcomes.



What is the Government doing 
already?



Clinical research infrastructure



The NIHR announced a record investment of £800m 



over five years from April 2012, for new NIHR Biomedical 



Research Centres and Units (BRCs and BRUs) and the 



establishment of two groundbreaking NIHR Translational 



Research Partnerships (TRPs).



The BRCs and BRUs will boost translational research in 



areas such as cancer, neuroscience, diabetes, dementia, 



nutrition, ageing and heart disease. The first two TRPs will 



focus on inflammatory respiratory disease and joint and 



related inflammatory diseases. Both will increase the 



capacity of the NHS to work in collaboration with 



universities and industry to undertake world-class 



translational research. The NIHR Office for Clinical 



Research Infrastructure (NOCRI) provides a single point 



of contact for this infrastructure. 



NOCRI has led work to redevelop the UK Experimental 



Medicine Resource Finder which provides an optimal 



entry point for industry and academic investigators 



seeking information about experimental medicine 



facilities. The resource finder5 contains up-to-date 



information on over 50 major facilities with details 



of expertise, resources, techniques and technologies. 



Site users can search for facilities by location, health 



or disease research topic, skills or equipment available.



Building on the investment in our clinical research 



infrastructure, the UK has adopted the internationally 



recognised model of partnerships between academics 



and health providers which are known as the Academic 



Health Science Centres (AHSCs). In 2009, Manchester, 



Cambridge, Imperial, UCL Partners and King’s Health 



Partners were designated as AHSCs. Their mission is to 



bring together research, teaching and patient care in 



order to speed up the process of translating developments 



in research into benefits for patients, both in the NHS and 



across the world.



4 Principal VAT Directive (PVD)
5 www.ukcrcexpmed.org.uk



Over the period 2006 to 2010, UK publications 



in bioscience received an average 



of 9.5 citations each. This is higher than any 



other country.  



(Source: International Comparative Performance 



of the UK Research Base – 2011 BIS)
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Clinical research and patient choice



The analysis of patient data is a vital part of the 



infrastructure supporting research, development and 



clinical adoption. Equally important is information about 



which NHS Trusts are involved in clinical research and 



how are they performing. The NIHR Clinical Research 



Network (CRN) is partnering with The Guardian to create 



The Clinical Research Zone. This will publish data on 



individual NHS Trust participation in clinical research, 



and sit beneath the existing Guardian Healthcare 



Network site6.



To enable patients and the public to access information 



about clinical trials, the NIHR UK Clinical Trials Gateway 



test site launched in March 2011. The site is being 



updated and will be re-launched in spring 2012. 



Furthermore, the NIHR has developed a smartphone 



application, now available free-of-charge to iPhone 



(and shortly Android) users, to further increase access 



to information about clinical trials in a convenient and 



contemporary way. 



What are the new actions that the 
Government is taking? 



Clinical research infrastructure



The AHSCs and NIHR BRCs and BRUs all play a vital role in 



undertaking translational and clinical research studies, 



and drive innovation in biomedicine into NHS practice. 



Our vision is to strengthen the networks and, in turn, 



collaboration between the AHSCs and industry partners. 



In the Growth Review, we committed the Chief Executive 



of the NHS to review and report on how the NHS could 



accelerate adoption and diffusion of innovation within 



the NHS. The NHS Chief Executive’s Review, which is 



being published alongside this strategy, is clear that we 



should preserve the AHSC brand.



Building on the AHSC model of adoption and diffusion, 



we will establish a number of academic health science 



networks (AHSNs) across the country. The NHS Chief 



Executive and the Chief Medical Officer will work with 



the NHS and industry to designate these networks with 



the first going live during 2012/13. 



The AHSNs will present a unique opportunity to align 



clinical research, informatics innovation, training and 



education and healthcare delivery. The aspiration is for 



AHSNs to be the gateway for any NHS organisation 



needing support with innovation and to provide industry 



with clear points of access to the NHS. This will facilitate 



NHS-industry collaborations to develop health care 



solutions. 



Key to making progress on this is the use of the NHS’ 



patient database for clinical trials and investigations. 



A robust and flexible patient data system will bring more 



clinical studies into the UK and support the development 



of innovative treatments. 



To encourage innovation and investment in UK life 



sciences, the Health and Social Care Information Centre 



will set up a secure data linkage service as part of its core 



delivery. By September 2012, it will deliver data extracts 



using linked data from primary and secondary care and 



other sources, on a routine basis at an unidentifiable, 



individual level. This service can also be used by the 



specialist research service (CPRD – see below). The service 



will be available to all users of health and care 



information in order to drive improvements in care, 



enterprise and innovation, and will operate on a self-



financing basis where users would pay the cost of the 



linking process. 



In addition, a complementary new secure data service 



– Clinical Practice Research Datalink (CPRD) – will be 



introduced by the Medicines and Healthcare products 



Regulatory Agency (MHRA), in partnership with NIHR, to 



service the specialised needs of the research and life 



sciences communities. This is a £60m investment which 



will offer data services. These will include: providing 



access to data for researchers (NHS, social care and 



others); data matching and linkage services, and data 



validation to support the clinical trial and observational 



study work of the life sciences research community.



6 www.guardian.co.uk/healthcare-network
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ACTION: There will be the provision of secure 



data linkage services by: 



> the Health and Social Care Information Centre 



by September 2012; 



> the Clinical Practice Research Datalink (CPRD) 



which is a £60 million investment by NIHR 



and MHRA.



In order to maximise opportunities for utilising patient 



data to support research, we have launched a cross-



funder call for Centres in e-health7, which will commit 



£15m to Centres. These aim to build and sustain a vibrant 



health informatics research capability in the UK. Outline 



proposals are being considered at present and awards will 



be made in mid-2012.



Case study: Scotland HSS



Scotland is internationally renowned for the 



excellence of its scientific research and 



development. Through the formation of pioneering 



collaborations Scotland's world-class life sciences 



capabilities are being fully realised.



One such example is Health Science Scotland (HSS), 



a partnership between scientists and academics that 



will soon pilot a new SME engagement function. 



It aims to provide a single point of contact for 



pharmaceutical and biotechnology companies to 



develop translational research programmes. In 



collaboration with university medical schools and 



clinicians in the NHS these innovative research 



programmes will speed up the delivery of novel 



treatments to patients, through clinical trials. 



Obtaining the evidence to demonstrate the value of 



innovative products will improve adoption and 



benefit the wider community. 



In London, the three AHSCs have signed a concordat 



setting out their commitment to work together with the 



Mayor and NHS London to maximise the economic 



impact of London’s life sciences sector. As a priority they 



will explore the potential to develop an information 



system that will build on the NHS record and pull 



together patient level data for London’s population. This 



project will enable large groups of patients to be engaged 



in world-class clinical research on disease-specific and 



personalised treatments. Use of the data by biomedical 



firms will drive innovation, add economic value and 



attract inward investment enabling further growth.



ACTION: London’s three AHSCs (Imperial, Kings 



Health Partners and UCL Partners) will explore 



the potential to develop information systems 



that build on the NHS record and pull together 



patient level data for London’s population. 



This will enable large groups of patients to be 



engaged in world-class clinical research on 



disease-specific and personalised biological 



therapies, regenerative medicine and medical 



devices.



This partnership is an important first step in strengthening 



the connections between the academic health science 



system across the UK, and represents the beginning of our 



ambition to scale up our South East cluster. We must also 



demonstrate our leadership globally if we are to succeed. 



We want the UK to compete internationally not only on 



academic and clinical excellence, but also on the ability 



to attract companies to base their R&D and 



commercialisation here. Key to this is an enabling 



environment with strong links into industry, ease of 



access to funding sources and the ability to engage with 



other businesses at a similar stage in development. 



7 MRC in partnership with Arthritis Research UK, the British Heart Foundation, Cancer Research UK, the Economic and Social Research Council, the 
EPSRC, the NIHR, the National Institute for Social Care and Health Research (Welsh Assembly Government), the Chief Scientist Office (Scottish 
Government Health Directorates) and the Wellcome Trust
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ACTION: We will appoint two independent Life 



Sciences Champions: The first of these 



champions will act as chair of an independent 



Life Sciences Advisory Board. The second will act 



as a collaboration champion to foster 



partnership across the UK clusters and within 



government.



Research and patient choice



Empowering patients to participate in research is central 



to enabling the translation of promising treatments. 



In order to support patient participation in clinical 



research, the NIHR is developing tools which will provide 



clear information to patients about clinical trials. 



ACTION: Through the NIHR, we will re-launch an 



enhanced web-based UK Clinical Trials Gateway 



in March 2012. This site will provide patients and 



the public with authoritative and accessible 



information about clinical trials in the UK.



Case study: Clinical research and 
patient choice:



Scotland use a unique patient identifier to support 



multi-disciplinary, integrated patient care. This has 



allowed the creation of a clinical information system 



which supports the care of all patients with diabetes 



in the country. The informatics system, developed 



and supported by NHS Scotland and University of 



Dundee, links information between Scottish GPs 



and hospitals. This has greatly improved patient 



outcomes and fostered greater collaboration 



between industry, the NHS and universities. 



Evidence from Tayside over the past six years 



demonstrates fewer complications associated with 



diabetes in Scotland, including a 40% reduction in 



patients requiring amputations and a 43% reduction 



in people needing treatments for eye disease.



The same informatics capability provides a mature 



research platform to perform clinical trials and 



studies in diabetes and its associated complications. 



This platform is further supported by the year on 



year increase in the number of people participating 



in clinical trials in Scotland and, in Tayside alone, 



some 40,000 individuals have consented to the 



donation of their DNA and its linkage to e-health 



records.



Following a government pump-priming investment of 



£2.5million, the Cambridge BRC8 is working with BRCs 



in Oxford and London and with the BRU9 in Leicester to 



develop a national NIHR Bioresource. The South London 



and Maudsley/King’s College London BRC is developing 



the bioinformatics to support this.



ACTION: The Cambridge, Oxford and London 



BRCs will work with the BRU in Leicester, to 



develop a national NIHR Bioresource. This will 



make the UK the ‘go-to’ place for experimental 



medicine.



8 NIHR Biomedical Research Centre
9 NIHR Biomedical Research Unit



1953: Crick and Watson, two Cambridge 



scientists, reveal the double helix of DNA 



in Nature Magazine.
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This Bioresource will provide a national cohort of healthy 



volunteers, patients and their relatives who wish to 



participate in experimental medicine research, and are 



willing to provide clinical information and samples that 



will enable them to be recalled for specific studies. The 



Bioresource will support companies and researchers in 



recruiting healthy participants to undertake stratified 



studies. These studies will have the potential to rapidly 



advance the understanding of disease mechanisms, 



identify potential drug targets, and improve insight into 



the therapeutic potential and limitations of existing and 



emerging therapies. 



The NHS has a vital role in supporting patients who wish 



to be involved in clinical research. We will take action to 



make this a reality.



ACTION: We will support patients to have access 



to novel treatments, and be part of the 



development of wider patient benefits by 



consulting on amending the NHS Constitution 



so that there is a default assumption (with ability 



to opt out):



> for data collected as part of NHS care to be 



used for approved research, with appropriate 



protection for patient confidentiality; and



> that patients are content to be approached 



about research studies for which they may be 



eligible, to enable them to decide whether 



they want a discussion about consenting to 



be involved in a research study. 



Equally there must be clinical leadership to ensure that 



research is a core part of the NHS’ role to drive innovation 



and develop novel treatments. Our key opinion leaders in 



the NHS have an important role in setting the standards 



that the NHS should meet so that they are developing and 



using these treatments for the benefit of patients.



3  Encouraging adoption and 
diffusion of innovation in 
the NHS 



The third step to a successful ecosystem is to ensure that 



the NHS realises its role as an engine for innovation by 



accelerating adoption and diffusion of innovations. 



What is the Government doing 
already?



The NHS Life Sciences Innovation Delivery Board is 



already strengthening NHS and industry engagement, as 



well as encouraging NHS organisations to become rapid 



and consistent adopters of cost-effective health 



innovations.



What are the new actions that the 
Government is taking?



The NHS Chief Executive’s Review sets out a package of 



proposals that will be developed to support the adoption 



and diffusion of innovation in the NHS. A summary of the 



actions can be found at the back of this document.



The actions will require NHS leaders to identify and tackle 



the behaviours and cultures that stand in the way of 



innovation. It will look at system incentives to ensure that 



they are aligned to support and encourage innovation. 



The review highlights the need to create ‘pull’ for new 



ideas from patients and the NHS, rather than relying on 



the traditional top-down ‘push’.



The review also identifies the need to reward those 



individuals and organisations that adopt best practice and 



new ideas, and calls for those organisations that do not to 



explain why. It outlines the need to take a longer-term 



view on investments and to ensure that staff are 



supported to introduce and scale up new ideas and 



technologies. These will be developed further during the 



implementation phase.
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4   Promoting the UK as the 
place to invest and deliver 
life sciences innovation



Clear leadership on the global stage to foster 



collaboration with internationally renowned partners is 



imperative if the UK is to be a real choice for investment. 



Emerging economies such as Brazil, India and China offer 



a wealth of opportunities for collaboration and growth.



What is the Government doing 
already?



Through UKTI, the UK will enjoy a strong presence at the 



world’s leading trade events for life sciences to ensure UK 



expertise is showcased effectively. Forthcoming events 



we are supporting include BIO 2012 (biotechnology) in 



Boston, Medica (medical technology) in Dusseldorf, and 



Arab Health (medical technology) in Dubai. 



What are the new actions that the 
Government is taking?



We will provide the platform and support to promote and 



showcase the competitive strengths of the UK. The life 



sciences champions will play a key role here.



ACTION: Through UKTI, we will work with 



business ambassadors and members of the 



Catalyst Programme (a network of business 



leaders, influencers and academics) to promote 



the UK’s status as Europe’s leading destination 



for inward investment in the sector. 



ACTION: We will hold a series of investment and 



policy events to promote the UK’s world-leading 



position in healthcare and life sciences in 



advance of the London 2012 Olympics.



In our forthcoming strategy on innovation and research 



we attach considerable significance to international 



collaboration. An important signal of our leadership has 



been the proactive engagement by high growth and 



emerging economies as they invest in the development of 



their healthcare systems and capabilities in life sciences. 



We will build international partnerships and 



collaborations to increase bilateral trade, investment 



and R&D in this field – for example in translational and 



personalised medicine with China.



ACTION: We will create new partnerships in 



translational medicine and biopharmaceuticals, 



underpinned by the Memorandum of 



Understanding between the UK and China.



Through UKTI, we will work with NHS Global to identify 



and pursue high-value international opportunities in 



healthcare. Support will be given to the formation of 



consortia that access opportunities spanning the whole 



healthcare supply chain – from the design, development 



and management of health systems and facilities, to 



pharmaceuticals and medical technology. A pilot is 



under-way to present a compelling and complete UK 



healthcare proposition to Saudi Arabia. This has been 



developed with input from industry and some of the UK’s 



leading clinical institutions.



Summary



This suite of actions will meet our ambition to build 



a fully integrated life sciences ecosystem in the UK. 



It will be shaped from our world-class research and 



clinical base joining together with global industries.



It will optimise research and data leading ultimately 



to the NHS adopting and diffusing new therapies 



earlier. This will benefit patients and contribute to a 



thriving UK economy.
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 The UK has a high concentration of research excellence 



and pioneering clinicians. Excellence alone is not enough. 



The workforce needs to create value throughout the 



development pathway. People need to have the training 



to meet the needs of employers and the incentives to 



collaborate across disciplines and organisational 



boundaries. Technological and system innovations are 



leading to a convergence of sectors. This is driving the 



development of new multi-disciplinary qualifications and 



expertise. The advanced manufacturing sector, for 



example, will require a workforce that is skilled in 



engineering as well as in areas such as biological and 



cell-based medicines, high-tech medical devices and 



information-driven health systems. 



The Government will work with our partners to develop 



greater experience in technical skills and commercial 



expertise to create the right talent base for the UK life 



sciences industry. We will also put in place actions to 



cover the life sciences talent pipeline for the future. 



This chapter sets out how the UK will:



1 Attr act world-leading talent in areas of 



strategic priority for the UK



2  Develop scientific excellence alongside 



commercial rigour



The best talent in life sciences tends to be highly mobile. The UK needs to develop, recruit and reward 



these individuals to make the UK world-leading in healthcare and life sciences.



The Government will introduce a suite of incentives to ensure that the UK attracts and nurtures 



world-leading talent and develops scientific excellence; and that it offers exciting and rewarding 



careers for clinicians, scientists and technicians from all around the world. There will be multiple entry 



points for careers in the sector, and training will be designed to accommodate practical experience and 



mentoring, focusing on both commercial rigour and scientific excellence.



Case study: Wales HSS



The Institute of Life Science is the innovative 



research arm of Swansea University’s College of 



Medicine. A unique collaboration between IBM, 



Swansea University and the Welsh Government, 



it has already delivered a state-of-the-art building, 



housing specialists in medical research, business 



incubation and technology transfer. This partnership 



brings together talent from across a number of 



disciplines to find new solutions to old problems in 



medical research. 



1  Attracting world-leading 
talent in areas of strategic 
priority for the UK



What is the Government doing 
already?



Investment and mobility are important factors in 



attracting world-leading talent. The UK has strong 



investment in developing talented researchers in life 



sciences – both for clinically qualified and non-clinically 



3 Attracting, developing and 
rewarding talent
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qualified scientists. MRC committed just over £70m in the 



last year to support 1900 PhD posts and 320 fellowships 



for both clinical and non-clinical scientists. A similar 



amount was also committed by NIHR to support over 



1600 posts for research training in clinical and applied 



health research.



This investment is complemented by strong, additional 



support from the charity sector. For example, the 



Wellcome Trust provided £114m10 and CRUK over 



£20m for fellowships in the last year. 



We have a number of schemes to attract world-leading 



talent into important areas of research such as cancer, 



heart disease and Alzheimer’s. These schemes are 



available to excellent UK and international scientists.



Case study: Fellowships



The Royal Society and the Wellcome Trust 



launched the Sir Henry Dale Fellowships in October 



2011. This is a major new joint scheme offering 



grants of up to around £1m each to outstanding 



young biomedical scientists. The scheme is available 



for individuals in the UK or overseas wishing to build 



an independent research career in Britain to 



understand the basis for some of the most important 



diseases affecting the world today.



The Royal Society Research Professorship 



scheme enables world-class scientists from the UK 



and around the world to benefit from a period of 



long-term support (usually 10 years). This allows 



them to focus on research and collaboration based 



at a UK institution. Previous holders include five 



Nobel Laureates and five Presidents of the Royal 



Society.



The NIHR will be awarding Research Professorships to 



fund selected leaders, who are capable of making a real 



difference to the effective translation of research, in the 



early part of their careers. These awards will help to 



strengthen research leadership at the highest 



academic levels.



Research Excellence Framework (REF)



Recognition of the impact of life sciences research will be 



critical to secure appropriate funding for Higher Education 



Institutions (HEIs) through the Higher Education Funding 



Council for England (HEFCE) assessment process (REF). 



In life sciences, impact relates especially to improvements 



to healthcare and economic, commercial and production 



benefits. The funding bodies have agreed that for the first 



time REF 2014 will include explicit assessment of the 



impact arising from excellent research. This accounts for 



20% of the assessment with the intention of increasing 



this to 25% in subsequent exercises whilst recognising 



that this aspect is developmental. Industry bodies, such 



as Confederation of British Industry (CBI), have endorsed 



this approach. 



HEFCE has already appointed user members to the 



assessment panels, including representation from GSK, 



AstraZeneca, Pfizer, Department of Health, British Heart 



Foundation and INVOLVE. Additional user experts 



(including industry) will be appointed for the impact 



assessment phase – to ensure that impact assessment 



is undertaken by a broadly equal number of users and 



academics.



Increasing workforce mobility



The ease of recruiting global talent is important for 



business and scientific communities. Foreign scientists 



make a vital contribution to the UK economy. Equally 



important is attracting the best researchers to Research 



Council Institutes. Public sector recruitment controls are 



therefore being applied with a light touch in relation to 



front-line scientists, such that their recruitment can be 



approved within the Research Council (if their salary is 



below £100,000) without the need to refer to 



Government.



Life sciences researchers with the appropriate skills, and 



skilled migrants with a job offer, have two main routes to 



enter the UK to work in the sector. Recent changes to 



immigration policy mean that those scientists and 



academics entering the UK on a temporary basis are also 



10 The Wellcome Trust’s £114m funded Principal (£39m), clinical (£31m), and non-clinical scientists (£44m) fellowships 
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able to do so11, for example as a guest lecturer, an 



external examiner or via an intra-company transfer route. 



This demonstrates the flexibility that recruiters have in 



order to access the best talent available worldwide.



What are the new actions that the 
Government is taking?



We have a strong base of research-active universities, 



with 4 of the top 20 universities in the world, and 32 



universities in the top 20012. Building on our significant 



investment in excellence, it is important that life sciences 



is an attractive career choice for young people.



We want to nurture a life sciences talent pipeline which 



meets the needs of employers in the future. We will 



therefore promote life sciences as an exciting career 



option.



Promoting life sciences as a career option



Having the right information to make the right career 



choices and select the right training provision or industrial 



placement is critical. Equally important is to ensure that 



students have access to high-quality courses, valued by 



industry. We have invested in tools which support careers 



advice and guidance and now want to encourage 



employers to signal which courses best meet their needs. 



This will ensure there is a pipeline of undergraduates with 



the right mix of technical and entrepreneurial skills that 



are really valued by industry. 



ACTION: Through Cogent we will provide 



information on careers in life sciences, for 



students, employers and educators.



Industry is particularly concerned about the varied quality 



of practical training offered by biology degrees, as well as 



standards of numerical and analytical skills. There are also 



concerns that universities may reduce the amount of 



practical training, as experiments become increasingly 



sophisticated and expensive.



To address this, the Society of Biology is piloting an 



accreditation programme for undergraduate biology 



degrees, with biochemistry and in vivo subjects being the 



first subjects accredited. The accreditation programme 



will evaluate biology courses against both core and 



analytical skills. It will identify courses with a sizeable 



practical research element which provide the 



opportunities to develop skills in a range of research 



techniques. The first courses will be accredited in March 



2012, and plans to expand the scheme are currently 



under-way.



ACTION: Through the Society of Biology, we will 



improve practical teaching standards, by 



expanding the accreditation programme for 



undergraduate biology degrees. 



In addition to assuring the quality of courses in specific 



subject areas, we also want to be able to signal which 



courses – from across life sciences more generally – 



provide the skills, experience and knowledge that are 



valued by businesses. Kite-marking courses which have 



the right mix of technical and commercial skills, for 



example, is a good way to signal to students which 



courses are most valued by their future employers.



ACTION: Together with Cogent and others, we 



will develop a process to kite-mark FE and HE 



programmes. This will be piloted in 2012. 



2  Developing scientific 
excellence alongside 
commercial rigour



What is the Government doing 
already?



We have already highlighted the importance of fostering 



inter-disciplinary qualifications. If UK innovators are to 



increase their chances of commercial success, training 



must go beyond academic discipline and include 



leadership, entrepreneurialism and business skills. 



11 www.ukba.homeoffice.gov.uk/visas-immigration/working/
12 Times Higher Education World University Rankings 2011-12
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This is important for managers, scientists and clinicians in 



the NHS who can add tremendous value to the economy. 



The NHS Chief Executive’s Review recognises the need 



to invest not only in current managers and leaders in the 



NHS, but also in the future cohort of staff. It highlights 



the need to hardwire innovation into managerial and 



clinical curricula and through continuing professional 



development. It also recognises the benefit of external 



engagement and sets out plans for joint education 



programmes with industry.



Researchers/academia



The Research Councils and the Royal Society are already 



funding interdisciplinary qualifications in areas such as 



translational research, which are achieved through 



collaboration between industry and academia.



The Royal Society manages a range of schemes designed 



to encourage commercialisation of research. These 



include: the Industry Fellowship scheme for academic 



scientists who want to work on a collaborative project 



with industry, or for scientists in industry who want to 



work on a collaborative project with an academic 



organisation. 



Translational research



Both the MRC and the BBSRC provide training for 



early-stage scientists who wish to establish 



themselves as independent researchers, and they 



encourage collaborative research between industry 



and academia. 



Case study: Liverpool-Manchester 
MRC doctoral training programme 
in Clinical Pharmacology and 
Therapeutics



The £3m MRC three-year doctoral training 



programme in Clinical Pharmacology and 



Therapeutics led jointly by the Universities of 



Liverpool and Manchester began in 2010 in 



partnership with AstraZeneca, ICON, the Medicine 



Evaluations Unit (MEU) and GSK. The programme 



will train 12 Clinical Fellows who will be ideally 



positioned to lead research at the forefront of 



translational medicine within academia, industry or 



regulation. Training is provided in leading edge 



laboratory research and includes industry 



placements. Fellows also contribute to clinical 



research studies/trials during their studies. 



Academia/NHS



Clinical/academic training programmes are open to 



selected medical trainees who are interested in a 



combined research and clinical career. There are around 



400 research posts advertised each year at foundation 



stage. 



In addition, around 270 academic clinical fellowships are 



funded and advertised nationally each year, and we now 



have over 750 clinical fellows in the system. The joint 



research/clinical posts are funded by the NIHR. In 



addition, the NIHR and a number of other research 



funders, such as Wellcome Trust and CRUK, support the 



intermediate PhD fellowships.
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Modernising scientific careers for the NHS 
healthcare science workforce



Within the NHS, there are over 55,000 non-medical 



scientists working in healthcare science. This represents 



the largest group of scientists working for a single 



employer in the UK. There are some 45 scientific 



specialisms embracing biology, physiology, physics and 



engineering. Through the Modernising Scientific Careers 



(MSC) programme, we are committed to attracting, 



developing and retaining some of the best and brightest 



science graduates and young people in the UK with an 



interest in STEM13 subjects.



This programme will ensure that the NHS has a specialist 



scientific workforce that can use its skills more broadly 



through a clear focus on innovation, research and 



development, and effective partnership working with 



industry. It represents a joint investment approach with 



the HE sector and introduces comprehensive academic 



science in health-based programmes from vocational 



awards to doctoral level qualifications combined with 



co-ordinated workplace training. 



What are the new actions that the 
Government is taking?



Providing exciting career opportunities and the incentives 



for people at all levels to develop scientific excellence 



alongside commercial skills is imperative if we are to be a 



nation that cultivates entrepreneurialism. Responding to 



this challenge, Sir Tim Wilson is undertaking a review on 



university-industry collaboration; and Cogent is 



proactively taking steps to promote transfer between 



academia and industry and improve the business acumen 



of SMEs.



As mentioned in Chapter 2, the Wilson Review will cover 



how we make the UK the best place in the world for 



university-industry collaboration. This will make some 



recommendations about the provision of sandwich 



courses and placements, which enable students to work 



in industry as part of their studies.



Undergraduate placements



Industry placements are an excellent route for embedding 



practical and employability skills into academic 



programmes. 



ACTION: Through Cogent, we will develop a 



strategy to increase the uptake of industry 



placements in the UK.



Technician level 



We have invested nearly £900,000 in the development of 



a Higher Level Apprenticeship (HLA) programme for life 



sciences. This will provide an alternative pathway to enter 



the industry at the technician level.



A new HLA in life sciences has been developed by Cogent. 



It includes a life science foundation degree14, as well as 



work-based learning and employability. A pilot 



programme will be launched in January 2012 and will be 



delivered by City and Islington College. Cogent will also 



undertake a review of skills gaps across the wider 



biosciences landscape. 



ACTION: We will introduce, via Cogent, Higher 



Level Apprenticeships (HLAs) covering post 



A-level education. Our ambition is to deliver 



420 Apprenticeships over the next five years.



Help for employers to find apprentices



To make the apprenticeship programme more accessible 



to business, Cogent will establish a new Technical 



Apprenticeship Service15 (TAS) which will become a 



one stop shop for employers in science-based sectors. 



The TAS will offer a complete service, from identifying 



and supplying talent to providing a bespoke brokerage 



scheme. It will be employer led and therefore attuned to 



employers’ needs and demands. It will be particularly 



focused on helping SMEs to engage with apprenticeships 



13 Science, Technology, Engineering and Maths
14 Developed by Kent University
15 Cogent’s Apprentice Training Agency (ATA) a separate company (Technical Apprenticeship Service) within Cogent Group and a wholly owned 



subsidiary of Cogent.
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and will work through local clusters of employers 



and providers. 



ACTION: Through Cogent, we will establish the 



Technical Apprenticeship Service ‘one-stop shop’ 



for employers in science-based sectors. This will 



be operational from January 2012.



Mentoring



SMEs in the life sciences sector are often strong on 



scientific and research skills but may be lacking in 



business and management skills. We need to improve the 



three-year failure rate from current levels (39 per cent)16 



by creating a stronger support network and providing 



SMEs with the commercial skills they need to survive.



Following extensive consultation with the life 



sciences industry and a comprehensive review 



of other sectors’ mentoring programmes, 



Cogent will develop a tailored mentoring 



scheme in 2012. It will aim to have an offer for 



companies available early in 2013, and 100 



SMEs engaged in the scheme within the first 



two years.



ACTION: Through Cogent, we will develop and 



implement a tailored mentoring programme that 



will provide SMEs with the management skills 



they need to enhance their competitiveness.



Summary



This suite of actions will build on our world-leading 



talent base to create value in the economy. 



By investing in our future pipeline, we will 



attract the best international talent and develop 



home-grown excellence.



16 Source:ONS Business Demography data 2011. Note that this data does not capture figures for high-tech R&D and specialist SMEs



Affiliates of the University of Cambridge have won more 



Nobel Prizes than those of any other institution globally, 



including 25 prizes in physiology/medicine.
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It has become increasingly challenging for life sciences companies, particularly SMEs, to discover, 



develop and commercialise medical innovation. 



The Government is introducing a suite of fiscal measures to stimulate innovation and growth for 



start-ups and SMEs through to large global enterprise. We will incentivise early-stage investment and 



nurture the best innovations through the translational funding gap to a point at which they can secure 



follow-on investment. We will continue to reduce the bureaucracy of setting up clinical trials to ensure 



that patients have access to promising, cost-effective new treatments. 



The UK business environment for life sciences companies 



continues to pose a challenge. The Plan for Growth17 



identified that the UK had lost tax competitiveness. R&D 



is increasingly expensive for the life sciences industry, 



with SMEs being particularly vulnerable. The “escalator” 



models of funding and collaboration are no longer 



suitable for the commercial environment in which 



globally mobile companies are operating; and the 



regulatory framework needs to adapt so that it keeps 



pace with the dynamism of science and business.



The UK needs measures which stimulate innovation. 



Tax incentives coupled with an integrated funding 



environment that supports early-stage science and 



translation in academic and commercial sectors, will 



make the UK a globally competitive environment for 



investment.



To develop a proportionate regulatory system to reduce 



the cost of clinical trials, we will incentivise the 



development of promising new treatments which are 



safe and cost-effective.



This chapter sets out how the UK will:



1  Change tax to incentivise investment in R&D



2  Incentivise early-stage investment



3 Regulate



1  Tax changes to incentivise 
investment in R&D 



What is the Government doing 
already?



In Budget 2011, we announced a series of measures 



through the taxation system to create the necessary 



conditions for business growth and to encourage 



investment in the UK. We have improved the R&D Tax 



Credit for SMEs by increasing the level of super-deduction 



relief available to 200 per cent (225 per cent from April 



2012) and removing the minimum spend requirement.



We are committed to introducing the Patent Box, a 



measure which will reduce corporation tax on profits 



from patents to 10 per cent from 1 April 2013. It will 



create a competitive tax environment for companies, 



4 Overcoming barriers and creating 
incentives for the promotion of 
healthcare innovation



17 www.bis.gov.uk/policies/growth/the-plan-for-growth
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and encourage them to locate high-value jobs and 



activity associated with the development, manufacture 



and exploitation of patents in the UK. 



The life sciences industry will be a major beneficiary of 



the Patent Box. Smaller companies will benefit as patents 



developed collaboratively will be included within the 



regime. Profits from the sale of patents will be eligible for 



the reduced tax rate, allowing easier realisation of 



investment in a company. 



What are the new actions that the 
Government is taking?



Government has further consulted on improvements to 



the R&D tax credit scheme and the tax-advantaged 



venture capital schemes and will take action in the 



following areas:



ACTIONS:18



> In 2012, we will help smaller high-risk 



early-stage companies by introducing a new 



Seed Enterprise Investment Scheme (SEIS), 



offering a 50 per cent income tax relief on 



investments. To kick start the scheme, the 



Government will offer a capital gains tax 



exemption on gains realised from the disposal 



of an asset in 2012/13 invested in SEIS in the 



same year. 



> In 2013, we will introduce an above the line 



R&D tax credit, to improve the visibility and 



certainty of R&D tax relief to attract large 



scale investment in innovation. 



> We will provide further details on giving the 



relief to Contract Research Organisations and 



others when routine R&D testing is 



subcontracted.



> We will provide further details on a simpler 



pre-clearance system for smaller companies 



(such as spin-outs) making their first claim.



2  Funding to incentivise 
early-stage investment



What is the Government doing 
already?



We have supported the development of a suite of 



venture  capital opportunities to help fund innovative 



and high-growth companies at important stages of their 



development. These leverage private sector investment 



and will commit nearly £1bn over the next four years 



across all sectors of the economy, including measures 



addressing the equity gap.



For SMEs, this includes the £300m Enterprise Capital 



Funds programme and the £50m Business Angel 



Co-Investment Fund. These funds provide venture capital 



and angel investment into the equity gap for early stage 



innovative SMEs with the highest growth potential; the 



Business Angel Co-Investment Fund focuses particularly 



on regions most affected by reduced public spending.



18 Autumn Statement November 2011 www.hm-treasury.gov.uk/autumn_statement.pdf



Medicines originating from UK companies 



captured a 16% value share of the world’s 



100 top selling drugs in 2008.  



(Source ABPI)











STRATEGY FOR UK LIFE SCIENCES:  OVERCOMING BARRIERS AND CREATING INCENTIVES FOR THE PROMOTION 
OF HEALTHCARE INNOVATION



26



Case study: Oxford 
BioTherapeutics – Unlocking 
Venture Capital



Oxford BioTherapeutics (OBT) is focused on the 



development of targeted medicines in the field of 



cancer. A government-supported Venture Capital 



Fund backed the OBT as a lead investor from its 



inception in 2004 and the company has unlocked 



further funding from an Enterprise Capital Fund and 



EIS investors. 



OBT, with support from the above programmes, 



has become a leading international biotechnology 



company which is able to access cutting-edge 



antibody technologies and expertise. The company 



has signed strategic partnerships with Seattle 



Genetics, Medarex (now BMS), Biosite (now Alere) 



and Amgen to build a broad pipeline of novel 



cancer-fighting drugs using its unique technology 



platform. OBT has also recently secured a boost in 



resources through alliances with Sanofi and with 



GSK in a deal worth up to £244m.



Through UKTI, we have established a new Venture Capital 



team to assist innovative SMEs with the capacity for high 



growth to access overseas finance. The team’s objective is 



two-fold: they will work with partners such as the TSB, 



to identify and support SMEs best suited to presenting 



to international investors; and will build strategic 



relationships with overseas decision makers, including 



fostering links between US and UK technology clusters. 



We have established the UK Future Technologies Fund 



(UKFTF) to increase the scale of investment, enable 



co-investment, and enable private investors to spread risk 



over a broader portfolio. This fund invests in specialist 



private sector technology funds, such as Advent Life 



Sciences and Gilde Healthcare III, with the expertise and 



track record to invest in technology companies. UKFTF is 



part of the UK Innovation Investment Fund (UKIIF) – one 



of the largest technology ‘fund of funds’ in Europe, it was 



established with £150m from Government and a further 



£180m of private investment. 



‘Valley of death’ funding gap



We recognise that SMEs in particular are finding it a 



challenge to secure financing in the early years, when 



they are focused on their R&D and have no revenue from 



sales or licensing19. This means that a number of ideas 



are failing before they have an opportunity to be 



commercialised. This is often referred to as the ‘valley 



of death’. 



What are the new actions that the 
Government is taking?



The emerging ‘open innovation’ model of R&D, where 



companies engage with a wider research environment, 



is strengthening the life sciences ecosystem particularly 



for SMEs. While this adds to the richness that is necessary 



to encourage creativity and innovation, we need to 



ensure that public investment is maximised and supports 



the most promising developments for patient benefit and 



commercial success. This is of particular relevance given 



the difficulties in securing private finance.



We want to leverage the strength of the science base for 



business by encouraging greater collaboration between 



the MRC, BBSRC and TSB, as well as charities and industry. 



In Chapter 2, we announced a £310m investment to 



support the discovery, development and 



commercialisation of research. Of this, £180m will 



be used to fund an initiative that will target the valley 



of death.



ACTION: We will invest £180m over the next 



three years in a joint MRC/TSB Biomedical 



Catalyst Fund. This will nurture innovative 



technologies from the academic or commercial 



sector through to companies with products 



or technology platforms in order to attract 



private equity. 



19 Recent data from the BVCA shows that the supply of early-stage venture capital investment to SMEs decreased by 31 per cent in 2010 from 2009 
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3 Regulation
What is the Government doing 
already?



Regulation is essential to protect patients and ensure 



appropriate practice. Regulation pathways can sometimes 



create a delay to clinical trials and the uptake of new 



products, potentially to the detriment of both industry 



and patients.



Research



We made a commitment in the Growth Review to open 



up information on clinical research in order to promote 



collaboration and innovation. This includes work by NIHR 



to transform incentives for efficiency in NHS research 



initiation and delivery. The NIHR will publish clinical trial 



information against public benchmarks; and from 2013, 



NIHR funding to providers of NHS services will be 



conditional on meeting a 70-day benchmark to recruit 



first patients for trials. 



We have established a new Health Research Authority, 



initially as a Special Health Authority, to combine and 



streamline the approvals for health research. It will build 



on the success of the National Research Ethics Service 



and its Integrated Research Application System and will 



work closely with the MHRA.



The Clinical Trials Directive is not being applied 



consistently across the single market. This is resulting in 



added complexity, increased costs and delays to trials. 



The European Commission will publish proposals in 2012 



to revise the Directive. Through the MHRA, we are playing 



a leading role in Europe in order to ensure that regulatory 



oversight is proportionate to risk.



We are aiming to reduce the use of animals in scientific 



research, and are supportive of all work directed at 



developing alternatives and improving standards. The 



Government does, however, recognise the strong 



scientific case for the carefully regulated use of animals 



where no alternative is available, and the significant 



benefits to human health that such research can bring. 



What are the new actions that the 
Government is taking?



We will work with industry, other regulators, NHS and 



academia to ensure that regulation does not prevent 



patients from accessing the treatments they need. We 



will continue to streamline bureaucracy, and whilst safety 



and efficacy remain paramount, we will be creative in our 



approach so that regulation follows science at a pace 



beneficial to patients. 



Streamlining regulation 



While we are taking action on clinical research regulation 



we will continue to review regulations that impact 



patients and the life sciences sector more generally.



ACTION: Through the MHRA, we will launch a 



regulatory audit and Red Tape Challenge in 



March 2012.



Manufacturing



Manufacturing regulations and guidelines do not always 



keep pace with rapid developments in manufacturing 



science, and can create a hurdle to the adoption of the 



innovative technologies within the pharmaceutical 



industry. This can lead to companies being unwilling to 



make new investments in the UK. The Growth Review 



recognised the importance of advanced manufacturing to 



the UK and proposed a number of actions to improve the 



UK’s performance20. We will build on this work to address 



those factors stifling manufacturing innovation in the UK, 



creating a progressive regulatory environment that not 



only supports innovation, but openly promotes it.



ACTION: Through the MHRA, we will work with 



industry and other international regulators to 



develop actions which will create a more 



enabling regulatory environment for the 



adoption of innovative manufacturing 



technology. We will do this by the second 



quarter of 2012.



20 The Plan for Growth – March 2011, P89. www.bis.gov.uk/policies/growth/the-plan-for-growth
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NICE Compliance Regime



NICE is recognised as a best practice leader for health 



technology approvals. A number of countries have now 



adopted similar appraisal systems, and yet in the UK there 



is considerable variation in the implementation of some 



of its recommendations. The NHS Chief Executive’s 



Review outlines measures which aim to reduce variation 



in the NHS and drive greater compliance with NICE 



technology appraisal guidance, to ensure rapid and 



consistent implementation throughout the NHS. 



The review has recommended the following actions:



> Introduce a NICE Compliance Regime to reduce 



variation and drive up compliance with NICE 



Technology Appraisals.



> Require that all NICE Technology Appraisal 



recommendations are incorporated automatically into 



relevant local NHS formularies in a planned way that 



supports safe and clinically appropriate practice.



> Establish a NICE Implementation Collaborative to 



support implementation of NICE guidance.



Providing transparent data requirements for health 



technology appraisals is particularly helpful for the 



bio-pharmaceutical sector. This has made the argument 



to provide a similar service for the medical technology 



industry even more compelling. 



ACTION: Through NICE, we will establish an 



advice service for medical technology 



companies. This means that businesses and 



investors will understand the data requirements 



needed to demonstrate the value of their 



technology.



Routes to market 



The assessment process that drugs go through to receive 



market approval and a health technology assessment is 



an important one to ensure safety, efficacy and 



effectiveness. It offers patients the security of receiving a 



product where the clinical risks and benefits have been 



appropriately assessed. However this process is often long 



and expensive; clinical development occurs across 



multiple sites with large patient cohorts, typically lasting 



several years and costing hundreds of millions of pounds. 



This approach was viable when the industry was 



producing so-called ‘blockbuster drugs’ that could be 



used across large patient populations, but it poses 



particular challenges in the era of ‘stratified medicines’, 



where new drugs may be effective in a small segment of 



patients with specific genetic characteristics. When 



producing regulatory guidance or assessing company 



applications for medicines, the MHRA and EU regulators 



take account of the size of the population that will be 



treated by the medicine, and make sure that the 



population data requirements imposed upon the 



companies are adjusted accordingly.



However, smaller biotechnology companies find it hard to 



fund Phase III research, and are less well-placed to bear 



the cost of a long development process from discovery 



to market. As our ability to diagnose diseases more 



accurately improves, and we can more effectively target 



particular drugs to ever smaller groups of patients, 



regulators, government and industry will need to find 



more efficient routes to get innovative medicines to 



patients quickly. The UK is determined to lead this 



global debate. 
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Indeed, several schemes already exist in the EU and the 



UK to support patient access to innovative breakthrough 



therapies as quickly as possible. These include the EMA 



conditional authorisation and schemes for accelerated 



assessment of products, as well as national systems to 



make drugs available on a named patient basis. There are 



concerns that these schemes may be used less frequently 



than their equivalents operated by the Food and Drugs 



Administration in the United States. This may be due to 



low awareness of the schemes operating in the EU and 



UK, particularly amongst SMEs.



ACTION: MHRA will take proactive steps to 



highlight to SMEs the existing regulatory tools 



to support patient access to innovative 



breakthrough products, and will report to 



Andrew Lansley and David Willetts by March 



2012 on the range of activities undertaken. 



ACTION: In addition, early in 2012 the MHRA will 



bring forward for consultation proposals for an 



‘Early Access Scheme’.



This new approach will support the use of promising new 



drugs to treat, diagnose or prevent life-threatening or 



seriously debilitating conditions where these conditions 



lack effective medical treatments. Typically this scheme 



would be available for drugs prior to authorisation but at 



the end of Phase III trials. This will mean that the MHRA 



has sufficient data to reach an informed opinion, and 



avoids conflict with the clinical trial programme required 



for licensing. However, where supported by suitable 



evidence of patient benefit and safety, the scheme could 



be extended to drugs at an earlier stage of development. 



The proposed guiding principles for the scheme are as 



follows: eligible products will be determined by a 



scientific opinion that the likely clinical benefits outweigh 



the risks identified to date where there is a high unmet 



clinical need; NHS funding for products must be cost-



effective; and the UK economy should benefit from the 



scheme. Under the Early Access Scheme, companies will 



be reimbursed at an earlier stage in development at a 



price that recognises the uncertainty of the effectiveness 



of early stage products. It will also ensure that patients 



receive the next generation of breakthrough therapies in 



the UK, while supporting overarching industry objectives. 



Leading the debate on regulatory innovation will of 



course require ongoing work. A group of experts drawn 



from government, regulators, the NHS, industry and the 



academic and third sector communities will meet 



quarterly to discuss healthcare regulation issues, 



including the development of new initiatives and 



innovations. The Ministerial (Biopharmaceutical) Industry 



Strategy Group Innovative Technology Forum will be 



responsible for ensuring the delivery of these initiatives, 



and will provide an annual report to DH and BIS ministers. 



This will set out measures of performance such as the use 



of conditional authorisation pathways, and uptake of the 



Early Access Scheme, alongside ‘next steps’ proposals for 



further regulatory innovation. 



ACTION: A group of experts drawn from 



government, regulators, the NHS, industry, and 



the academic and third sector communities will 



meet quarterly to discuss healthcare regulation 



issues, including the development of new 



initiatives and innovations.



Summary



This suite of actions will stimulate innovation and 



growth from start-ups and SMEs through to large 



global enterprises. By ensuring that regulation keeps 



pace with innovation, we will position the UK to 



realise emerging opportunities in advanced 



manufacturing and the changing drug development 



model.
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Implementation



In this strategy, we have set out a number of ambitious 



actions. Delivering on them will be vital to achieving our 



vision of the UK as the global hub for life sciences.



We must succeed in creating a fully integrated ecosystem 



to bring business, researchers, clinicians and patients 



together in true collaboration, and to translate discovery 



into clinical use within the NHS.



It is imperative for us to create the environment and 



infrastructure to attract and nurture pioneering 



researchers and clinicians. We want to bring innovations 



to market earlier and more easily, thereby making the UK 



the location of choice for investment in life sciences.



The Government is committed to making these ambitions 



a reality. We will act now to ensure the UK is not left 



behind.



The Strategy for UK Life Sciences has been launched 



alongside the NHS Chief Executive’s Review. To make sure 



that the implementation is as strong as the ambition, we 



are appointing two Life Sciences Champions to support 



the delivery.



The first of these champions will act as chair of an 



independent Life Sciences Advisory Board, comprising 



representatives from industry, academia, NHS, MRC, TSB, 



NIHR and Government Departments. The Advisory Board 



will report back on progress via a formal annual report to 



Rt. Hon. David Willetts MP (Minister of State for 



Universities and Science) and Rt. Hon. Andrew Lansley 



CBE MP (Secretary of State of Health). The report will also 



be submitted to the Prime Minister and made available 



publicly.



The second Life Sciences Champion, who will be a 



member of the Advisory Board, will act as a collaboration 



champion and an ambassador to foster partnership across 



the UK clusters and government.



As Government is committed to reducing bureaucracy 



rather than adding to it, we are looking to utilise an 



existing committee or group to act as the Advisory Board. 



The composition and terms of reference will be worked 



up during the early part of 2012 ready for full commission 



by April 2012.



This governance process will not alter the existing 



accountability arrangements within departments or 



implementation arrangements for the NHS Chief 



Executive’s Review.
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Table of actions from the Strategy for UK Life Sciences



We will invest £310m to support the discovery, development and commercialisation of research. This covers £130m 



for Stratified Medicines and £180m for a Biomedical Catalyst Fund.



We will commission an independent panel to develop a technology roadmap that will propose actions required to 



establish a world leading synthetic biology industry.



Through the TSB, we will invest up to £10m per annum in a Cell Therapy Technology and Innovation Centre (TIC), 



based in London.



Through the MRC, EPSRC and BBSRC, we will jointly invest £25m over five years in a programme to maximise the 



potential of the TIC, and pull through cutting edge biomedical science and engineering for the delivery of 



regenerative medicine.



We will invest £75 million to: expand the existing European Bioinformatics Institute in Cambridge to provide a new 



facility for biological data-storage to support life sciences research and its translation; and deliver a new technical 



hub (Hinxton, Cambridge) which will house 200 staff and will coordinate the network.



We will enable small state-of-the-art research facilities to secure recognition and apply for Research Council funding. 



Research Councils UK, working with UK HE funding bodies, and in discussion with individual universities and 



consortia, will establish a new principles-based framework for treatment and submission of multi-institutional 



funding bids. 



As announced in the Autumn Statement 2011, we will introduce the EU VAT cost-sharing exemption in the Finance 



Bill 2012.



There will be the provision of secure data linkage services by the Health and Social Care Information Centre by 



September 2012 and by the Clinical Practice Research Datalink (CPRD), which is a £60 million investment by NIHR 



and MHRA.



London’s three AHSCs, (Imperial, Kings Health Partners and UCL Partners) will explore the potential to develop 



information systems that build on the NHS record and pull together patient level data for London’s population. 



This will enable large groups of patients to be engaged in world-class clinical research on disease-specific and 



personalised biological therapies, regenerative medicine and medical devices.



Summary of actions from the 
Strategy for UK Life Sciences
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Table of actions from the Strategy for UK Life Sciences



We will appoint two independent Life Sciences Champions: The first of these champions will act as chair of an 



independent Life Sciences Advisory Board. The second will act as a collaboration champion to foster partnership 



across the UK clusters and within government.



Through the NIHR, we will re-launch an enhanced web-based UK Clinical Trials Gateway in March 2012. This site will 



provide patients and the public with authoritative and accessible information about clinical trials in the UK. 



The Cambridge, Oxford and London BRCs will work with the BRU in Leicester, to develop a national NIHR Bioresource. 



This will make the UK the ‘go-to’ place for experimental medicine.



We will support patients to have access to novel treatments, and be part of the development of wider patient 



benefits by consulting on amending the NHS Constitution so that there is a default assumption (with ability to opt 



out):



> for data collected as part of NHS care to be used for approved research, with appropriate protection for patient 



confidentiality.



> that patients are content to be approached about research studies for which they may be eligible, to enable them 



to decide whether they want a discussion about consenting to be involved in a research study. 



Through UKTI, we will work with business ambassadors and members of the Catalyst Programme (a network of 



business leaders, influencers and academics) to promote the UK’s status as Europe’s leading destination for inward 



investment in the sector. 



We will hold a series of investment and policy events to promote the UK’s world-leading position in healthcare and 



life sciences in advance of the London 2012 Olympics. 



We will create new partnerships in translational medicine and biopharmaceuticals, underpinned by the Memorandum 



of Understanding between the UK and China.



Through Cogent we will provide information on careers in life sciences, for students, employers and educators.



Through the Society of Biology, we will improve practical teaching standards, by expanding the accreditation 



programme for undergraduate biology degrees.



Together with Cogent and others, we will develop a process to kite-mark FE and HE programmes. This will be piloted 



in 2012. 



Through Cogent, we will develop a strategy to increase the uptake of industry placements in the UK. 



We will introduce, via Cogent, Higher Level Apprenticeships (HLAs) covering post A-level education. Our ambition is 



to deliver 420 Apprenticeships over the next five years.



Through Cogent, we will establish the Technical Apprenticeship Service ‘one-stop shop’ for employers in science-



based sectors. This will be operational from January 2012.



Through Cogent, we will develop and implement a tailored mentoring programme that will provide SMEs with the 



management skills they need to enhance their competitiveness.
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Table of actions from the Strategy for UK Life Sciences



> In 2012, we will help smaller high risk early stage companies by introducing a new Seed Enterprise Investment 



Scheme (SEIS), offering a 50 per cent income tax relief on investments. To kick start the scheme, the Government 



will offer a capital gains tax exemption on gains realised from the disposal of an asset in 2012-13 invested in SEIS 



in the same year. 



> In 2013, we will introduce an above the line R&D tax credit, to improve the visibility and certainty of R&D tax relief 



to attract large scale investment in innovation. 



> We will provide further details on giving the relief to Contract Research Organisations and others when routine R&D 



testing is subcontracted; and



> We will provide further details on a simpler pre-clearance system for smaller companies (such as spin-outs) making 



their first claim.



Through the MHRA, we will launch a regulatory audit and Red Tape Challenge in March 2012.



Through the MHRA, we will work with industry and other international regulators to develop actions which will 



create a more enabling regulatory environment for the adoption of innovative manufacturing technology. We will do 



this by the second quarter of 2012.



Through NICE, we will establish an advice service for medical technology companies. This means that businesses and 



investors will understand the data requirements needed to demonstrate the value of their technology.



MHRA will take proactive steps to highlight to SMEs the existing regulatory tools to support patient access to 



innovative breakthrough products, and will report to Andrew Lansley and David Willetts by March 2012 on the range 



of activities undertaken. 



In addition, early in 2012 the MHRA will bring forward for consultation proposals for an ‘Early Access Scheme’.



A group of experts drawn from government, regulators, the NHS, industry, and the academic and third sector 



communities will meet quarterly to discuss healthcare regulation issues, including the development of new initiatives 



and innovations.



Accountability for the implementation of these actions lies with: Rt Hon David Willetts MP, Minister of State 



for Universities and Science and Rt Hon Andrew Lansley CBE MP, Secretary of State for Health.











3434



Summary of actions from NHS  
Chief Executive Review of Innovation



Reducing variation and strengthening 
compliance



> We will introduce a NICE Compliance Regime to 



reduce variation and drive up compliance with NICE 



Technology Appraisals.



> We will require that all NICE Technology Appraisal 



recommendations are incorporated automatically into 



relevant local NHS formularies in a planned way that 



supports safe and clinically appropriate practice.



> We will establish a NICE Implementation Collaborative 



to support prompt implementation of NICE guidance.



Metrics and Information



> We will develop and publish an innovation scorecard 



to track compliance with NICE Technology Appraisals. 



> We will procure a single comprehensive and publicly 



available web portal for innovation in the NHS. 



> We will work with Which? to raise awareness among 



the public and patients of innovations in healthcare. 



> We will establish the Clinical Practice Research 



Datalink (CPRD),a new secure data service within the 



Medicines and Health Care Products Regulatory 



Agency (MHRA).



Creating a system for delivery of innovation



> We will establish a number of Academic Health 



Science Networks (AHSNs) across the country.



> We will publish the AHSN designation process in 



March 2012.



> We will undertake a sunset review of all NHS/DH 



funded or sponsored innovation bodies.



> With immediate effect, NICE will take responsibility 



for the iTAPP programme.



Incentives and investment



> We will align financial, operational and performance 



incentives to support the adoption and diffusion of 



innovation.



> We will increase the profile of, and maintain 



investment in, the NHS Innovation Challenge Prizes.



> We will extend the ‘never events’ regime and 



encourage disinvestment in activities that no longer 



add value.



> We will establish a Specialised Services Commissioning 



Innovation Fund.
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Procurement



> We will publish a procurement strategy in March 



2012.



> We will double our investment in the Small Business 



Research Initiative.



> We will review the existing NHS intellectual property 



strategy and develop a model for contracts that is fit 



for purpose.



Developing our People



> We will ensure that innovation is ‘hard-wired’ into 



educational curricula, training programmes and 



competency frameworks at every level. 



> We will establish joint industry and NHS training and 



education programmes for senior managers.



> We will establish an NHS Innovation Fellowship 



Scheme.



Leadership for Innovation



> The NHS operating framework asks the NHS to 



prioritise the adoption and spread of effective 



innovation and good practice.



> Clinical Commissioning Groups will be under a duty 



to seek out and adopt best practice, and promote 



innovation.



> We will strengthen leadership and accountability for 



innovation at Board level throughout the NHS.



High Impact innovations



> We will rapidly accelerate the use of assistive 



technologies in the NHS, aiming to improve at least 



3 million lives over the next five years.



> We will launch a national drive to get full 



implementation of ODM monitoring, or similar fluid 



management monitoring technology, into practice 



across the NHS.



> We will launch a ‘child in a chair in a day’ programme 



to transform the delivery of wheelchair services 



throughout the NHS.



> We will require NHS organisations to explore 



opportunities to increase national and international 



healthcare activity and will host a summit with UK 



trade and investment in the new year.



> We will require the NHS to work towards reducing 



inappropriate face-to-face contacts and to switch to 



higher quality, more convenient, lower cost 



alternatives.



> We will require the NHS to commission services in line 



with NICE-SCIE guidance on supporting people with 



dementia. 



> From April 2013, compliance with the high impact 



innovations will become a pre-qualification 



requirement for CQUIN.



Accountability for the implementation of these actions lies with the NHS Chief Executive David Nicholson. 



Whilst these actions sit alongside the Strategy for UK Life Sciences, they are subject to separate 



governance arrangements.











3636



Glossary of abbreviations



AHSC Academic Health Science Centre



AHSN Academic Health Science Network



BBSRC Biotechnology and Biological Sciences Research Council



BRC NIHR Biomedical Research Centre



BRU NIHR Biomedical Research Unit



CPRD Clinical Practice Research Datalink



CRN NIHR Clinical Research Network



CRUK Cancer Research UK



EMA European Medicines Agency



EPSRC Engineering and Physical Sciences Research Council



FE Further Education



HE Higher Education



HEFCE Higher Education Funding Council for England



HEI Higher Education Institution



MHRA Medicines and Healthcare Products Regulatory Agency



MRC Medical Research Council
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Monday 10 December 2012


Life Sciences Strategy report shows UK has generated more than £1bn on industry and private sector investment within 12 months


[image: http://www.number10.gov.uk/wp-content/uploads/2012/12/DNA-shaury-540.jpg]


Prime Minister David Cameron will today announce plans to transform cancer treatment in England with new proposals to introduce high-tech DNA mapping for cancer patients and those with rare diseases, within the NHS.


The UK will be the first country in the world to introduce the technology within a mainstream health system, with up to 100,000 patients over three to five years having their whole genome – their personal DNA code –sequenced.


The genome profile will give doctors a new, advanced understanding of a patient’s genetic make-up, condition and treatment needs, ensuring they have access to the right drugs and personalised care far quicker than ever before.


It will also help to develop life-saving new drugs, treatments and scientific breakthroughs, which experts predict could significantly reduce the number of premature deaths from cancer within a generation.





The Government has earmarked £100 million:


· to train a new generation of British genetic scientists to lead on the development of new drugs, treatments and cures, building the UK as the world leader in the field. And train the  wider healthcare community in harnessing this technology 


· to pump-prime DNA sequencing for cancer and rare inherited diseases; and
to build the NHS data infrastructure to ensure that this new technology leads to better care for patients.
 


Speaking ahead of the announcement Mr Cameron said:


 “Britain has often led the world in scientific breakthroughs and medical innovations, from the first CT scan and test-tube baby through to decoding DNA.


  “It is crucial that we continue to push the boundaries and this new plan will mean we are the first country in the world to use DNA codes in the mainstream of the health service.


 “By unlocking the power of DNA data, the NHS will lead the global race for better tests, better drugs and above all better care.


“We are turning an important scientific breakthrough into a potentially life-saving reality for NHS patients across the country.


“If we get this right, we could transform how we diagnose and treat our most complex diseases not only here but across the world, while enabling our best scientists to discover the next wonder drug or breakthrough technology.”


Chief Medical Officer Professor Dame Sally Davies said:


 ”Understanding and harnessing genetic information offers huge potential to target effective treatments and develop new treatments and cures.


 “Single gene testing is already available across the NHS ranging from diagnosing cancers to assessing patients’ risk of suffering side effects from treatment.


“At the moment, these tests focus on diseases caused by changes in a single gene. This funding opens up the possibility of being able to look at the three billion DNA pieces in each of us so we can get a greater understanding of the complex relationship between our genes and lifestyle.”


The UK has played a leading role in genetic science – it was Crick and Watson that discovered the double-helix structure of DNA, and British scientists helped to lead the global race to sequence the human genome.


When the human genome was fully sequenced for the first time in 2000, the project had cost approximately £500 million.


We will soon be able to sequence a human genome for less than £1,000, and the cost is likely fall further. As a result, experts believe a revolution in the way healthcare is delivered is approaching, with personalised medicines and individualised treatments becoming available for the first time.


The sequencing of 100,000 patients’ genomes in centres capable of sequencing DNA at speed in the UK will further drive down the cost, delivering value for money in comparison to the current NHS tests for cancer and rare diseases that provide a more limited snapshot of information.


The new plan comes as the Government publishes an update on the Life Sciences Strategy one year on from the launch. The report shows the UK has generated more than £1bn on industry and private sector investment into the sector within 12 months, which includes:


·  £ 500 m from GSK to build its first new manufacturing plant in almost 40 years at Ulverston in Cumbria and invest more in its two sites at Montrose and Irvine in Scotland as a direct response to the introduction of the Patent Box;


· £ 25 m leveraged in from the private sector to bridge the ‘Valley of Death’ adding to a government commitment of £49m to 64 projects through the Biomedical Catalyst; and,
£ 294 m through the UK Research Partnership Investment Fund (UK RPIF) from businesses and charities.


Real progress has been made working closely with companies across the sector to ensure the measures in the strategy are making a real difference to their work and their decisions to invest in and remain in the UK.


This includes investing £1bn per annum through the National Institute for Health Research, which includes £500m in our translational research infrastructure in the NHS to boost networks between academia, industry and the NHS.
 
We have now set up the Life Science Investment Organisation, which will ensure the UK continues to be promoted as the partner of choice for overseas companies. However we cannot afford to be complacent.


The pace of change in this fast moving sector creates a challenging environment.  Going forward we have committed more than £100m of new money to help us stay ahead in the global race.


This investment will:


· Build the necessary research capability to enable the UK to compete globally in a potential $100bn synthetic biology marketplace


· Develop a large scale facility for the manufacture of biologic medicines such as antibodies and vaccines which will fill a gap in biologic manufacturing capability and strengthen the UK’s case as the location of choice for internationally mobile life sciences companies; and


· Support a top-up fund to provide imaging and cell manufacture technologies and a clean room for the UK Regenerative Medicine Platform.


Minister for Science and Universities David Willetts said:


“Life sciences is one of the most truly international sectors – so if we are to continue to be a world player and compete in the global race we must do everything we can to support it


 ”In the past year, our initiatives have attracted more than £1 billion of private sector investment to the UK. We can see clear evidence the UK is succeeding in creating the right environment to attract global investment to our shores and continue to be world leader in life sciences.


“I am announcing today that we are committing a further £100 million to support this sector out of the extra money for science announced by the chancellor in his Autumn Statement”
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NHS Commissioning Board Genomics Strategy Board



Terms of Reference



The Government proposes that :



· 100,000 whole genomes of patients in the NHS will be sequenced in the next 5 years to support their clinical care in the next 3-5 years and drive research to support wealth creation.



· The NHS, working with partners, (such as IC, PHE, NIHR and research councils)  will ensure that genomic information can be linked to relevant clinical data (emerging initially but not exclusively from our major cancer centres) to support a better understanding of clinical impact of genetic variation and to measure outcomes more precisely



· Establish a skills and training programme for the NHS workforce building on plans that the HEE and Birmingham are developing on wider genetics education to realise this vision of genomic medicine.



· The NHS, DH and BIS will develop a shared plan for engagement with clinicians, patients and the public about the value, rationale and benefits of the genomics strategy



Role



The NHS Commissioning Board (NHS CB) will establish a Genomics Strategy Board to develop detailed proposals for delivering the Prime Minister's ambition to high throughput sequence 100,000 whole genomes in the UK over the next three years (focusing initially on cancer, rare diseases, and infectious diseases).



This board will produce recommendations and an agreed specification for the NHS CB by June 2013. The NHS CB will draw on these recommendations to develop the specification and design its tendering process for efficiently carrying out high-throughput whole genome sequencing, with a view to signing a small number of contracts by April 2014



Scope


The role of the board is to ensure NHS preparedness, capability and capacity to support each aspect of the Government’s commitments on genomics. In particular, it will devise an implementation, delivery and monitoring strategy to define the specification requirements, design the tendering process and ensure its delivery in the NHS.  Given the size and scale of genomics in the NHS will grow one of the outputs of the board will be recommendations for the medium and long term future of genomics in the NHS and NHS CB (e.g. whether the NHSCB needs to establish in time a new NHS body/department or infrastructure to be responsible for genomics)



Operating Principles



In delivering the NHS CB Genomics Strategy, the board will need to consider and provide advice on a range of issues, including;  



· How to deliver value for money, and maximise healthcare benefits for NHS patients and UK plc from a tax payer, public health and health economics perspective



· How to incorporate the policy outputs of Dame Sally Davies’ work ensuring patient confidentiality is safeguarded and patient data protection is assured, including appropriate architecture for storage, management and access; links to CPRD, National Cancer Data Repository, the UK Rare Disease Plan and other systems including regional ones; and the need to have extra capacity built in for sustainability 


· Based on the scientific priorities identified by Dame Sally Davies’ working on scientific considerations,  How to identify patients for genomic sequencing, and how this work will interface with clinicians and patients on an ongoing basis; determining quality, standards, outputs, interoperability; selection of patients (who);and consent and opt out.  



· Finding the most appropriate way to collect, store and retrieve the data such that it will support creation of world class platforms for third party innovation and job creation in the UK


· How to bring planned and present NHS commitments in this field into alignment with this programme of work, in order to achieve the paradigm shift as presented by the Prime Minister in December 2012.



· Department of Health (DH) funds are intended only to pump-prime high throughput genomic sequencing, the NHS CB will identify how to open discussion with the private sector as to how they can contribute to the 100,000 genomes ambition going forward and the NHS CB Genomics Board will consider collaborative partnerships options with industry


· How to work in partnership with DH and others to engage the public about the benefits of genomic science and personalised medicine, including whether we should appoint a range of advocates and champions, 


· How to manage access to genetic databases on Government policy, including; academic, clinical and business


Governance


The board will be responsible for oversight, governance and commissioning of activity to deliver this programme in the NHS.  It will report to the NHS CB who will lead the strategy for implementation.  The focus of this work will be the NHS in England and the NHS CB will engage with the devolved administrations as appropriate.



Professor Malcolm Grant will chair the board, Chair of the NHS CB; in order to maintain momentum and keep business slick, the Board will meet monthly.



The board will be supported by an External Advisory Group, and will establish a number of working groups who will be charged with taking individual strands of work forward and bringing proposals back to the board


Secretariat



The NHS CB Innovation team (led by Miles Ayling) will provide the secretariat function for the board.



Membership



Chair 



Professor Malcolm Grant



Secretariat



Miles Ayling (Department of Health)



Members


Sir David Nicholson (NHS CB CEO)


Sir John Bell (No 10 Life Sciences Champion)


Sir Bruce Keogh (NHS Medical Director)


Prof Sir Mike Richards 


Tim Kelsey 



Sir Andrew Cash



Sir John Burn



Professor Norman Williams (Royal College of Surgeons)


BIS nominated senior representative TBC



Liam Maxwell Government Chief Technology Officer (No 10 nominated representative)


Sir Mark Walport (Government Chief Scientist)


Sir John Savill (Chief Executive Medical Research Council)



Duncan Selbie (Public Health England CEO)



Bill Castell (Chair Wellcome Trust)



Vivienne Parry (Science writer and broadcaster)



Hakim Yadi UKTI
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Prime Minister’s foreword



In December 2011 I launched the 
Government’s ten-year Strategy for UK Life 
Sciences, setting out a long-term vision to 
re-establish the UK’s global leadership in life 
sciences, and support the growth of British life 
science small and medium-sized enterprises.



The life science industry is truly a jewel in the 
crown of our economy. There are around 380 
pharmaceutical companies based in the UK, 
employing nearly 70,000 people, with an annual 
turnover of £30bn. In addition, the medical 
technology and medical biotechnology sectors 
together employ over 96,000 people with a 
combined annual turnover of around £20bn.



However, we recognise that in order to win the 
global race, we need to do more to make the 
most of the UK’s strengths in the life sciences 
sector: our universities, clinical research 
base, industry and the NHS. By more closely 
integrating the UK’s unique advantages, we can 
attract new investment to our shores, and create 
new jobs and economic opportunities in an 
increasingly competitive industry. 



I am pleased with the progress that we have 
made over the last year on this important 
agenda, and I would like to thank everyone 
involved in implementation and delivery over 
the past 12 months. Thanks in large part to this 
work, the UK has received over £1bn of new 
private life science investment over the last year, 
and we are now ready to move to the next level 
of ambition by setting out a world-leading policy 
framework on genomics.



Genetic science has the potential to transform 
healthcare systems around the world, and 
support the emergence of British companies 
creating new jobs and revenues for the UK. 
My ambition is nothing less than for the UK to 



become the world leader in this 
emerging industrial sector, and 
this strategy document sets 
out the direction for how we 
will meet this global ambition. 
In the coming years, we will 
start to harness the power of 
genomic data in the UK to improve patient care, 
develop innovative new drugs and bioinformatics 
technologies, and create world-class genomic 
platforms for innovation that will drive global 
investment to the UK.



Investors, researchers and entrepreneurs around 
the world recognise that large-scale genomic 
platforms will support the growth of new British 
– and global – start-ups. The key characteristic 
of technology platforms is that they serve as 
a catalyst for further innovation. Hundreds of 
thousands of businesses, for example, are built 
on top of the Apple App Store, and we want to 
see the emergence of genomic platforms in the 
UK that similarly support the emergence of new 
companies and innovations.



There is a significant global opportunity ahead. 
While the UK represents less than 1% of the global 
population, our diverse society and commercial 
expertise mean that if we can create the right 
framework for genomics, we will develop valuable 
new products that are sold around the world.



The UK has a world-class research base and 
NHS. Thanks to this Government’s policies, we 
are fast developing a world-class environment for 
life science research and investment. Our vision 
for genomics will help the UK win the global race 
for life science investment. We will not rest until we 
have achieved our goal.



Rt Hon David Cameron MP 
Prime Minister
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Ministerial foreword



Twelve months ago the Prime Minister 
set out the Strategy for UK Life Sciences, 
making clear the level of our commitment 
to a sector we see as vital to the UK’s long-
term economic prospects. We set out our 
vision of an integrated healthcare economy 
in which the different elements of the UK 
sector (fundamental research, clinical 
research, industry and the National Health 
Service (NHS)) are able to work much more 
closely together to accelerate healthcare 
innovation. We believe that by integrating the 
UK’s unique strengths in the NHS and basic 
science we can ensure that patients gain the 
most benefit from an innovative NHS. Our 
ambition is that the UK remains a location 
of choice for investment in an increasingly 
competitive and globalised health life 
sciences sector.



We were clear that whilst some measures 
were immediate, the plan sets out a ten-year 
vision and will require ongoing development. 
The Strategy introduced a range of measures 
across the UK healthcare ecosystem to reduce 
barriers and improve incentives for the quicker 
development and adoption of healthcare 
innovation in the UK.



This year we have made substantial progress 
in implementing these measures. In order 
to strengthen networks between academia, 
industry and the NHS, we are investing £1bn 
per annum through the National Institute for 
Health Research, which includes £500m in our 
translational research infrastructure in the NHS. 
The Biomedical Catalyst was introduced to 
bridge the ‘valley of death’ between the bench 



and the clinic, and the early response from 
industry is that this funding is already having 
the intended impact of stimulating innovative 
research. We are also committed to exploring 
the unique possibilities presented by the NHS, 
which is a key asset to the UK health life 
sciences sector. Already the Clinical Practice 
Research Datalink, in conjunction with NHS 
Information Centre, is making NHS clinical data 
available to support translational research.



We have started to implement key measures 
in the NHS Chief Executive’s report Innovation, 
Health and Wealth. The Comply or Explain 
regime to support the funding direction 
attached to National Institute for Health and 
Clinical Excellence Technology Appraisals 
has been embedded in the NHS. The 
Academic Health Science Networks will be 
established in early 2013 and will provide a 
unique opportunity to align education, clinical 
research, informatics, innovation, training and 
education and healthcare delivery. They will 
improve patient and population outcomes 
by translating research into practice and 
developing and implementing integrated 
healthcare services. The NHS is implementing 
each of the Innovation, Health and Wealth 
High Impact Innovations, which have the 
potential to drive significant improvements in 
quality and value and will also deliver long-term 
sustainable improvements in key services. 
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We work closely with companies across 
the sector to ensure these measures are 
making a real difference to their work and  
their decisions to invest and remain in the 
UK. UKTI have now set up the Life Science 
Investment Organisation, which is led by 
experienced professionals from industry to 
ensure we continue to promote the UK as the 
partner of choice for overseas companies.  
In June 2012 we sent a UK delegation to the 
BIO international convention to promote the 
UK as a destination for businesses. At the 
conference David Willetts was awarded the 
BIO International Leadership Award in direct 
recognition of the Government’s work to 
support the life sciences industry. 



In the coming year we plan to take this 
further by capitalising on the UK’s strengths 
in genomics, and the potential to make the 
UK a world leader in the fast emerging fields 
of genomic and stratified medicine, through 
closer integration of our genomic and clinical 
data sets. From Darwin to Nobel Laureate 
Fredrick Sanger, a British biochemist who 
developed the method used to first sequence 
the human genome, the UK has led the world 
in genetics and genomics. We now need to 
retain that leadership in the application and 
exploitation of genomics and population-
based health research. We want to ensure 
the UK remains at the forefront of developing 
the increasingly targeted drugs, devices, 
diagnostics and innovative healthcare services 
that modern patients and healthcare demand. 



As the cost of genome sequencing reduces 
and new opportunities in diagnosis and 
treatment based on genomics studies are 
rapidly emerging, the UK is uniquely well 
placed to play a world-leading role in this 
next phase of the biomedical revolution. 
We believe this initiative has the potential to 
keep the UK at the forefront of innovations 
in molecular diagnostics, stratified, targeted 
and increasingly ‘personalised’ medicines, 
preventative therapies, health informatics  
and digital healthcare.



The health life sciences sector is changing 
rapidly to adapt to the latest scientific 
breakthroughs, technologies and new models 
of disease diagnosis and treatment. We are 
determined to do all we can to ensure that 
the UK develops an integrated healthcare 
economy in which our world class universities, 
NHS and commercial life sciences sector can 
work together in the interests of patients and 
the wider economy. 



Rt Hon Jeremy Hunt MP 
Secretary of State for Health



Rt Hon David Willetts MP 
Minister for Universities and Science
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Update from the 
Life Science Champions



In December 2011 the Government set 
out in the Strategy for UK Life Sciences 
a bold vision to strengthen the health life 
sciences sector of the UK economy based 
on closer collaboration between academia, 
the NHS and industry. As well as a clear 
vision, the Strategy set out a range of 
specific measures from the Department 
for Business, Innovation and Skills and the 
Department of Health across the fields of 
translational research, venture investment, 
industry and the NHS to help the UK develop 
an ‘integrated healthcare economy’ to 
accelerate medical innovation. The various 
measures are set out in the two reports, but 
cover five key areas:



•	 �Translational Research Infrastructure



•	� Venture Investment



•	� Industrial Inward Investment



•	� NHS Adoption of Innovation



•	� Global Promotion of the UK through UKTI



As the UK’s Life Science ‘Champions’  
we were charged with monitoring the 
implementation of the Strategy, through 
reports to the Prime Minister and close 
working with officials in the relevant 
departments responsible for disseminating  
and delivering the Strategy commitments.



It is clear from the interactions we have  
with industry, academia and investors that  
the clarity of the Government’s commitment  
to the life sciences demonstrated by the 
Strategy has contributed to a real buoyancy 
and return of confidence in the sector. There 
has been considerable international interest  
in what the UK is doing. 



In the last 12 months we have seen significant 
new inflows of venture capital and inward 
investment. Anecdotally we hear that over 
£1bn has been raised in a number of new 
UK life sciences venture funds. Several major 
inward investments have been announced, 
not least GSK’s announcement of a £500m 
investment in a new advanced manufacturing 
plant, as a direct result of the measures 
announced. The last 12 months have also 
seen a renewed spirit of collaboration between 
industry, the NHS, and university partnerships, 
with explicit commitments from the NHS 
to support an innovation agenda widely 
recognised and welcomed by industry. 



There are some clear early success stories 
emerging from the Strategy such as the 
establishment of the Biomedical Catalyst to 
accelerate clinical proof of concept studies 
and facilitate NHS adoption of innovation. 
The first round of funding has attracted 
significant new risk capital co-investments 
and much enthusiasm from the small and 
medium enterprise sector. New partnerships 
and infrastructure have emerged including the 
Medical Research Council-National Institute 
for Health Research Phenome Centre and 
the National Institute for Health Research 
Translational Research Partnerships facilitated 
by National Institute for Health Research Office 
for Clinical Research Infrastructure. 
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The fiscal incentives, due to be phased  
in from April 2013, will improve the R&D 
environment – the Patent Box has for example 
already resulted in a major investment 
decision. The establishment of UKTI’s Life 
Science Investment Organisation led by 
experienced industry professionals should 
finally bring a coherent approach to the  
global marketing of the UK life sciences. 



Patient engagement and recruitment into 
clinical trials continues to improve while 
contract research organisations report that 
the UK is again increasing its share of global 
commercial clinical trials. Support for the 
science base is safeguarding the future of 
health life sciences. 



We are particularly pleased to see the 
ministerial support that has led to much 
progress on adaptive licensing. This is a 
particularly important regulatory reform for 
small and medium sized enterprises, which 
could potentially transform the life cycle of 
small companies and provide earlier access  
for patients to transformative new medicines. 



The Strategy was announced alongside the 
NHS’s Innovation, Health and Wealth report 
from the NHS Chief Executive, which will 
provide a mechanism for the NHS to adopt 
and benefit from innovations in healthcare 
more effectively than in the past. This is a 
crucially important programme and although  
it will take time, progress is clearly being  
made and welcomed by industry. 



We want to make Britain the best place in 
the world to develop medicines and devices, 
particularly those that can be better targeted  
at the patients most likely to respond. Long 
term we aim to see a fundamental change in 
the way the NHS and industry approach value-
adding innovation, as partners in an integrated 
healthcare economy where patients, the NHS, 
UK plc and industry all benefit from a common 
commitment to accelerate its adoption.



For medicines, a value-based pricing approach 
can put the UK in the vanguard of countries 
basing reimbursement of innovative medicines 



on payment by performance – through a 
discrete value assessment model, based 
on well-founded health economics around 
demonstrable patient and societal benefit.



NHS clinical data is another unique selling 
point for the UK in developing the health life 
sciences sector. We are in danger of failing 
to fully capitalise on this opportunity if we do 
not move quickly to grow the access to more 
information held by the NHS (i.e. hospital 
prescribing data) in support of the work of the 
Clinical Practice Research Datalink working in 
cooperation with the Health and Social Care 
Information Centre.



This objective becomes even more important 
given the investment in a new framework on 
genomics, which capitalises on our leading 
position in this field. The UK must move 
swiftly and at scale to be in the first wave of 
countries capable of generating, handling and 
analysing whole genome sequences. Genome 
sequencing provides an exciting new future for 
aspects of healthcare; enhancing diagnosis, 
improving our understanding of disease 
mechanism and identifying effective therapies. 
Not only will health outcomes be improved and 
NHS resources spent more effectively, but also 
the commercial opportunities for exploiting this 
data are significant.



This is a long-term Strategy and the government 
departments involved still have much to do, but 
the outcomes to date show early promise and 
we anticipate an acceleration of the programme 
as it moves into its second year.



We are greatly indebted to George Freeman 
MP, Government Adviser on Life Sciences,  
for his ongoing contribution to our work and  
to the continued promotion of the Strategy for 
UK Life Sciences.



Professor Sir John Bell, Chris Brinsmead
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1 Strategy for UK Life  
Sciences: One Year On



In the 2011 Strategy for UK Life Sciences, the Government set out a clear strategic response 
to the global market challenges and underlying pressures driving the rapid evolution of today’s 
health life sciences sector in the UK. We introduced an ambitious long-term programme, 
outlining a range of practical measures that the Government will take to improve the 
environment for large and small health life science companies in the UK, providing support 
from discovery right through to the commercialisation of medicines, diagnostics and devices.



The Strategy for UK Life Sciences was 
designed around three key principles:



1.	 Building a life sciences ecosystem



	 �We committed to build on our existing 
strengths and partnerships between 
universities, the wider research base, 
businesses and the NHS to establish  
a cohesive system of integration.



2.	� Attracting, developing and rewarding 
the best talent



	� We acknowledged the need to nurture 
highly skilled researchers, clinicians and 
technicians, assisting them to work 
collaboratively across traditional boundaries 
to create value throughout the ecosystem.



3.	� Overcoming barriers and creating 
incentives for the promotion of health 
care innovation



	� We agreed to create the right environment 
to translate discovery into real benefits for 
patients and nurture innovation through 
the translational funding gap, whilst at the 
same time reducing regulatory bureaucracy 
to provide a route for early adoption and 
diffusion in the NHS.



The Strategy for UK Life Sciences very clearly 
signals the Government’s commitment to a 
sector we see as vital to the UK’s long-term 
economic prospects. This is part of our wider 
Industrial Strategy, in which Government is 
working in partnership with industry in key 
sectors of particular importance to the UK’s 
long-term global competitiveness. As part 
of this approach, in 2013 the Government 
will publish an Agricultural Technology Life 
Sciences Strategy. 



Minister for Universities and Science, the 
Rt Hon David Willetts MP, Parliamentary 
Under-Secretary of State for Quality, Earl 
Howe, and Minister of State for Trade and 
Investment, Lord Green have been leading 
engagement with health life sciences industry 
representatives, continuing to underline the 
importance that Government places on our 
relationship with this sector. 



Embracing innovation has to be at the heart  
of changes to the NHS, from patient pathways 
to new treatments and devices. Innovation, 
Health and Wealth was launched alongside 
the Strategy for UK Life Sciences, and set 
out a challenging vision for the NHS to deliver 
improved care and services for patients against 
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•	� Dementia Research: which builds on 
the existing National Dementia Strategy, 
commits the Medical Research Council 
(MRC), National Institute for Health Research 
(NIHR) and Economic and Social Research 
Council to increase funding for research into 
dementia from £26.6m in 2009/10 to an 
estimated £66.3m in 2014/15. The NIHR 
has also committed £36m over the next five 
years in a new NIHR Dementia Translational 
Research Collaboration.



•	� Biobank: The expansion of the UK 
Biobank, with an additional £9.6m for 
undertaking a programme of imaging.



However, we cannot afford to be complacent. 
The pace of change in this most fast moving of 
sectors creates a challenging environment. This 
is fuelled not least by continued breakthroughs 
in genetic and computing sciences here in 
the UK, and by the changing nature and 
structure of the industry. We have to focus on 
implementing the measures we announced 
last year, and on monitoring the evolving 
landscape to look for new ways to promote 
the UK as a global life sciences hub. To help us 
towards these aims, we will work with industry 
to agree how best to facilitate our ongoing 
conversations with the sector. We will consider 
how we can take full advantage of our existing 
arrangements, whilst ensuring they are fit for 
purpose within the changing environment. 



Today we are announcing a new focus on 
unlocking the potential of the UK’s strengths in 
genomics. We have set out a UK strategy for 
the development of an enterprise framework to 
harness the potential of genomic technologies. 
The field of genomics is set to revolutionise 
the way we practise medicine, changing 
fundamentally the way we diagnose, prevent 
and treat disease. The UK has led the world 
in genetic and genomic science, and the 
Government is determined to provide a 
supportive environment, to ensure that the UK 
remains at the forefront of new innovations in this 
field, capitalising on this leadership for the benefit 
of UK patients, the NHS, and the UK economy. 



the backdrop of fiscal restraint. The new NHS 
Commissioning Board will be charged with 
delivering this ambitious agenda and will focus 
on the uptake of cost effective medicines and 
technologies, continuing to give innovation 
a central priority through the system. The 
Coalition Agreement, Our Programme for 
Government, set out the Government’s 
intention to introduce a value-based pricing 
system. The Government has said that the 
new system will be introduced in January 
2014 when the current Pharmaceutical Price 
Regulation Scheme comes to an end in 
2013. Negotiations between the Department 
of Health and the Association for the British 
Pharmaceutical Industry on the new pricing 
arrangements are now getting under way. 



As the Champions have highlighted in their 
earlier remarks, this is a ten-year strategy and 
a number of initiatives will take time to have 
an impact. Nonetheless, by working across 
government and promoting new partnerships 
with industry, research charities, patient 
groups and other stakeholders, good progress 
has been made during this first year in 
implementing a large number of the measures 
set out in the Strategy. 



In addition to progressing the measures set 
out in the Strategy last year, the Government 
has committed to a range of additional 
initiatives that will enhance health life sciences 
in the UK:



•	 �UK Research Partnership Investment 
Fund: In October a further £200m  
was announced for the UK Research  
Partnership Investment Fund, adding to 
£100m provided at Budget 2012. Nine 
of the 14 projects announced in the first 
round, securing £146.5m of Government 
funding, are relevant to life sciences.



•	� Regional Growth Fund: £42m has  
been allocated to the life sciences sector 
through the third round of the Regional 
Growth Fund.
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Strategy for UK Life Sciences: The vision for life sciences in the UK



The UK will become the global hub for life sciences in the future, providing an unrivalled ecosystem 
that brings together business, researchers, clinicians and patients to translate discovery into clinical 
use for medical innovation within the NHS.



The UK will provide an environment and infrastructure that supports pioneering researchers and 
clinicians to bring innovation to market earlier and more easily, making the UK the location of choice 
for investment.



Life sciences will continue to be vibrant in the UK and will be a key contributor to sustained  
economic growth.



2012: Implementing the Strategy for UK Life Sciences



1.	 Building a life sciences ecosystem
	 •	� The Biomedical Catalyst committed £49m to 64 projects, which will leverage at least £25m  



of private sector funding.



	 •	� The Synthetic Biology Roadmap for the UK was published in July.



	 •	 �In December, the MRC will announce its first awards under the Stratified Medicine Initiative.



	 •	� The Clinical Practice Research Datalink was launched in March.



	 •	� The Health and Social Care Information Centre launched its new Data Linkage Service in 
September.



	 •	� Interviews for Academic Health Science Networks will take place from December this year.



	 •	� The High Impact Innovations website was launched in August, and CQUIN payments will be 
conditional on compliance from April 2013.



	 •	� The Life Sciences Investment Organisation was set up in August.



2.	 Attracting, developing and rewarding the best talent
	 •	 �The first eight NIHR Research Professorships were announced in February.



	 •	� The Society of Biology Degree Accreditation Programme successfully completed its pilot  
in March.



	 •	� 31 learners are undertaking Cogent higher level apprenticeships for life science and chemical 
science professionals.



	 •	� The Technical Apprenticeship Service was launched in January and has to date placed 31 
apprentices with 13 life science companies.



3.	 Overcoming barriers and creating incentives for the promotion of health care innovation
	 •	� The Seed Enterprise Investment Scheme was launched in April 2012.



	 •	 �The Finance Act gained Royal Assent on 17 July 2012, and as a result a new cost-sharing VAT 
exemption was introduced in the UK.



	 •	 �The MHRA established an expert group which is generating proposals for regulatory innovation, 
including the development of an adaptive licensing project. 



	 •	 �From July to October 2012 the MHRA held a public consultation on introducing an early  
access scheme.
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Pfizer partnership with 
the Cardiovascular 
Epidemiology Unit
Pfizer is partnering with the 
Cardiovascular Epidemiology 
Unit (CEU) at the University 
of Cambridge with the aim of 
accelerating the development 
of new medicines for 
cardiovascular disease



Novartis Venture Fund
Novartis has recently completed 
a $30m investment round 
into Manchester-based 
biotechnology company F2G



Piramal
Piramal Enterprises Ltd is 
an Indian pharmaceutical 
and healthcare company 
headquartered in Mumbai.  
It has announced investment 
in its Grangemouth facility, UK, 
to support production of a new 
commercial class of cancer drug



Sanofi
The University of Ulster signed 
a Research Collaboration and 
License Agreement with Sanofi 
to develop therapeutics in 
neurodegenerative diseases



Eisai
Japan-based pharmaceutical 
group Eisai is to expand its UK 
headquarters in Hatfield, to 
support the company’s growing 
business in the Europe, Middle 
East and Africa region



Johnson and Johnson (J&J)
EMEA Global Innovation Centre
J&J have announced their intention 
to open one of four new global 
Innovation Centres in London. This 
will serve as a regional hub, focusing 
on identifying early-stage innovations 
and establishing novel collaborations



Astellas Pharma
Astellas Pharma opened a new 
European headquarters in Surrey 



Eli Lilly
US-based pharmaceutical company 
Lilly has opened new early-stage 
research facilities at its Erl Wood R&D 
centre in Surrey. Lilly has invested 
£5.4m in the new facility, which 
houses 130 clinical development 
scientists working across disciplines 
such as clinical pharmacology, 
pharmacokinetics, pharmacodynamics, 
statistics and data sciences



2012: Investment in life sciences
Inward investment successes over the past year have spanned the full spectrum of the 
health life sciences sector, including biomedical discovery and research, clinical and product 
development, manufacturing, and commercial operations.



“	�Pfizer benefits from the CEU’s access to internationally outstanding data and 
sample resources and the expertise necessary to achieve our shared objectives.”



	 �Tim Rolph, Chief Scientific Officer, Cardiovascular and Metabolic Diseases Research Unit, Pfizer
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UK Research Partnership Investment Fund – The £300m UK Research Partnership Investment 
Fund (UK RPIF), managed by the Higher Education Funding Council for England, will provide 
investment in higher education research facilities and strategic research partnerships. The following 
projects, announced in 2012, which will all support collaboration between academia, charities and 
industry, are relevant to life sciences:



•	� A £32m partnership (£10m from RPIF) between the University of Oxford and a consortium 
including UCB Pharma, Ludwig Institute for Cancer Research, Janssen Pharmaceutica NV, 
Boehringer Ingelheim and Takeda for a new centre for drug target discovery and for research  
based on medical data sets.



•	� A £138m partnership (£35m from RPIF) between the University of Oxford and a consortium 
including Synergy Health, Cancer Research UK, Roche Diagnostics, GE Healthcare and the Oxford 
University Hospitals NHS Trust to establish a new world-leading centre for targeted cancer research.



•	� A £38m project (£11.9m from RPIF) at the University of Dundee, with co-investment from the 
Wellcome Trust and others, contributing to a new centre to increase scope for translating life 
sciences research into global healthcare solutions in areas such as cancer, infectious diseases, 
eczema and diabetes.



•	� A £38m partnership (£12.8m from RPIF) between the University of Manchester, the Christie 
Hospital and Cancer Research UK to develop the Manchester Cancer Research Centre.



•	� An £85m partnership (£10m from RPIF) between University College London and the Great 
Ormond Street Hospital for a Centre for Children’s Rare Disease Research. 



•	� A £32m partnership (£10.5m from RPIF) between Queen’s University Belfast, the Atlantic 
Philanthropies, a Wellcome-Wolfson Capital Award, the Sir Jules Thorn Charitable Trust and the 
Insight Trust for the Visually Impaired to deliver the next phase of the Institute of Health Sciences. 



•	� A £34m partnership (£10.35m from RPIF) between the University of Nottingham, GlaxoSmithKline 
(GSK) and other co-investors to support the Centre in Sustainable Chemistry. 



•	� A £150m partnership (£35m from RPIF) between Imperial College London and Voreda to develop 
a Research & Translation Hub at Imperial West Technology Campus.



•	� A £33m partnership (£11m from RPIF) between the University of Liverpool and Unilever to 
develop a state-of-the-art materials chemistry research hub, the ‘Materials Innovation Factory’, 
providing an unparalleled suite of open-access facilities.



2012: Government investing in growth
Whilst life science companies and “hot spots” for various life science segments are located 
throughout the UK, several internationally significant major health life sciences clusters have 
grown around leading research base centres of excellence. In 2012 the Government has 
demonstrated its commitment to build on previous investment, both private and public, to 
support the further growth of these clusters. The following are examples of awards which  
will strengthen the major clusters:
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Regional Growth Fund – The Regional Growth Fund (RGF) is helping to rebalance the  
economy by supporting those areas and communities currently dependent on the public sector. 
RGF co-investment will help generate additional job opportunities in the life sciences sector across 
England. The third round of the fund is £1bn, of which £42m has been allocated to the life science 
sector. Selected bidders include:



•	 �Lilly: an animal health biotech manufacturing facility at Lilly’s Speke manufacturing site in Liverpool. 



•	 �Redx Pharma: A five-year project to create a Liverpool-based pharmaceutical R&D centre focused 
on new anti-infective drugs, targeting microbial infection, influenza, hepatitis C and HIV.



•	 �Liverpool School of Tropical Medicine: A research, development and innovation space for  
the new Centre for Maternal and Child Health, focusing on the investigation and treatment of 
infectious diseases.



•	 �SCM Pharma: expanding manufacturing capacity to address the changing needs of the 
pharmaceutical industry in Newcastle. 



•	 �AstraZeneca: A Biopharmaceutical Science Park and Open Innovation Centre at their Alderley Park 
pharmaceutical R&D site. 



•	 �DePuy Synthes: A Centre of Excellence for New Product Development in Leeds, which will provide 
a facility for industry leading research, design, development, and testing of innovative solutions for 
the orthopaedics health care market. 



•	 �BCM: A project to bring manufacturing facilities in a Grade 1 Listed building in Nottingham up to 
modern standards. 



•	 �Porton Down: A science park that will provide research and accommodation facilities for science 
and research based industries to work alongside Defence Science and Technology Laboratory facility 
and the Health Protection Agency. 



N.B. – All funding awards are subject to further due diligence being conducted satisfactorily. 
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•	 �Pharmaceuticals and medical devices share of manufacturing exports was 11% in 2011. 



•	� The pharmaceuticals sector in particular makes an important contribution to the UK’s trade balance. 
Exports grew by 11% a year between 2000 and 2011.



•	 �Life sciences sectors remained resilient during the recession (e.g. export growth of 31% between 
2008 and 2011 for pharmaceuticals).



•	 �The pharmaceutical sector accounted for almost 39% of total manufacturing business R&D spend  
in 2011, higher than any other manufacturing sector. 



•	 �Pharmaceutical R&D spend has shown robust growth, increasing by 70% between 2000 and 2011.



The new £24m Birmingham Institute of 
Translational Medicine, funded in part 
through the Greater Birmingham and Solihull 
City Deal will rapidly accelerate the development 
of new therapies, providing capacity for high 
quality clinical trial design and delivery, and 
bringing together clinicians, academics, small 
and medium-sized enterprises (SMEs) and large 
pharmaceutical firms under one roof. 



2012: Life sciences in the UK 
Through the Strategy for UK Life Sciences, the Government acknowledged the changing nature 
of the health life sciences sector, with a growing number of SMEs playing a leading role in 
driving growth. In 2012, over 380 pharmaceutical companies are based in the UK, employing 
nearly 70,000 people, with an annual turnover of £30bn. The medical technology and medical 
biotechnology sectors represent over 4,100 companies employing over 96,000 people with 
an annual turnover of around £20bn. The range of activities of these companies is broad: in 
addition to life science manufacturing (e.g. production of medicines and medical devices), 
the sector includes companies whose main activity is R&D, and others offering services and 
expertise to assist manufacturing and R&D-focused companies to bring products to market  
and commercialise their research.
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2 Building a life  
sciences ecosystem



The Strategy for UK Life Sciences set out a clear case for the need to strengthen the UK 
life sciences ecosystem by making it easier for researchers to commercialise academic 
research, placing clinical research at the heart of the NHS and empowering patients to 
participate in research. Aiming to promote further collaboration between academia, the NHS 
and industry, the long-term goal of the Strategy is to encourage innovative responses to some 
of the most acute healthcare challenges in the UK today. The Government will continue 
to value and support the vital research taking place, ensuring that the UK can maintain its 
position as a world leader in biomedical research.



One year on, the impact of the Strategy is starting to materialise, with those funding 
commitments set out in the Strategy already being channelled to cutting-edge collaborative 
research projects through the Biomedical Catalyst, MRC funding for Experimental and 
Stratified Medicine, and NIHR research infrastructure to support experimental medicine and 
clinical research in the NHS. Initial feedback indicates that these programmes are helping to 
address the barriers to successful commercialisation of innovative research ideas that were 
identified in the Strategy, however we are yet to see the full impact of these measures and will 
monitor ongoing progress with interest. Government will continue to support the emergence of 
successful clusters in the life sciences landscape. The new Cell Therapy Catapult, construction 
of which is underway in the centre of London, will provide a model of the flourishing life 
sciences ecosystem. The Catapult will encourage growth in the life sciences industry, taking 
products into clinical trial and de-risking them for further investment. 



The Welsh Government’s National Institute for 
Social Care and Health Research (NISCHR) 
r
li



I
i
f



r
t



ecognises the significant contribution the 
fe science sector makes to the health and 



wealth of Wales. The recently published 
ndustry Engagement in Wales emphasises the 
mportance of academia, industry and the NHS 
orging new, collaborative ways of working. The 
policy also outlines the importance of translational 
esearch to deliver effective interventions and 
herapies to benefit human health.
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i. Making it easier to commercialise 
academic research
Biomedical Catalyst 



In the Strategy for UK Life Sciences, the 
MRC and the Technology Strategy Board 
(TSB) each committed £90m over three years 
to the Biomedical Catalyst, an integrated 
£180m funding programme to support 
the development of innovative solutions to 
healthcare challenges by both SMEs and 
academics across the UK, including projects 
which have been outside the scope of existing 
TSB and MRC schemes. Initial projects 
supported are in areas including stratified 
healthcare, regenerative medicine, diagnostics, 
eHealth solutions and break-through medical 
technologies and devices. The Biomedical 
Catalyst was created in response to feedback 
from academics and SMEs about the 
difficulty of securing funding to support the 
process of taking research from concept to 
commercialisation. From a situation where 



�Universal flu vaccine that could protect 
against pandemic: Scientists at the University 
of Oxford have been awarded nearly £800,000 to 
test a universal flu jab that could protect against 
all known strains of the illness, including the more 
serious bird and swine flu. If successful, it could 
eventually replace the annual flu jabs offered to 
vulnerable groups with a one-off vaccination.



�A vaccine for hospital-acquired infection 
C. difficile: Researchers at Royal Holloway, 
University of London have been awarded 
£500,000 to develop a promising new vaccine 
for C. difficile, a bacterial infection that kills 
around 3,000 people a year. The vaccine could 
be given orally in a solution or tablet, making it 
straightforward to administer and without the 
need for injection.



A mobile app to help manage mental health 
in the community: A team of scientists at the 
University of Manchester has been awarded 
almost £900,000 to develop a mobile phone app 
that helps patients with serious mental illness, such 
as schizophrenia and bipolar disorder, to manage 
their own condition and care more effectively 
at home. The ClinTouch app is a personalised 
electronic tool that records information on an 
individual’s symptoms several times a day and 
uploads this data wirelessly to a database, which 
allows doctors to monitor fluctuations indicating  
a deterioration in their condition.



Immunocore an Oxford based SME is 
developing a new class of biologic drug 
targeting prostate cancer: ImmTACs are 
highly novel because they recognise intracellular 
changes in cancerous cells and can therefore 
be used to treat diseases, such as prostate 
cancer, that are not currently amenable to 
targeted biological therapies. Targeted therapies 
represent a significant advance over traditional 
chemotherapy because they selectively attack 
the cancer and not the rest of the body.



“	�The Biomedical Catalyst has 
been a hugely welcome advance 
in UK Government support 
for the medical industry.”



	 Jim Rowland, Xiros Ltd



In December 2012 the Government announced 
the development of the National Biologics 
Industry Innovation Centre, a large scale open 
access facility for the manufacture of biologic 
medicines such as antibodies and vaccines.  
This £38m project will be managed by the Centre 
for Process Innovation as part of the High Value 
Manufacturing Catapult.



The Department of Health plans a capital award 
of £25m over the next two years to fund a new 
robotic bio-sample repository in the south of 
England. This will enhance England’s capacity 
to support research into disease mechanisms, 
diagnosis and treatments, working closely with 
the NIHR’s experimental medicine infrastructure.
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Synthetic biology



The Strategy included a commitment to 
commission an independent panel to develop 
a technology roadmap, proposing actions 
required to establish a world leading synthetic 
biology industry. Synthetic Biology is the design 
and engineering of biologically based parts, 
novel devices and systems as well as the 
redesign of existing, natural biological systems. 
The Synthetic Biology Roadmap for the UK 
was published in July, and a Synthetic Biology 
Leadership Council has been established. The 
first meeting of the Council will take place in 
December 2012. An additional £50m was 
allocated in December 2012, to enable a 
network of new multidisciplinary research 
and training centres, including for gene 
synthesis, to be established as a foundation 
for commercial success.



New sets of genes (encoded in DNA sequence) 
often need to be introduced and assembled in 
specified positions within a long DNA sequence. 
The genetic techniques currently available 
for this ‘assembly’ task are quite primitive 
and considered to be a serious bottleneck in 
synthetic biology. A new £4m programme  
at the University of Glasgow will establish  
a sophisticated new methodology for this  
gene assembly process which will achieve  
a step-change in the speed and efficiency  
of creating useful biological systems.



Innovative Neuromodulation device:  
One of the most effective treatments for late-stage 
Parkinson’s disease is Deep Brain Stimulation, 
which involves routing electrodes to targets in 
the brain through which a small electrical current 
is supplied from an implanted stimulator. Bristol 
based medical technology company Bioinduction 
Ltd has developed an innovative stimulator 
which aims to significantly reduce the time taken 
in surgery, with the additional benefits of safer 
procedures and lower cost.



some of the most promising research ideas 
were failing at an early stage, the Biomedical 
Catalyst is now supporting researchers and 
emerging SMEs, creating a system where 
patients in the UK are more likely to have 
access to new treatments.



Further commitments from the first round 
of the programme were announced in 
November 2012. This brings a total so far 
of £49m committed to 64 projects, which 
will leverage at least £25m of private 
sector funding. 40 projects will be led by 
SMEs, and 24 are University-led. Of the more 
advanced funded projects more than 20% 
were collaborative, involving both academia 
and industry. Panels will meet in January and 
February 2013 to consider proposals in the 
next round of funding.



“	�The Biomedical Catalyst has 
truly lived up to its name: it has 
catalysed our thinking, altered our 
behaviour, and given us much more 
credibility in our global ambitions.”



	 Derek Hill CEO, IXICO



“	�The Biomedical Catalyst is the single 
most successful intervention in 
stimulating innovation among emerging 
life science R&D companies since 
the introduction of R&D tax credits” 



	 Jon Rees CEO, OBN (UK) Ltd
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Each award will enable the development of a 
large consortium of scientists, patients, charities 
and industry partners from across the country 
and internationally, who will work in collaboration 
to improve our understanding of why groups of 
people with these diseases respond differently to 
treatments. The research will span universities, 
hospitals, and pharmaceutical, biotechnology 
and diagnostics companies. Taken together, the 
programmes combine 34 academic groups, 
working with 20 industry partners. Only a mix 
of skills and expertise on this scale can deliver a 
deeper understanding of these different illnesses 
and enable doctors and health professionals 
to select the right drug, for the right patient, at 
the right time. These consortia not only have 
the potential to improve patient care and save 
money for the NHS, but will also facilitate more 
effective drug development and enhance the 
UK’s reputation as a location of choice for trials 
of new therapies.



Experimental medicine



As set out in the Strategy, the MRC is  
investing £60m over three years through  
MRC Experimental Medicine Challenge  
Grants. These grants will support ambitious, 
challenge-led UK programmes of research  
into disease mechanisms in humans.  



Stratified medicine



In the Strategy for UK Life Sciences, the 
MRC committed to invest up to £60m over 
four years to advance the development of 
targeted treatments for specific groups of 
patients who may suffer from the same broad 
disease. This is a new way of working for 
many academics and pharmaceutical partners, 
with an emphasis on collaborative working at 
the earliest phases of research. Programmes 
must build on the existing UK clinical research 
infrastructure and involve patient groups. The 
MRC has also invested £9.5m in two pilot 
consortia, focusing on chronic obstructive 
pulmonary disease (COPD), rheumatoid 
arthritis and in April 2012 announced a £2m 
initial investment in a third pilot consortia to 
stratify type 2 diabetes – the MASTERMIND 
consortia. 15 pharmaceutical companies have 
committed to supporting this scheme. 



In December 2012 the MRC announced an 
investment of £10.6m in three large-scale 
collaborative awards under its Stratified 
Medicine initiative. These will tackle diseases 
which have a huge impact on patient’s lives – 
rheumatoid arthritis, hepatitis C and a rare disease 
called Gaucher’s. The programme focused on 
arthritis will be delivered in partnership with Arthritis 
Research UK who will also contribute £1m.



MRC/ABPI STratification and Extreme Response Mechanism 
INDiabetes – MASTERMIND is a five-year partnership 
programme between academia and industry to examine 
stratification in Type 2 diabetes, sponsored by the MRC and 
the Association for the British Pharmaceutical Industry (ABPI). 
The partnership, which has initially been awarded £2m, with a 
further £4m to follow, aims to define the clinical characteristics 
and mechanism for extreme response to different classes 
of diabetes treatment, to establish a large bioresource for 
genetic and non-genetic biomarker discovery, to identify key 
factors in determining an individual’s likely response to a given 
drug, and to develop the appropriate models to assess the 
effectiveness and cost effectiveness of a stratified approach. 
The MASTERMIND consortium involves over 20 partners, 
including academic institutions across the UK, UK health 
care providers and pharmaceutical companies GSK, Pfizer, 
AstraZeneca, Takeda and Bristol Myers Squibb.
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In March, the Government announced that 
over £100m will be invested in 19 NIHR 
Clinical Research Facilities (CRFs) around 
England to develop new treatments to benefit 
thousands of patients. CRFs are purpose-
built, cutting-edge facilities, with specialist 
clinical, research and support staff, in locations 
where universities and NHS Trusts work 
together on dedicated programmes of patient-
orientated experimental medicine research. 
The NIHR Moorfields CRF has a long standing 
collaboration with Pfizer on glaucoma studies, 
and more recently on the development of 
human embryonic stem cell therapy for 
patients with macular degeneration, and 
the NIHR/Wellcome Trust University College 
London Hospitals CRF has been working  
with Siemens to develop a diagnostic test  
for liver fibrosis bringing it to market and 
validating its use in the NHS through the CRF. 



The NIHR is also working in partnership 
with Cancer Research UK to fund 
Experimental Cancer Medicine Centres 
(ECMCs) in England by jointly investing 
£35m funding over the next five years. 
ECMCs play a leading role in speeding up  
the process of cancer drug development and 
the search for cancer biomarkers – molecules 
present in blood or tissue – that can be used 
to diagnose cancer, predict the aggressiveness 
of the disease, or show whether a drug will be 



A large number of outline applications 
were received from which 30 full-
stage applications were invited and are 
now being assessed through rigorous 
international peer review. This initiative 
benefits from substantial industry engagement, 
with a third of applications featuring a formal 
industrial partner. The first round of funding 
decisions will be made in March 2013.



The MRC also agreed to invest up to £10m in a 
collaboration with AstraZeneca, who made 22 
compounds available to academic researchers. 
This partnership is providing academic 
researchers with access to high quality clinical 
and pre-clinical compounds, the building blocks 
of new drugs, in order to help better understand 
a spectrum of human diseases through exploring 
new treatments. This initiative is a world-leading 
open innovation collaboration, with the potential 
to stimulate new relationships between academia 
and industry. Over 100 outlines were received, 
on the basis of which 23 full applications were 
submitted. 15 awards were made with a total 
funding amount of approximately £7m. A 
formal announcement of the awards was made 
in October 2012. In November 2012, this 
ground-breaking collaboration won the ‘Best 
Partnership Alliance’ award at the annual 
SCRIP Awards event in London.



The MRC-NIHR Phenome Centre, which  
will analyse thousands of samples of blood, 
urine and tissue to discover how our genes 
interact with our environment to cause and 
affect the course of disease, will open at 
Imperial College London in 2013. This will 
support the development of improved  
diagnosis and treatments for patients. 



The Centre is a partnership between the 
Medical Research Council, the National Institute 
for Health Research, analytical technology 
companies Bruker and Waters, King’s College 
London and Imperial College London.
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associated with translating promising scientific 
discoveries. Up to £5m will be invested in 
disease-focussed programmes, working in 
collaboration with charities and other funding 
partners to address specific areas. In support 
of the UK Regenerative Medicine Platform, 
£20m of new funding was allocated in 
December 2012 to allow for a top-up fund 
to provide imaging and cell manufacture 
technologies as well as a clean room.



ELIXIR



As agreed in the Strategy, £75m funding 
has been provided to support a new facility 
for biological data-storage at the European 
Bioinformatics Institute in Cambridge and to 
deliver a new technical hub. This is part of 
the European ELIXIR programme, which aims 
to enable rapid and effective utilisation of 
publicly funded genomic and other molecular 
biological data. Discussions are underway 
with industry collaborators (including GSK, 
AstraZeneca, Pfizer, Unilever and Syngenta) 
to identify six potential partnership projects 
at the hub. The hub will be officially opened 
in 2013.



Major support for the new building comes 
from the BBSRC, the MRC, the Natural 
Environment Research Council and the 
Wellcome Trust. The project is expected to 
leverage further European funding, with  
13 countries now members of the ELIXIR 
Interim Board.



effective in a specific patient and at what dose. 
ECMCs are supporting industry engagement 
through the ECMC combinations alliance. The 
alliance supports off critical pathway studies 
utilising industry novel agents in a shared risk 
reward business model. Trial performance 
is managed by Cancer Research UK’s 
Drug Development office (who also provide 
additional funds if required). AstraZeneca is 
the first partner in this initiative and high level 
talks with additional major pharmaceutical 
companies are in progress. 



Regenerative medicine



The Strategy for UK Life Sciences announced 
that the TSB would provide up to £50m over 
the next five years to fund a Cell Therapy 
Catapult. The Cell Therapy Catapult has 
now been established with the appointment 
of Keith Thompson as CEO. It is currently 
located in the Tower Wing of Guy’s 
Hospital and will move into state of the 
art laboratories there at the end of 2013. 
Situated at the heart of a cluster of hospitals, 
clinical research centres and universities, the 
Catapult will encourage growth in the UK life 
sciences industry, taking products into clinical 
trial and de-risking them for further investment. 
It will also be a source of regulatory expertise 
to ensure that products can get to the 
clinic safely in the shortest time, so that 
commercially viable products are progressed 
and investable propositions generated. 
The Catapult will aim to raise £20m a year 
additional funding through grant sources  
and private sector contracts.



The MRC, Engineering and Physical Sciences 
Research Council (EPSRC) and Biotechnology 
and Biological Sciences Research Council 
(BBSRC) also made a commitment in the 
Strategy to jointly invest £25m over five 
years to maximise the potential of the Cell 
Therapy Catapult. £20m will fund a UK 
Regenerative Medicine Platform, with up to five 
interdisciplinary research hubs. These hubs will 
have the expertise and critical mass to address 
the key technical and scientific challenges 
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The Trials Acceleration Programme (TAP) by 
Leukaemia & Lymphoma Research is designed 
to give haematological oncology patients 
accelerated and wider access to early stage 
trials. Working within the existing NIHR Cancer 
Research Network, TAP’s dedicated centralised 
management at the University of Birmingham 
minimises the ‘red tape’ to establish trials and 
deliver accelerated results via disseminated 
patient recruitment across 13 UK centres. 
Early results from Novartis Pharmaceuticals UK 
Ltd show a 50% reduction in set-up time and 
significant reduction in costs per patient. In its 
first year of operation TAP has ratified nine new 
trials that would not otherwise have taken place 
in the UK including collaborations with eight 
pharmaceutical companies.



Clinical Practice Research Datalink 



The CPRD was launched in March 2012.  
As agreed in the Strategy for UK Life Sciences, 
the CPRD is the result of a £60m investment 
by the NIHR and Medicines and Healthcare 
products Regulatory Authority (MHRA) and  
will provide access to data that supports 
clinical trials and population observational 
studies on an unprecedented scale. 



The CPRD operates across England, 
connecting patient information from GPs and 
hospitals to other records, such as disease 
registries, and holds the resultant information  
in anonymised form to protect patients’ privacy. 
The combined datasets can be used to answer 
medical research questions, and the results 
shared via peer reviewed publications. Future 



ii. Putting clinical research at the 
heart of innovation in the NHS



The Strategy for UK Life Sciences recognised 
the centrality of the NHS to a high-performing 
UK health life sciences ecosystem. One year 
on, the Government is keen to reiterate its 
commitment to exploring how best to unlock 
the vast potential represented by the NHS’s 
unique data resource, whilst retaining the 
strong principles relating to patient rights and 
confidentiality that have always been at the 
heart of the NHS.



In 2012, the Clinical Practice Research Datalink 
(CPRD) was successfully launched, and new 
initiatives such as the NIHR BioResource and 
NIHR Translational Research Partnerships 
will strengthen and develop clinical research. 
In 2011/12 99% of NHS Trusts recruited 
patients to studies being run via the NIHR 
Clinical Research Network (CRN). 60% of 
NHS Trusts participated in commercial studies 
supported by the NIHR CRN, and overall 
595,540 participants were recruited to NIHR 
CRN studies. As of 2013, performance against 
the 70-day benchmark from receipt of a valid 
research application to the recruitment of the 
first patient for trials will affect NIHR funding  
to providers of NHS services.



By facilitating collaboration between the NHS 
and research organisations, the Strategy has 
paved the way for a new partnership model. 
Patients are increasingly better informed 
and empowered to access new treatments 
in the shortest possible time, alongside an 
infrastructure that provides researchers with 
access to necessary tools and resources. 
Again, we acknowledge that progress is still 
to be made, and will continue to work with 
stakeholders to understand whether the 
changes to the NHS infrastructure are having 
the intended impacts of supporting innovative 
research and ensuring that patients are informed 
about how best to access new treatments.
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Improving the efficiency of Randomised 
Clinical Trials (RCTs): RCTs are the key means 
of demonstrating the efficacy and safety of 
new medicines. Assessing feasibility of RCTs is 
a critical early step. Unlocking the potential of 
large electronic healthcare databases to improve 
feasibility studies and patient recruitment 
significantly reduces time and cost for research 
organisations planning clinical trials. CPRD 
has with partners developed a RCT feasibility 
assessment tool, TrialViz as part of its ongoing 
initiative of a whole series of IT tools aimed 
at clinical trial efficiency. Innovative searching 
algorithms and optimisation techniques 
incorporating data quality metrics allow location 
of GP practices and patients matching the study 
selection criteria in real time.



Devices: In certain therapeutic areas, such as 
cardiovascular, joint replacement and wound 
care, CPRD is already making available data 
that can be used to undertake the required 
research to assess the benefits and risks of 
the use of devices, particularly devices to be 
implanted in a patient.



Health and Social Care Information 
Centre Data Linkage Service



“	�The HSCIC has helped us to solve one 
of the fundamental challenges facing 
researchers today – how to protect 
patient confidentiality at the same time 
as conducting the research required 
to improve health services in the UK.” 



	 The Nuffield Trust 



The Health and Social Care Information 
Centre (HSCIC) launched its new ‘Data 
Linkage Service’ on 17 September 2012, 
in line with commitments set out in the 
Strategy for UK Life Sciences. The data linkage 
service adds significant value to individual sets 
of data by combining and matching them at an 
anonymised individual record level in a secure 
environment. From April 2013 the service will 
begin to offer anonymised extracts of linked 
data on a routine (i.e. monthly) basis. The 



projects include the addition of air pollution 
data, social care records and potential for 
working with UK Biobank. CPRD also aims  
to link with similar systems that cover 
populations in Scotland and Wales. Governance 
approval is sought for all new data linkages.



Since the service was launched in March 
2012, 16 global pharmaceutical companies 
have been granted CPRD data licences, 
over 100 research studies have been 
submitted and 623 researchers have 
registered on the CPRD website. We will build 
on this early platform to provide an invaluable 
resource for the research community.



Professor Dame Sally C. Davies, Chief Medical 
Officer for England has said that CPRD has



“	�the potential to revolutionise 
research, make a real difference for 
patients, and allow us to become 
world leaders in the field”
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principles that ensure patient confidentiality, 
the first initiative will focus on diabetes, looking 
at how anonymised, integrated health data can 
be used to identify unmet clinical need.



E-health informatics 



A consortium of 10 UK government and 
charity research funders led by the MRC1 
has awarded £19m to four E-health 
Research Centres based in London, 
Manchester, Dundee and Swansea. 
The centres will study conditions including 
cardiovascular disease, diabetes and children’s 
health. In addition the centres will train the next 
generation of researchers to have the skills to 
analyse and link large and complex data. The 
aim is to develop more effective treatments, 
improve drug safety, identify risks to public 
health and gain insight into the cause and 
development of diseases by linking anonymised 
patient records and health research data.



volume of extracts available will grow as the 
datasets within the HSCIC increase. HSCIC  
is working with the CPRD and ABPI to identify 
priority areas for linkage.



The HSCIC can provide linkage services across 
a range of datasets including: hospital episodes 
statistics, patient reported outcome measures, 
mental health minimum dataset and primary 
care data. For the first time users of health 
and social care data in England will be able to 
examine a joined-up journey of patient care to 
drive improvements in treatment and outcomes. 



The HSCIC has signed a memorandum of 
understanding with AstraZeneca to develop 
understanding about the role medicines 
play in helping patients with chronic 
diseases. This is the first collaboration of its 
kind and is intended to develop the intelligent 
use of data in healthcare decision-making. 
Adhering to strict information governance 



1. �MRC in partnership with Arthritis Research UK, the British Heart Foundation, Cancer Research UK, the Economic 
and Social Research Council, the EPSRC, the NIHR, the NISCHR (Welsh Government), the Chief Scientist Office 
(Scottish Government Health Directorates) and the Wellcome Trust.



Improvements in clinical trial performance: 
Scottish Health Research Register (SHARE),  
a register of pre-consented patients who have indicated 
their willingness to be approached to take part in 
research, is being progressed in Scotland. Individuals 
who have agreed to join the register will have their 
eligibility for participation in specific studies determined 
using electronic health record linkage. The register is 
being developed as a federated system across NHS 
Research Scotland and a range of recruitment methods 
are being tested.



Development of National Advisory Group: Health 
Informatics Research Advisory Group 
A Health Informatics Research Advisory Group has 
been established in Scotland to identify obstacles to 
electronic records research and propose solutions, 
provide advice to the Scottish Government on 
strategies for e-health records research and consider 
what investment would best enhance Scotland’s 
e-health research capability.
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the Forum’s recommendations in full and 
a public consultation on strengthening 
the Constitution was launched by the 
Department of Health on 5 November  
2012. The consultation proposes a number  
of changes to improve the Constitution, 
including issues relating to the protection of 
patient privacy and confidentiality, access to 
patient data, and responsibilities regarding 
informing patients about the use of data. 



Review of Information governance 



The Government has commissioned a review 
of the current information governance rules 
and their application, to ensure that there is 
an appropriate balance between protecting 
confidential and identifiable information within 
health and care records and using and sharing 
information to improve the quality and safety 
of care. This independent review is being led 
by Dame Fiona Caldicott and is expected to 
report early in 2013.



Building on the success of the Swansea-led 
E-Health centre of excellence, NISCHR Welsh 
Government is launching a new strategy to 
maximise the use of routine data for research in 
Wales. NISCHR intends to broaden support for 
approaches to utilise routine data for research. 
The strategy will be published in March 2013.



NHS Constitution



The NHS Constitution sets out in one place 
what patients, staff and the public can expect 
from the NHS in England. In July 2012, 
the Secretary of State for Health reported 
to Parliament on the effect of the NHS 
Constitution since its launch in January 2009. 
Subsequently, following engagement with a 
wide range of stakeholders over the summer, 
the NHS Future Forum put forward a series 
of proposals about how to strengthen the 
NHS Constitution. The Government accepted 



�The Nuffield Trust is a charitable trust undertaking 
research into health services and health policy. It uses 
the data linkage service to link cohort data to hospital 
episode statistics (HES) in order to assess a wide variety 
of health interventions.



�The Department for Transport has successfully linked 
road traffic injury data to HES. Researchers have used 
this information to model demand on the NHS from traffic 
accidents. Future developments will link to HES accident 
& emergency data.



Use of HSCIC for the Million Women Study: The 
Million Women Study is the largest study of women’s 
health worldwide, including 1.3 million women in 
England and Scotland. Because of the unique and 
excellent data linkage services available in the UK, 
data on the cohort is updated annually, for example on 
cancer incidence and hospital admission. One example 
of the use which has been made of the linked data is 
a study which was able to document for the first time 
the full effects of smoking and of stopping smoking in 
women. In October 2012 a study was published in the 
Lancet which showed that two out of every three deaths 
in smokers were due to smoking, and that stopping was 
more beneficial than previously thought. This work was 
widely reported in the media.
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and improve insight into the therapeutic 
potential and limitations of existing and 
emerging therapies.



NIHR Translational Research Partnerships



The two NIHR Translational Research 
Partnerships (TRPs), launched on 6 October 
2011 in Joint and Related Inflammatory 
Diseases and Inflammatory Lung Disease, 
continue to progress. The TRPs bring together 
36 universities and NHS organisations across 
the UK, and are co-ordinated by a dedicated 
team within the NIHR Office for Clinical 
Research Infrastructure (NOCRI). Three 
research agreements have been signed with 
companies, two with the joint and related 
inflammatory diseases partnership and one 
with the inflammatory respiratory partnership. 
The NOCRI team are currently in discussions 
with 24 companies, large and small, about 
future collaborative projects.



NIHR BioResource



The Strategy outlined existing commitments 
to develop clinical research, including £800m 
NIHR funding over five years from April 
2012 for new NIHR Biomedical Research 
Centres and Units. Linked to this, progress 
has been made in developing the NIHR 
BioResource announced in the Strategy by 
the participating NIHR Biomedical Research 
Centres in Cambridge, Oxford and London 
and NIHR Leicester Cardiovascular Biomedical 
Research Unit, and the BioResource is due 
to be launched in April 2014. It will provide 
a national cohort of healthy volunteers, 
patients and their relatives who wish 
to participate in experimental medicine 
research, and are willing to provide clinical 
information and samples that will enable 
them to be recalled for specific studies. 
These studies will have the potential to 
rapidly advance the understanding of disease 
mechanisms, identify potential drug targets, 



The NISCHR in Wales has invested over £7m over three years in one Biomedical Research Centre 
and three Biomedical Research Units. The Haemostasis Biomedical Research Unit in Swansea is 
investigating a new biomarker which has the potential to give the clinician an improved method of 
determining blood coagulation. Early studies have been promising and could help to identify which 
patients are likely to respond to anti coagulant therapy.



The Cambridge BioResource (part of the NIHR 
Cambridge BRC and precursor to the NIHR National 
BioResource) was set up in 2005 and continues to 
support research studies investigating the links between 
genes, the environment, health and disease. For example, 
the project “Effects of Brain Derived Neurotrophic Factor 
(BDNF) gene polymorphism on brain imaging and 
behavioural biomarkers of plasticity” led by Professor 
Pradeep Nathan at the University of Cambridge in 
collaboration with GSK aims to identify biomakers that 
could be applied to future clinical studies of plasticity 
modifying drugs with a BDNF-related mechanism of 
action. Approximately 60 subjects, identified through the 
Cambridge BioResource, will undergo assessment using 
functional and structural brain imaging, brain stimulation, 
electrophysiological and behavioural biomarkers of 
learning and plasticity.
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NIHR Healthcare Technology Co-operatives



NIHR has committed £6.4m to fund  
eight new NIHR Healthcare Technology 
Co-operatives (HTCs) within the NHS as 
centres of expertise in developing new 
concepts, demonstrating proof of principle 
and devising research protocols for new 
medical devices, healthcare technologies 
or technology-dependent interventions. 
The new NIHR HTCs will address clinical areas 
and themes such as chronic gastrointestinal 
disease, brain injury, heart disease, wound 
management and mental health. These are all 
conditions of high morbidity and unmet need 
for NHS patients and healthcare technology 
users, which have not to date benefited 
from a high degree of innovation. HTCs will 
work collaboratively with industry, patients 
and patient groups, charities, industry and 
academics to develop new medical devices, 
healthcare technologies or technology-
dependent interventions, which will improve 
treatment and quality of life for patients.



NIHR Diagnostic Evidence Co-operatives 



NIHR has announced that it will fund up  
to five new NIHR Diagnostic Evidence  
Co-operatives (DECs). DECs will focus on 
clinical areas or themes where evidence of the 
clinical validity, clinical utility, cost-effectiveness 



Proximagen, a UK Biotechnology company, 
has been engaging with the Joint and Related 
Inflammatory Diseases Partnership through 
NOCRI. The company was exploring early 
development of a new drug and obtained 
expert scientific input and advice from the 
researchers within the TRP. As a result of this 
advice the company amended its original 
clinical development plans to include an 
additional inflammatory disease with significant 
unmet clinical need as a new therapeutic 
target. A new research study is now underway 
to validate this target in patient samples via the 
TRP. Proximagen and the TRP used the NIHR/
MRC model Industry Collaborative Research 
Agreement which facilitated fast study set up. 



Imanova is a unique joint venture between  
the MRC and three leading London universities 
– Imperial College, King’s College London 
and University College London. The business 
has been operating for one year following the 
transfer of facilities and staff from GSK’s 
renowned Clinical Imaging Centre at Hammersmith. 
Imanova is the first company to have been 
approved for eligibility for direct grant funding 
from Research Councils UK in line with the 
Strategy commitment to state of the art research 
facilities. Imanova possesses world leading 
capabilities in molecular imaging sciences, 
coupled with magnetic resonance imaging.



This year Imanova researchers have dramatically 
increased the number of clinical and preclinical 
imaging studies at the centre, with over 30 in 
various stages of implementation and a further 
30 in preparation. Areas of activity include 
mental health, neurodegeneration, oncology, 
cardiovascular, respiratory and infectious disease. 
Imanova is ideally placed to support translation 
across the innovation pipeline and has developed 
relationships in both academia and industry. To 
date, Imanova has established collaborations with 
nearly 100 researchers from across its partner 
organisations and is already involved in numerous 
commercial projects with pharmaceutical and 
biotech companies. The MRC has committed 
substantial funding to the partnership in addition 
to programme funding for imaging projects in the 
future. GSK has played a key role in transferring 
the facility to public sector partners and remains  
a key commercial customer.



Building on its existing reputation, Imanova 
intends to extend its activities in research and 
early-stage drug development with increased 
focus on imaging biomarker development. 
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Framework for collaborative funding bids



Research Councils UK has published a new 
principles-based framework for treatment and 
submission of multi-institutional funding bids. 
The Principles for Funding Multi-Institutional 
Collaboration in Innovation and Research 
can be found at: www.rcuk.ac.uk/research/
Pages/principles.aspx



UK Clinical Trials Gateway 



The UK Clinical Trials Gateway provides 
the public with authoritative and accessible 
information about clinical trials in the UK. In 
April 2012 the NIHR launched an update which 
builds on the original version but increases 
the amount of easily accessible summary 
information describing what each trial is doing. 
Versions of the Gateway are also now available 
for the iPhone, iPad and Android devices. Since 
the Gateway was initially launched in March 
2011 there have been over 211,000 page 
views by more than 91,800 unique visitors. 



Clinical trials – 70-day benchmark



In December 2011 the NIHR made the 70-day 
benchmark from receipt of a valid research 
application to the recruitment of the first 
patient for trials a condition of new contracts 
with providers of NHS services with the aim  
of improving timelines for getting clinical 
studies up and running. Performance against 
this benchmark will affect NIHR funding to 
providers of NHS services from 2013.



and care pathway benefits of in vitro  
diagnostic medical devices has the potential 
to lead to improvements in healthcare services 
and the quality of life of NHS patients.



“	�I believe what is happening in  
Oxford at the moment is quite 
remarkable…I think we are creating  
a new way of working with industry” 



	� Professor Chas Bountra, Professor of Translational 
Medicine, Head of Structural Genomics Consortium 
(SGC), University of Oxford



In Wales, NISCHR has recently published the 
NHS R&D allocations Delivery Framework 
2012/13. This document outlines the new R&D 
performance management arrangements for 
NHS organisations and sets a national objective 
‘to create a research environment which 
promotes and encourages commercially funded 
research activity within the NHS’. 



NHS Research Scotland (NRS) is a partnership 
between the Scottish Government’s Chief 
Scientist Office and the NHS Boards in 
Scotland. Designed to deliver greater efficiency 
and effectiveness to the NHS R&D and research 
ethics functions, it works collaboratively with 
industry through the NHS Research Partnership 
Forum. NRS achievements to date include the 
adoption of single contract and cost negotiations 
across Scotland. As a consequence, NRS 
has significantly reduced R&D approval times 
and is attracting considerable interest from 
industry, having recently entered into strategic 
collaborations with PPD Ltd and Quintiles. 



The Structural Genomics Consortium (SGC), established 
in 2004, is a public-private partnership that supports the 
discovery of new medicines through basic research and has 
an open access ethos by promptly placing results, reagents 
and know-how in the public domain. A 200-strong team 
operates across sites in Oxford and Toronto, with a focus 
on the structural and chemical biology of human proteins. 
Since 2011 the SGC has attracted £21m worth of inward 
investment from partners including GSK, Novartis, Pfizer, 
Lilly, Abbott, Takeda, Boehringer Ingelheim and Janssen.





http://www.rcuk.ac.uk/research/Pages/principles.aspx


http://www.rcuk.ac.uk/research/Pages/principles.aspx
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iii. Encouraging adoption and 
diffusion of innovation in the NHS
Innovation Health and Wealth, accelerating 
adoption and diffusion in the NHS (IHW) 
set out a delivery agenda for spreading 
innovation at pace and scale throughout  
the NHS. It included a number of 
actions that aimed to deliver significant 
improvements in the quality and value of care 
delivered in the NHS. They were designed as 
an integrated set of measures that together 
will support the NHS to achieve a systematic 
and profound change in the way in which 
services are delivered. 



Like many other health economies, the 
NHS is facing a tougher financial climate. 
This means that simply doing more of the 
same is no longer an option. We need to 
do things differently. IHW is an essential 
tool in helping address the challenges of an 
ageing population, chronic disease, health 
inequalities and rising public expectations  
– especially when resources are constrained. 
IHW is on track to deliver all of its milestones. 
Much has been achieved but there is always 
more that can be done.



UK Biobank



The MRC has provided £9.6m for 
expansion of UK Biobank. This expansion 
will include 8,000 brain scans where one of the 
applications will be to help scientists discover 
why some people develop dementia and 
others do not. The UK Biobank is a unique 
research resource of data and samples from 
half a million participants that will enable 
researchers to determine the role of nature and 
nurture in health and disease. On 30 March 
2012, the UK Biobank opened for use by 
researchers in academia and industry working 
on health related research in the public 
interest. UK Biobank has been funded by the 
MRC the Wellcome Trust, the Department of 
Health, the British Heart Foundation and the 
Scottish and Welsh Governments. 



Dr Wendy Ewart, the MRC’s Deputy Chief 
Executive and Director of Strategy, said: 



“	�UK Biobank opening its doors to 
researchers represents a huge step 
forward in our efforts to understand 
the role that genes, environment and 
lifestyle play in the development of 
disease. The success of this major 
partnership project is testament to  
the strength of UK biomedical research 
in the global science scene.”



The strategic alliance between Almac Group 
and Queen’s University, Belfast with £4.4m 
support from Almac, Invest Northern Ireland 
and the McClay Foundation, combines 
industrial and academic expertise with state 
of the art technology and access to patient 
samples through the Northern Ireland Biobank. 
Since 2011, a test has been developed and 
commercialised to predict patients with colon 
cancer who need chemotherapy, a test to 
predict the risk of dying from prostate cancer is 
undergoing validation and novel drug targets for 
breast and ovarian cancer have been identified.
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that it becomes an integral part of the daily 
work of every member of staff, influencing 
and driving culture change.



Given that the NHS is a very large, disaggregated 
organisation, with some 1.4 million employees 
the early impact of IHW one year on is palpable.



NICE Technology Appraisals



The Comply or Explain regime set out in IHW is 
underpinned by the funding direction attached 
to NICE Technology Appraisals. Work is well 
advanced to ensure that all NICE Technology 
Appraisals are automatically included on 
local formularies and by April 2013, all local 
formularies will be publicly available. All 
partners have agreed the NICE Implementation 
Collaborative (NIC) concordat and the NIC is 
currently identifying the barriers to uptake of 
innovation in the system across four pilot areas  
in medicines, medical technology and 
diagnostics to identify the barriers to and 
solutions for increasing rapid uptake. 



In addition, the NHS will publish information 
on compliance locally through the Innovation 
Scorecard. We anticipate this will show that 
compliance is variable with the NHS being 
very good at uptake of older technologies but 
less good at uptake at pace of the newest 
innovations. Critical to the success of the 



IHW Call to Action



Now, more than ever, innovation has a vital  
role to play in delivering higher quality care  
and value for money while at the same time 
driving economic growth. The innovation 
landscape before the publication of IHW 
lacked transparency and accountability,  
there was variable compliance with NICE 
Technology Appraisals, and it was confused 
and cluttered with layers of organisations 
seeking to serve as gateways for interaction 
between the NHS, academia and industry 
partners. The value for money for patients,  
the NHS, UK plc and healthcare partners  
was doubtful and innovation was not a  
central priority throughout the system. 



IHW seeks to solve a problem that has 
built up over decades, we need long-term 
sustainable changes to be embedded right 
at the heart of the NHS. We need not only to 
change structures and processes, but also a 
change in culture and behaviour – that takes 
time. Implementation of IHW is in the NHS 
Operating Framework and the new Clinical 
Commissioning Groups have a Legal Duty to 
demonstrate their commitment to innovation. 
To support this IHW is working with the NHS 
new Improvement Body to launch an IHW 
Call to Action, ensuring that innovation is at 
the heart of the way the NHS operates and 



Wider considerations for the uptake of new 
innovations are currently being evaluated 
through a number of initiatives across the 
Welsh Government. A Health and Wellbeing 
Good Practice and Innovation Board has been 
established to enable evaluation of the potential 
impact of innovations and facilitate and accelerate 
their adoption by the NHS, social services 
and third sector organisations in Wales. The 
National Assembly for Wales’ Health and Social 
Care Committee will be reviewing the uptake of 
medical technology in Wales and the possible 
barriers to effective new technologies being  
more accessible to patients. 
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transparency agenda is the collection and 
common definitions of the data sets in the NHS. 



The Comply or Explain regime is reducing 
variation and assures patients of their access  
to the cost-effective technologies and medicines 
their doctors believe they need. Following 
a Strategic Health Authority assurance 
exercise, the NHS South of England is now 
moving towards full compliance with all NICE 
Technology Appraisals on local formularies, 
and the rest of the country will shortly follow.



Academic Health Science Networks 
(AHSNs)



To make the NHS a better place to do 
business with, AHSNs are being created,  
to develop a systematic approach to ensure 
diffusion of innovation happens and do more 
of what we already know works. 



15 AHSN applications have been received 
and designation panel interviews will 
take place between December 2012 and 
February 2013 with the expectation that 
AHSNs will be in place Q1 2013/14 in line 
with the time lines published in IHW. 



Each AHSN application will set out its plan for 
their first 100 days including those aspects 
bespoke to their application and incorporating 
what they will do to support the Comply 
or Explain regime and work with SMEs on 
medical technology projects and research 
participation. IHW is working with the 
Association of British Healthcare Industries 
to ensure that in every AHSN there is an 
understanding of the medical technology 
development process and that AHSNs 
maximise the potential of partnering with 
medical technology companies to facilitate 
knowledge of emerging innovations.



Northern Ireland’s small population and 
integrated health and social care services 
provide an excellent test-bed for the 
deployment and evaluation of innovative 
healthcare technologies. Implementation of 
the new Memorandum of Understanding on 
Connected Health & Prosperity between the 
Northern Ireland Assembly Health Department 
and Invest Northern Ireland has created new 
opportunities for academic and business R&D 
to focus on solutions to healthcare problems.



In June 2012 the Scottish Government 
launched its Health And Wealth In Scotland: 
A Statement Of Intent For Innovation In 
Health. At the heart of the Statement is 
partnership working between Government, 
NHS Scotland, industry and the research 
community to identify and develop 
innovative solutions to the challenges facing 
health and healthcare. Work is already 
underway to establish partnerships to 
create solutions in the areas of medicines, 
medical technologies and digital health.
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Establishing organisations of this size and 
scope and ensuring they are all of high quality 
within nine months would be a significant 
undertaking at any time. Given the level of 
change the NHS is experiencing, it is  
testament to the commitment of the NHS  
and its academic, industry and research 
partners to deliver IHW that such substantial 
progress has been made.



Specialised Services Commissioning 
Innovation Fund (SSCIF)



The NHS Commissioning Board (NHS 
CB) will have responsibility for specialised 
services commissioning. In line with the IHW 
commitment it has established the SSCIF to 
rapidly test and evaluate innovations that have 
the potential to deliver high impact changes  
for specialised services throughout the NHS. 
This will make innovations available to  
NHS patients much earlier than is  
currently possible. 



SSCIF evaluation projects will enable NHS 
CB specialised services to generate a better 
understanding of the cost and quality impact of 
innovations and create a robust evidence base 
for use in national commissioning decisions. 
Generating better evidence will result in better, 
more robust commissioning decisions and 
more rapid, widespread adoption of proven 



innovations in the NHS. This will mean that 
patients will have earlier access to innovative 
care, the value for money to the NHS will 
improve and the drive to support wealth 
creation will be achieved.



As a result, it will transform the way that 
new innovations are identified, tested and 
adopted by the NHS. 



High Impact Innovations (HIIs)



IHW set out that from April 2013, compliance 
with six HIIs will become a pre-qualification 
requirement for CQUIN payments. In this 
way, IHW for the first time introduced an 
innovation ‘gateway’ to CQUIN whereby 
providers will need to comply with 50% or 
more of the HIIs that apply to them in order 
to unlock 2013/2014 CQUIN funding. They 
will need to explain to commissioners why 
compliance is not 100%.



The six HIIs are: 



•	� 3 million lives 



•	� intra-operative fluid management



•	� child in a chair in a day



•	� international and commercial activity



•	� digital first 



•	� carers for people with dementia



In August 2012 the Wellcome Trust and EPSRC 
announced the launch of a joint £30m initiative to 
find biomedical engineering solutions to challenging 
healthcare problems. The ‘Innovative Engineering for 
Health’ initiative will provide funding for a limited number of 
ground-breaking, long-term projects designed to address 
a specific healthcare need for which current solutions 
are inadequate. Up to £10m is available for each project, 
providing the resources to conduct high quality basic 
research and to enable its adoption into clinical or public 
health practice. Applications were invited for projects that 
will address the problems of the highest priority in healthcare 
or public health for which solutions are not obvious with the 
current state of technology.
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Minimum requirements for providers to 
comply with each HII will be set nationally 
and providers will need to work with local 
commissioners to ensure that plans are 
aligned with local commissioning strategies. 
The NHS CB Local Area Teams will seek 
assurance from local commissioners that 
CQUIN prequalification has formed part of  
their planning process for 2013/14. 



The website www.innovation.nhs.uk provides 
online support for the NHS to assist in the 
implementation of each High Impact Innovation 
and enables the sharing of best practice, case 
studies and discussion forums to generate a 
community of innovators delivering IHW locally. 



The latest data from the National 
Technology Adoption Centre suggests 
already an increased uptake of 23% 
year on year in the intra-operative fluid 
management market. The 3millionlives 
initiative is yielding strong relationships within 
the industry that has seen a new model of 
delivery offered to the NHS. This has resulted 
in the identification of a number of Pathfinder 
sites that are working with industry to deliver 
a telehealth supported service to the first 
100,000 patients in 2013, a 20 fold increase 
on the existing telehealth use in England.



IHW is not a single solution fix but a long-
term and large-scale change programme 
for the NHS. For more information about the 
implementation of IHW, see the NHS CB  
report Creating Change: Innovation Health  
and Wealth Update.



The creation of the NICE Implementation 
Collaborative (NIC) will harness the skills, 
experience and dedication of organisations and 
individuals from across the healthcare system 
to improve patient outcomes for all. The NIC 
is a unique partnership whose members are 
committed to working together to support a 
system where patients have faster and more 
consistent access to NICE-recommended 
medicines, treatments and technologies.  
This independent partnership between the 
NHS, the life sciences industry, healthcare 
professional bodies, key health organisations 
and the public is transformational and heralds 
a collaborative approach that will be critical in 
achieving improved outcomes for the whole 
population. The signing of the NIC concordat by 
all its partners will be the very first time that the 
NHS and its stakeholders have come together 
to work in this way and completely re-draws the 
landscape. Rather than the traditional model, 
industry will now work with academia, clinical 
groups, the NHS Commissioning Board, NICE 
and representative bodies to drive compliance 
with NICE recommendations.



Edinburgh BioQuarter



The BioQuarter in Edinburgh is a flagship life sciences site which brings together a growing  
cluster of industry, scientists and clinicians to accelerate the growth of Scotland’s burgeoning  
bio-science cluster. It is benefiting from being one of four life sciences Enterprise Area sites created 
by the Scottish Government which offers incentives to support and stimulate investment in some 
of Scotland’s most dynamic industries. The BioQuarter houses a growing community of tenants 
including Swedish healthcare firm Mölnlycke AB, spin-out i2eye Diagnostics Ltd, creators of the 
world’s first visual field analyser for young children and other patient groups; Roslin Cells, providers  
of stem cells for research and therapeutic use, and Calcivis Limited, a company undertaking research 
into the early detection of active tooth decay. 





http://www.innovation.nhs.uk
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iv. Promoting the UK as the place 
to invest and deliver life sciences 
innovation
The Strategy for UK Life Sciences 
emphasised just how important it is, not 
only to pave the way for the UK to become 
the global hub for life sciences, but to 
communicate this message globally.  
UK Trade and Investment (UKTI) works with 
UK-based business to ensure their success 
in international markets and encourage the 
best overseas companies to look to the UK 
as their global partner of choice.



One year on, UKTI has signalled the 
importance of the life sciences sector to  
the UK economy by establishing a dedicated 
unit which will focus on catalysing inward 
investment in UK life sciences.



The Life Science Investment Organisation 
(LSIO) aims to:



•	� Create unified messaging explaining the 
UK offer to businesses for use by UKTI’s 
overseas network and partners.



•	� Undertake proactive, targeted business 
development in areas of UK strength, 
highlighting the business implications  
of the on-going improvements to the UK 
life sciences ecosystem and the wider 
commercial environment. 



•	� Build a community of supporters and 
advocates across the wider UK life sciences 
ecosystem to promote and deliver on inward 
investment opportunities in life sciences.



To ensure consistent, maximum impact 
overseas promotion of the Strategy and the 
updated UK offer for inward investment,  
UKTI is adopting a new global communication 
approach and have produced the UKTI Life 
Science Prospectus – a document that outlines 
how the Strategy will unlock opportunities for 
global industry to invest in the UK. 



In addition, UKTI LSIO will focus targeted 
business development campaigns on the 
following four themes: Dementia, Stratified 
Medicine, Experimental Medicine and 
Clinical Trials and Medical Technologies, 
launching the Stratified Medicine campaign 
first, with others to closely follow. UKTI is also 
working in partnership with NOCRI to develop 
and sell the UK offer for Experimental Medicine 
and Clinical Trials.



Over the last year, UKTI has undertaken 
an ambitious programme of engagement 
with senior industry leaders from global 
pharmaceutical, biotechnology, and medical 
technology companies. High-profile events were 
held during the Olympic and Paralympic Games 
which brought together global life sciences 
business leaders, clinicians and researchers, 
policy makers, influencers and decision 
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Cancer Research Technology Pioneer 
Fund: The Cancer Research Technology 
Pioneer Fund has been established in London 
with Cancer Research Technology and the 
European Investment Fund to create a £50m 
investment fund to bridge the investment 
gap between cancer drug discovery and 
early development. It will take potential 
cancer drugs, primarily discovered by Cancer 
Research UK, from discovery through to entry 
to Phase II clinical trials before partnering with 
pharmaceutical and biotechnology companies.



The opening of Watchmoor Park: The new 
Novartis office at Watchmoor Park was officially 
opened on 2 November 2012 and represents 
a multi-million pound investment by Novartis 
in the site and local area. It is also the site of 
the Alcon academy healthcare professional 
training facility, which expects to educate over 
800 healthcare professionals in the latest eye 
surgery techniques.



Sandbox Healthcare: Sandbox Industries 
recently announced the launch of Healthbox 
Europe, which invested £50,000 in seven 
selected healthcare start-ups, providing seed 
capital, access to a mentor network, collaborative 
workspace, educational modules specifically for 
healthcare entrepreneurs and the opportunity to 
pitch their businesses to investors.



“	�Britain is at its greatest when 
it works with its partners.” 



	� Dr. Oliver Harrison, Director of Strategy,  
Health Authority of Abu Dhabi



makers. UKTI has also led on engagement in 
key overseas markets, promoting the UK life 
sciences sector at major international events 
such as the 2012 BIO International Convention 
(biotechnology and pharmaceuticals), and 2012 
AdvaMed Conference (medical technologies 
and diagnostics).
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i. Attracting world-leading talent in 
areas of strategic priority for the UK
NIHR Research Professorships



NIHR Research Professorships were 
developed to support selected leaders 
capable of making a real difference to the 
effective translation of research in England. 
Appointees from the first competition have 
now been announced, with funding of 
£1.5m over five years for each of the eight 
professors. Professors based in Keele, 
Leeds, Newcastle, Oxford and London, with 
research areas including ophthalmology, 
oncology, musculoskeletal and mental 
health were successful in the first round. 



3 Attracting, developing  
and rewarding talent



The success of the Strategy for UK Life Sciences relies on a world-class supply of highly 
motivated, innovative and skilled scientists, clinicians and technologists, with the skills and 
knowledge required to deliver cutting-edge products and services. In order to create the 
right environment for this to happen, Cogent, the Sector Skills Council for life sciences and 
the Society of Biology were tasked with delivering a number of actions to nurture a skills 
pipeline that meets the needs of employers, with a focus on building talent and providing 
new training opportunities.



Cogent has set up an SME Skills Group that will focus on designing targeted industry-led 
training standards and encouraging skills and training activity amongst life sciences SMEs.  
It has also developed the Life Science Skills Awards, which will reward apprentices, individuals, 
educators and employers who have excelled in their contribution to skills in the life sciences 
sector. The inaugural awards ceremony will take place on 16 May 2013. It is an exciting stage 
in the delivery of the Strategy skills commitments, with many of the programmes still at an 
early phase. The Government will work with Cogent, the Society of Biology, industry and those 
participating in schemes to understand how the programmes are progressing and the impact 
that these initiatives are having on individual career development.



The second annual competition was launched 
in February 2012, and the new research 
professorships will be announced shortly.



Life Sciences Skills Gateway



Cogent is developing a web-based Life Sciences 
Skills Gateway that will be a comprehensive 
careers resource to help individuals plan their 
careers in the life sciences. It will be the first 
dedicated life sciences careers resource detailing 
pathways by which individuals progress from 
an Apprenticeship/Higher Apprenticeship to an 
undergraduate degree programme and beyond. 
A prototype is currently in development and 
will be launched in early 2013.
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ii. Developing scientific excellence 
alongside commercial rigour



Higher Level Apprenticeships



There are currently 31 learners undertaking 
the Higher Apprenticeship for Life Science 
and Chemical Science Professionals. 
This is running ahead of schedule – Cogent 
was tasked with delivering nine places for 
the pilot in February and a further 20 in 
September. The Apprenticeship Framework 
has been expanded to incorporate more 
disciplines within the life sciences industry, 
including packaging development, process 
development, food science and chemical 
science. Currently, it covers England and 
Scotland. From April 2013, a healthcare 
science apprenticeship offer will become 
available in the NHS following the launch of  
the Modernising Scientific Careers programme.



Technical Apprenticeship Service



The Technical Apprenticeship Service (TAS) 
was launched in January 2012 and has 
to date placed 31 apprentices with 13 life 
sciences companies. TAS supports employers 
in England in the recruitment, selection and 
training of apprentices to meet the skills and 
growth needs of life science employers.



Degree Accreditation Programme



The Society of Biology Degree Accreditation 
Programme successfully completed its pilot 
in March 2012, resulting in four accredited 
Biochemistry programmes. The Society has 
since secured funding from the UK Commission 
for Employment and Skills (UKCES) to expand 
the programme to cover molecular aspects of 
biology, whole organism biology and ecological 
and environmental science. The funding will 
also allow for the promotion and support of the 
accreditation programme and ongoing careers 
support for students and graduates of accredited 
courses. By the end of next year the Society 
aims to have at least ten degree programmes 
fully accredited, increasing to around 50 in 2014.



Technical Apprenticeship Service



Life Sciences Skills Gateway
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“�The Higher Apprenticeship in Life 
Sciences provides a fantastic 
opportunity to study in higher 
education as well as learning a range 
of laboratory based practical skills in 
a real life working environment. I have 
already had hands on experience 
with compound screening in assay 
development, cell transfections, 
cloning, cell culture and DNA 
purification. I have enjoyed every 
minute so far at Takeda Cambridge 
and I’m confident I will continue 
to feel this way throughout the 
duration of my placement here.”



	 Natalie, Takeda Higher Apprentice
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“�Takeda Cambridge is very pleased 
to be supporting the important work 
of Cogent in developing training 
frameworks for SMEs and identifying 
skills gaps in the biosciences industry. 
We are delighted to be participating 
in the Higher Apprenticeship life 
sciences pilot scheme and to have 
our first apprentice start work in our 
in vitro pharmacology department. 
What we have found is that, whilst 
some first class graduates can 
struggle with the transfer to the 
workplace, our apprentice has 
added value very quickly and is 
already developing and contributing 
to our drug discovery projects”
	 Linda Millett, Head of Human Resources, Takeda



Placements and mentoring: Developing 
tomorrow’s scientists today 



Subject to contract, Cogent has been awarded 
funding from UKCES to deliver Developing 
tomorrow’s scientists today – transforming 
Life Sciences through placements and 
mentoring. The project will deliver a sector-
specific placements and mentoring service 
in England. This will reverse the decline in 
student placement numbers across the sector, 
increase the number of placements offered 
by SMEs, increase the three-year success 
rate for SMEs through company mentoring 
and encourage interaction between business, 
commerce and the NHS.



120 new placements will be delivered 
over the first two years, increasing to 100 
placements a year from the third year.  
The service will also provide 50 new life 
sciences company mentors, 30 new  
inter-company mentoring relationships  
and 70 trained intra-company mentors  
for placements and students. 



“	�As a university that took part in the 
pilot and as a leading research-
intensive institution, we recognise 
the value this brings to the whole 
scientific ecosystem – including higher 
education, individual researchers, 
industry and society in general”.



	� Professor Eric Thomas, Vice-Chancellor,  
University of Bristol



NHS Research Scotland Career 
Researcher Award
These awards are specifically targeted at 
clinicians in the early stages of their careers and 
are designed to build a new cohort of research 
active clinicians. 34 awards were announced 
in 2011 and a further round of NHS Research 
Scotland Career Researcher Fellowships was 
recently announced; bringing total investment 
in new researchers to £6m over four years.



MSD Scottish Life Sciences Fund
Launched in May 2012 the MSD Scottish Life 
Sciences Fund will provide over £3m over the 
next three years to support life sciences training 
in drug discovery and the next generation 
of life scientists at six Scottish Universities: 
Aberdeen, Dundee, Edinburgh, Glasgow, St 
Andrews and Strathclyde. The fund will provide 
high-quality research and training opportunities 
for outstanding candidates, including 36 
undergraduate student placements, 18 PhD 
studentships across a range of disciplines and 
six Research Fellowships in drug discovery. 
Fund partners include MSD UK, who is 
investing £3.1m, the Scottish Universities Life 
Sciences Alliance who are allocating £350,000 
and the Scottish Funding Council who are 
contributing £300,000 of funding. 
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i. Tax changes to incentivise 
investment in R&D



The Patent Box



The Patent Box is a key initiative to make 
the UK tax regime competitive for innovative 
high-tech companies. It will provide a 10% 
corporation tax rate on profits attributed 
to patents, phasing in from April 2013. The 
regime will apply to UK, European Patent Office 
and certain other patents. Profits from licensing, 
patented products and services are included.



R&D Tax Credit



In 2013 the Government will introduce an  
above the line (ATL) R&D tax credit, to improve 
the visibility and certainty of R&D tax relief to 
attract large scale investment in innovation. 



4
Overcoming barriers and creating 
incentives for the promotion  
of healthcare innovation



Whilst part of the approach set out in the Strategy for UK Life Sciences involves connecting 
actors within the health life sciences ecosystem to maximise the potential gains from the 
UK’s excellent research environment, equally the Strategy recognised the central role that the 
Government has to play in providing the best environment for growth. This aspect of the Strategy 
reflects the importance that the Government places on listening and responding to those at the 
forefront of the life sciences sector, and learning from their experiences about the aspects of 
the UK system that can hinder progress. The Strategy laid the foundations for a more open and 
reactive environment, reducing the time and cost of bringing new products to market.



One year on, we are pleased to report that some good progress has been made towards 
alleviating these barriers, although we are aware of the work still needed to make the process 
of commercialisation of innovation more straightforward. As initiatives such as the Patent Box 
and above the line R&D tax credits come into force in 2013, we want to continue to work with 
industry, ensuring that the UK truly becomes the location of choice for investment.



R&D tax credits are a tax relief designed to 
incentivise companies to carry out more research 
and to induce multinational companies to carry 
out more research in the UK. In consultation 
with business, both the SME and large 
company schemes have been developed 
over the last eighteen months to make them 
more competitive, simple and effective.



Sir Andrew Witty, the GSK chief executive, 
said: 



“�The introduction of the Patent Box 
has transformed the way in which 
we view the UK as a location for 
new investments, ensuring that the 
medicines of the future will not only 
be discovered, but can also continue 
to be made here in Britain.”
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Enterprise Investment Scheme



The Seed Enterprise Investment Scheme 
(SEIS) was launched in April 2012 to provide 
generous tax incentives for individuals making 
investments in new small businesses. SEIS 
offers tax relief at 50% of the cost of shares 
in qualifying companies, up to a maximum 
annual investment limit of £100,000. To raise 
awareness about this initiative, a series of 
country-wide roadshows were run and a 
website was launched in October 2012.



Cost-sharing VAT exemption



The Finance Act gained Royal Assent on 
17 July 2012, and as a result a new VAT 
exemption was introduced in the UK. It 
applies when businesses and organisations 
that have exempt or non-business activities 
come together as a cost sharing group to share 
services. This new exemption reduces one of 
the barriers to achieving efficiencies through 
cooperation and collaboration by businesses 
and organisations that would otherwise be 
unable to recover VAT that they incur.



ii. Regulation
Medicines Red Tape Challenge



Following a Medicines Red Tape Challenge 
the MHRA has committed to a review 
of guidance. This will build on the MHRA’s 
work in producing the Human Medicines 
Regulations 2012, which replaced nearly all 
UK medicines legislation, including most of the 
Medicines Act 1968 and over 200 statutory 
instruments. This will be completed by March 
2014, alongside the transfer of all content from 
the MHRA website to Gov.UK.



The MHRA will also consider if regulatory 
guidance over five years old can be archived 
and ask industry which areas should be 
reviewed first. Other measures include a new 
reclassification procedure which could halve 
the MHRA approval time of the reclassified 
product, a review of MHRA sanctions and 
penalties, and taking the UK’s risk-adapted 



approach to clinical trials into Europe in the  
EU regulation negotiations. 



Regulation of clinical trials



The UK has been pressing for the EU to 
introduce a risk proportionate approach 
to clinical trial approvals and a mechanism 
for harmonising applications for multi-state 
clinical trials. Revised EU legislation has now 
been issued by the European Commission for 
negotiation. This legislation, once agreed, will 
reduce scope for differing interpretations of  
the legislation across the EU. It will also set  
out tighter timescales for the various 
processes included in clinical trial approvals.



The MHRA already approves applications for 
clinical trials in the UK faster than most Member 
States. We are committed to maintaining our 
position as a leading Member State in this 
area to encourage companies to see the UK 
as an attractive place to conduct clinical trials. 
Guidance to demonstrate how proportionate 
trial management can be conducted has 
been developed by MHRA in collaboration 
with representatives from commercial and 
non-commercial researchers. 



In March 2012 GSK announced that it would 
build its first new manufacturing plant in almost 
40 years at Ulverston in Cumbria and invest 
more in its two sites at Montrose and Irvine 
in Scotland. GSK’s decision was in direct 
response to the introduction of the Patent Box. 
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A key aspect of the proposed pilot is to 
advance and maximise the potential  
of existing drug licensing processes by 
encouraging collaborative and pro-active 
use of support mechanisms, to improve 
public health and to stimulate innovative 
drug development. 



This comprehensive tripartite programme  
will draw together:



•	 �Work at the EU level on how the existing 
flexibilities in EU regulation can be used  
to bring forward innovative products, 
including a discussion about the most 
efficient use of data-gathering methods 
and its implications for drug licensing  
and safety monitoring procedures. 



•	� Work at the national level, conducted by 
the MHRA and the Expert Group, exploring 
options to help companies maximise the 
potential of existing drug licensing processes. 
A retrospective analysis of licensed 
medicines is planned to consider whether 
alternative pathways could have been used, 
with a view to informing and influencing 
debate nationally and at EU level. 



•	 �Work at arms-length from the MHRA and 
the Government. The co-ordination of some 
other activities required for the pilot will 
have to be undertaken at arms-length from 
government and industry by the Centre for 
the Advancement of Sustainable Medical 
Innovation. This will include the exploration 
of suitable candidate products. 



Early access



In July 2012 the MHRA launched a public 
consultation on the feasibility and desirability 
of introducing a scheme in the UK to make 
certain new and promising medicines available 
to patients before they are formally licensed. 
The consultation closed in October 2012 and 
MHRA received 52 responses which are being 
assessed. Although there was support for 
consideration of such a scheme, respondents 
expressed a range of views in response to the 
questions posed on pricing and cost effective 
NHS funding, and consideration of options 



Navigating the regulatory landscape



The MHRA published a summary 
document on its website in February 
2012, highlighting to SMEs the existing 
regulatory tools to support patient access 
to innovative breakthrough products.  
It has also developed a programme of work 
to communicate this information, include 
referencing it at conferences, and in articles  
in the trade press.



MHRA has acknowledged that, although 
there are EU and other regulators’ standards 
for good manufacturing practice (GMP) that 
govern the way medicines are manufactured, 
these do not specify the precise details of 
developments in manufacturing technology 
that can be adopted. To adopt innovative 
manufacturing technology, companies should 
work with regulators such as MHRA to ensure 
that their new manufacturing practices will be 
accepted as meeting the required standards. 
The MHRA is making a commitment to 
continue to have an ‘open door’ policy in 
working on such initiatives with industry and 
where appropriate to champion them in 
Europe and internationally, encouraging wider 
adoption of this approach.



Adaptive licensing



As agreed in the Strategy for UK Life Sciences, 
a group of experts drawn from government, 
regulators, the NHS, industry, and the academic 
and third sector communities was set up this 
year by the MHRA and has been meeting 
regularly to discuss healthcare regulation 
issues. The work of the Expert Group picks up 
the challenge set in the Strategy to generate 
‘next step’ proposals for regulatory innovation 
which led to the development of the adaptive 
licensing project. The Expert Group and its 
supporting working groups have met regularly 
to coordinate the different workstreams 
coming out of the project, agreed on a tripartite 
programme of work and are committed to 
meeting the Prime Minister’s request to set up  
a pilot by the end of the year.
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Use of animals in research



The Government recognises that the carefully 
regulated use of animals plays an essential role 
in scientific research, particularly in ensuring 
new medicines are safe and effective. The UK 
benefits from the most effective regulatory 
regimes in the world, and very much in line 
with the coalition commitment the UK is 
also seen as the world leader in the 3R’s 
(the replacement, refinement and reduction 
of the use of animals in scientific research). 
The Government and the Police (led by the 
Metropolitan Police) remain committed to 
working closely and collaboratively with the life 
sciences community and their supply chain to 
manage any risk, and any perceived risk, from 
the activities of animal rights campaigners.



continues in conjunction with the Department 
of Health. If introduced, this scheme would 
provide a scientific opinion from the MHRA 
on the benefits and risks of a new medicine 
around a year before the licensing process 
is completed. This would provide additional 
information for clinicians and patients to assist 
in treatment decisions in areas of unmet 
need. The scheme would be voluntary and 
companies would decide whether to apply.



The Health Research Authority (HRA)



The Health Research Authority (HRA) was 
established as a Special Health Authority on 
1 December 2011. The recently published 
draft Care and Support Bill contains clauses 
to establish the HRA as an executive non-
departmental public body operating across 
the UK. The HRA promotes and protects the 
interests of patients and the public in health 
research, with the National Research Ethics 
Service as its core. 



The HRA has announced it will run a  
feasibility study aiming to simplify and 
streamline approvals for research in the  
NHS by combining NHS study-wide review 
and elements of the Research Ethics 
Committee review into a single quality 
-assured assessment. 



A European company has developed a process 
for using adult stem cells in poor prognosis heart 
disease. Before introduction at the clinical site, 
the frozen cells were thawed, their preservative 
(which has toxic side effects) was removed, 
and they we re-suspended in fresh medium. 
The need for a GMP facility to complete these 
manufacturing steps had huge costs and 
availability implications. Advice provided by the 
MHRA on the use of alternative manufacturing 
strategies opened the way to the development 
of alternatives (including the use of different 
preservative), thus reducing the cost and 
improving the likely availability of the product  
to substantially larger populations of patients.
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Genomics is transforming healthcare
Since the Human Genome Project was 
completed the advances in genomic 
technology have been more rapid and more 
successful than we could ever have imagined. 
The cost of sequencing a human genome 
has decreased 100,000 fold over the past 
decade, and over the same period the time 
taken to sequence a genome has fallen from 
ten years to a single day. We will soon be 
able to sequence a human genome for under 
£1,000, and the cost is likely to fall further in 
the coming years.



With this ability to interrogate human genomes 
rapidly and cheaply comes the prospect 
that many aspects of medicine will be 
revolutionised. We are already beginning to 
use genomics in important areas of patient 
care, for example:



•	� Knowledge of genomics has been applied 
to diagnose many patients who suffer from 
rare genetic abnormalities.



•	� In cancer we know that the genetic changes 
that arise in tumours are major factors in 
determining disease progression and response 
to therapy. Understanding the genetics of both 
the tumour and the patient are increasingly 
important in managing the disease. We can 
use genetic information to define different 
types of disease, as well as to target the 
use of certain types of cancer medicines to 
the patients who will most benefit. Treating 
patients earlier with more targeted therapy 
has the potential to create longer remissions 
and more cures. The Cancer Research UK 
Stratified Medicine Programme has been 
leading the way in preparing the NHS for 
routine genetic testing for cancer.



•	 �Screening is becoming more efficient;  
for example, genetic disease can be 
diagnosed prenatally using a blood  
sample from the mother.



•	� Microbiology has been transformed by this 
technology. Doctors can now use genome 
sequencing to construct family trees of 
bacteria or viruses from infected patients, 
pinpointing the source of an outbreak to 
close it down more quickly.



5 Making the UK a world leader  
in genomics and bioinformatics



One year on from the Strategy for UK Life Sciences, the Government is pleased to announce 
a new framework to support the development of genomics and bioinformatics technologies, 
which have the potential to improve patient care and generate significant economic value in 
the UK. The Government’s approach builds on the successful aspects of the Strategy for UK 
Life Sciences such as building collaboration between the NHS, academia and industry for the 
benefit of patients.
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In the future, we can expect genomics to help 
spur similar advances in other disease areas, 
enabling clinicians to tailor treatments to an 
individual’s needs. For example, research 
using large groups of patients has revealed 
that there are thousands of links between 
variants in an individual’s DNA sequence and 
complex diseases such as heart disease 
and diabetes. These types of studies should 
enable researchers to identify the underlying 
mechanisms of a patient’s disease, narrowing 
down the diagnostic categories and allowing 
doctors to choose the best therapy for that 
individual. As this new ‘stratified medicine’ 
approach to health evolves it is also likely 
that we can expect major changes in our 
approach to public health. Linking genomic 
data with information about a patient’s health 
and environment through health records or 
research cohorts, such as the UK Biobank, 
means the complex interactions between 
genes and environment can be unpicked.



This is the world that the UK government and 
the NHS have started to plan for. Building on 
the wider Strategy for UK Life Sciences we 
want to ensure that we are forward looking 
and well placed to take the opportunities for 
patients and industry. We must make sure that 
patients in the UK are among the first in the 
world to benefit from this paradigm shift in  
how genomics is used. 



“�We believe that the UK is well placed 
to lead the global adoption of genomic 
technologies within mainstream 
clinical practice and to support public 
health. The foundations lie in our 
world-class research, our existing 
use of genetics and the increasing 
partnerships between the NHS, 
academia and industry, making it 
possible, with the right motivation, to 
embrace innovation at every level.”



	� Human Genomics Strategy Group report,  
January 2012



The UK’s Historic strength in Genomics
Discovery of DNA 
Professor James Watson and Dr Francis Crick, 
working in the MRC’s unit at the Cavendish 
Laboratory in Cambridge, famously described 
the structure of DNA in the scientific journal 
Nature in April 1953. The work owed a 
substantial debt to Dr Rosalind Franklin 
and Professor Maurice Wilkins at the MRC 
Biophysics Unit at King’s College London.  
The discovery transformed scientists’ 
understanding of human diseases and 
treatments and triggered the development 
of new DNA technologies with enormous 
economic and health benefits. Professors 
Watson and Wilkins and Dr Crick won the 1962 
Nobel Prize in Physiology or Medicine for this 
work; Dr Franklin had died four years previously.



Southern Blotting 
Supported by the MRC throughout his career, 
Professor Ed Southern developed an approach 
in the 1970s in Edinburgh to label nucleic acids 
to interrogate genetic material and explore 
sequence variation – globally known as the 
‘Southern Blot’, this technique continues 
to underpin research in an enormous range 
of fields in biology and medicine, including 
genetic mapping, disease diagnosis and DNA 
fingerprinting as developed by Professor Alec 
Jeffreys. In the 1990s in Oxford he developed 
methods for synthesising DNA on glass  
(so-called microarrays) which has had 
enormous impact in understanding the interplay 
between genes and health and disease.



Technological advances in DNA sequencing 
Professor Balasubramanian from the 
University of Cambridge invented Solexa 
Sequencing, an ultrafast way to sequence DNA. 
Balasubramanian’s invention has revolutionised 
bioscience. By exploiting the fluorescence specific 
to each of the four base chemicals in DNA and 
building the system onto a microchip that can 
handle millions of DNA fragments at the same 
time, Solexa Sequencing has decreased the 
time it takes to read a genome by up to 10,000 
times, compared to previous technologies. 
Prof Balasubramanian and colleagues founded 
Solexa Ltd in 1998 and following several rounds 
of fundraising and the launch of its core product 
The Genome Analyser, the company was sold to 
Illumina for $600m in 2007.
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The UK is a world leader in genomics



Throughout the last 60 years UK scientists 
have made many of the most significant 
contributions to the field. The structure of 
DNA was discovered by James Watson and 
Frances Crick in Cambridge in 1950, and one 
of the first DNA sequencing methods was 
invented by Frederick Sanger at the Medical 
Research Council’s laboratories in Cambridge 
in 1977. The dramatic drop in the cost of 
DNA sequencing seen over the last two 
decades has been largely driven by advances 
in sequencing technology from Cambridge, 
Oxford and Imperial College, demonstrating 
our unique strength in this field.



The UK’s world-leading expertise in genomics 
is widely recognised. Pharmaceutical and 
biotechnology companies seek out the clinical 
and scientific expertise of UK doctors and 
academic researchers to help develop new 



The Human Genomics Strategy Group (HGSG) was an expert group established as part of the 
Government’s response to the 2009 House of Lords Inquiry into genomic medicine, with the remit to:



•	� monitor advances in genetic and genomics research, both basic and translational, to evaluate their 
benefit to healthcare services in the NHS; and



•	� develop, in partnership with other stakeholders, a vision for genomics in the NHS.



Its report, published in January 2012, included recommendations for:



•	� ensuring the successful translation of laboratory and academic research into quality assured  
care pathways;



•	� developing a service delivery infrastructure that will enable equitable and affordable access to  
high quality genomic and genetic testing services, from commissioning the initial test through  
to counselling patients and their families;



•	� putting in place the bioinformatics platform needed to underpin genomic and genetic testing and 
facilitate ongoing research;



•	� training the NHS and public health workforce of today and tomorrow;



•	� recognising the legal and ethical issues around the use of genomic data, and developing 
appropriate safeguards and processes to protect individuals; and



•	� raising public awareness of genomic technology and how it can be used to benefit the care  
of patients across the NHS and indeed the world.



These recommendations have provided the foundations for developing a vision for genomic 
technology for healthcare.



treatments and technologies. The European 
Bioinformatics Institute, providing genomics 
and bioinformatics services to 20 countries 
in Europe and beyond, is located near 
Cambridge, and the Wellcome Trust Sanger 
Institute has played a leading role in the  
world’s largest genome sequencing projects.
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The role of the NHS as a national healthcare 
provider which serves a large and diverse 
population means that it is ideally placed 
to support the development of large-scale 
genomic information for health research. 
The Government’s commitment to place the 
NHS at the heart of innovative research is 
transforming how we link the best possible 
patient care with research in hospitals, 
universities or industry. Serving 60 million 
people, the NHS has the opportunity to access 
a wealth of genetic data through routine clinical 
care that can help us increase the knowledge 
of disease and harness genomic technologies 
to improve treatment. The ability to study 
groups of patients with similar clinical and 
genetic make-up will be hugely valuable for 
health researchers – both academic institutions 
and the biosciences industry, often working in 
collaboration – giving them the tools they need 



to develop better, more targeted treatments  
for the future. The UK is uniquely placed to 
utilise this wealth of information. 



The proposal
By combining NHS clinical information 
with new genomic sequences there is real 
opportunity to capitalise on past investments 
in the NHS and medical research.



To fully realise this potential, the Government 
has three key objectives:



•	�� To harness the potential of genomic 
technology by the NHS to improve  
patient outcomes and healthcare;



•	 ��To maximise the opportunities for  
research and translation of research  
findings into health and economic  
benefits for the UK; and



Large data sets are already improving the quality of care



In the UK, over 300,000 patients are diagnosed with cancer each year. Work is currently underway 
to implement a single cancer registration system for England (ENCORE). ENCORE will bring together 
information from a range of IT systems: clinical, pathology, radiology, radiotherapy and administrative 
datasets. This linkage is already contributing to our current knowledge on cancer. For example, 
linkage between routinely collected data and that from clinical trials databases has already been 
shown to provide a highly cost effective approach to long term follow up of clinical trials. Similarly, 
a Systemic Anti Cancer Treatment (SACT) dataset has been developed and approved to collect 
information on chemotherapy delivered in this country. No other large country will have information  
on this scale or a system of similar sophistication that will allow monitoring of the quality of cancer 
care given to the whole population. We will make the SACT Dataset available by April 2014.



In clinical diagnostic settings, there are a number of disease specific databases, for example the 
Diagnostic Mutation Database (DMuDB), which whilst useful in a diagnostic capacity would benefit 
from better interoperability of their software platforms and agreed, shared standards and protocols 
for data access.



The NHS Commissioning Board has established a strategic programme, Care.Data, which will deliver 
the information architecture capable of receiving clinically rich data from across the NHS backed by the 
commitment to protect patient confidentiality from start to finish. Care.Data will be in service from April 
2013 and will - from that date - provide access to existing anonymised flows of secondary care data 
and new flows of anonymised interoperable primary care data in the NHS in England, including clinical 
and prescribing information. In itself this constitutes a globally unprecedented commitment to improve 
patient outcomes and empower researchers. From April 2014, the service will extend to include richer 
secondary care data and within three years routine interoperable data from all care contexts.



Care.Data will therefore enable us to move from the current position of separate flow with few 
linkages, to capturing outcomes for known conditions, comparative prescribing data, understanding 
pathway benefits and ultimately allowing patients to access their hospital records.
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•	�� To support the growth of UK genomics 
and bioinformatics companies, including 
SMEs by enabling the creation of genomic 
platforms for innovation.



The UK also has significant advantages:



•	� The structure and scale of the NHS;



•	 �Relatively centralised and standardised  
data collection and increasing use of 
electronic health records;



•	 �A well developed network of NHS Regional 
Genetics Centres supported by molecular 
genetics and pathology laboratories;



•	 �An extremely strong genomics research 
base comprising medical schools, 
universities and research institutions such 
as the Wellcome Trust Sanger Institute and 
the MRC Institute of Genetics and Molecular 
Medicine; and



•	� World-leading research cohorts that offer 
unparalleled opportunities to explore the 
determinants of health throughout the life 
course. The breadth and depth of data 
available through UK Biobank make this  
a unique resource for researchers around 
the world. 



Genomic technologies are revolutionising cancer treatment



In April 2012 the Department of Health consulted on new 
arrangements to ensure that all appropriate patients can 
benefit from targeted treatments as soon as they are available 
by providing access to high quality, accurate genetic testing of 
tumour samples. Genetic testing has been available for several 
years, for example to test for a specific chromosome change in 
chronic myelogenous leukaemia, the BCR/ABL translocation, 
which is targeted by the drug imatinib. More recently, DNA 
sequencing of patients with non-small cell lung cancer for 
the EGFR gene mutation has been used to identify patients 
who are most likely to benefit from the drug gefitinib, and 
tested patients with metastatic colorectal cancer for the KRAS 
mutation to identify those most likely to benefit from the drug 
cetuximab. Combined with early diagnosis and commitment to 
providing the most up-to-date therapies, genomic advances 
have the potential to substantially reduce cancer mortality.



Rare diseases are often the result of genetic 
changes that can be readily detected by whole 
genome sequencing. Finding the root cause of 
diseases that cause problems in young children 
can prove very beneficial for children with 
these disorders and their parents, preventing 
protracted, usually unsuccessful attempts 
to define the disease using other diagnostic 
tests. As many as 30,000 such patients born 
every year and many could benefit from this 
type of genetic analysis. The DDD project 
(Deciphering Developmental Disorders) based 
at the Wellcome Trust Sanger Institute in 
Cambridge is linking clinical geneticists and their 
patients from across the UK with researchers 
and bioinformatics experts to use advanced 
sequencing techniques to provide diagnoses 
for children with developmental disorders and 
identify areas for further research. 











Strategy for UK Life Sciences: Making the UK a world leader in genomics and bioinformatics46



To support the development of this activity,  
the Government will:



1.	�Develop the capability to 
undertake whole genome 
sequencing at scale for the 
benefit of patients in the NHS



The Government will ensure that NHS patients 
are amongst the first in the world to benefit 
from the application of genome sequencing 
technology applied in a healthcare setting. 
There is now evidence that treatment of 
both cancer and rare diseases would quickly 
benefit from this genome sequencing and it 
is likely that many other indications will follow. 
Focussing initially on cancer, rare diseases 
and infectious diseases, we will efficiently 
sequence 100,000 whole genomes at 
diagnostic quality. 



The Department of Health has committed up 
to £100m to this initiative that will be used:



•	� to develop the necessary skills to support 
delivering the best patient outcomes;



•	� to support the linking of data and treatment 
outcomes which is essential for optimal 
patient care and future public and private 
research; and



•	� to pump-prime the sequencing of 100,000 
genomes from NHS patients.



Sir David Nicholson, NHS Chief Executive and 
Chief Executive of the NHS Commissioning 
Board, will lead on delivering the NHS vision 
for genomics, starting with a process to 
ensure that by April 2014 at the latest, a small 
number of contracts will be in place for whole 
genome sequences for NHS patients starting 
with cancer and rare disease. This initiative 
represents a major paradigm shift for how the 
NHS approaches the diagnosis of disease. 
The NHS will prioritise sequencing for cancer 
and rare (inherited) diseases where, along with 
infectious diseases, the technology is already 
showing patient benefit.



The initial service design work will be completed 
by June 2013 and will lay the framework for the 
procurement of capacity to sequence 100,000 
whole genomes of NHS patient at diagnostic 
quality over the next three to five years. 



Patients will be asked to give full and explicit 
consent to have their genetic data analysed 
and stored. To ensure public confidence in 
matters of confidentiality and access, this work 
will be monitored by the Chief Medical Officer 
for England. The information from patients 
will be strictly controlled within existing NHS 
arrangements, and managed in a way that 
protects patient confidentiality. 



2.	�Develop the genomic platforms 
to make the UK the destination 
of choice for life sciences 



Sequencing an individual’s DNA is an 
impressive demonstration of scientific 
innovation, but the real potential comes from 
being able to analyse aggregated data from 
large population genomic datasets, link them 
anonymously to clinical information, and 
reveal insights into susceptibility, causality, 
and progression of human disease. Whilst 
individual clinical trials may gather sequence 
data, there is currently no routine capture of 
this data to make it conveniently available for 
broader research purposes. 
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The UK has world leading cohorts that provide 
a vital resource for understanding genetic, 
environmental and social influences on health 
and disease (e.g. Avon Longitudinal Study of 
Parents and Children (ALSPAC), TwinsUK and 
DDD). To date, the latest genotypic techniques 
and whole genome sequencing have only been 
applied on a small scale of a few thousand 
samples, with systematic sequencing analysis 
limited by costs and technologies. 



Researchers in academia and industry 
are interested in opportunities to generate 
genomic data on a significant scale within 
the UK, and in the future benefits to human 
health. 100,000 whole genome sequences 
will provide a valuable data source and the 
beginnings of a hub for genomic research. 
This promises to provide a rich source of 



information for researchers looking to discover 
new determinants of health and disease, 
develop new diagnostic tools and treatments, 
and further our understanding of the basic 
mechanisms of disease. 



Now is the time to move faster. In addition  
to the sequencing described above, MRC will, 
with other funders, accelerate this agenda and 
exploit new technologies. UK Biobank offers 
the most powerful and important opportunity, 
with 500,000 participants, and within the 
next few weeks, the MRC will start with the 
assessment of plans for a £10m genome 
analysis of a first subset of UK Biobank 
participants. This will serve to pump-prime  
a longer-term strategy for genomic analysis  
of UK Biobank.
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To complement the advances in health services, 
and the strengths of European Bioinformatics 
Institute, we will create an exciting new 
biomedical informatics capability in our 
universities. This – using capital funds 
announced in the autumn statement – will 
ensure they can lead in developing and 
applying new informatics and computational 
approaches, and can quickly engage the new 
data-heavy research fields, alongside major 
research hubs worldwide.



As part of the framework we will ensure good 
alignment with health services’ informatics 
and the new e-Health Informatics Research 
Centres (e-HIRCs) co-funded with charities. 
Interoperability and a culture of cooperation will 
be priorities, as will new investment in skills that 
academic and industry research need in future.



In addition, the TSB has identified commercial 
applications of sequencing technologies and 
approaches in interpreting biological data as 
key focus areas in biosciences, and will support 
collaborative proposals in these areas as part of 
both the £10m Technology Inspired Innovation 
competition which is currently open, and the 
£180m Biomedical Catalyst announced in the 
Strategy for UK Life Sciences.



3. Investments in skills
Developing the capability and capacity to 
maximise the UK’s use of this data takes time. 
Whilst we have a strong research base to start 
from, the Government is investing to ensure 
the UK has the necessary genomic and 
bioinformatic skills amongst researchers 
and NHS staff and to prepare for the 
increased use of genomics in public health so 
we remain at the forefront of genomic science 
and its translation into healthcare benefits. 



Investing to improve bioinformatics skills  
in the NHS



The NHS CB and Health Education England 
(HEE) will build on the existing NHS science 
skills to increase biomedical informatics support 
in the healthcare system, as well as to provide 



resources for NHS staff at all levels to develop 
their genetic and genomic knowledge base. We 
will build and expand current arrangements to:



•	� Deliver a pipeline of specialist clinical 
bioinformatician knowledge and skills at 
all levels through the Modernising Science 
Careers framework from undergraduate 
through to higher specialist scientist 
training and including academic career 
development. This will include the use of 
anonymised patient data to bring together 
bioinformatics training with a clinical 
pathway focus. Integral to this will be the 
delivery and development of up to 40 
postgraduate scientists and a new Masters 
level programme in Clinical Bioinformatics. 



•	� Through HEE Government will develop 
the capacity and capability in the existing 
specialist genetics and pathology workforce 
to work more broadly and support the wider 
clinical team. This will ensure that molecular 
pathology and genomics are integral to 
future service delivery and support all 
clinical pathways and targeted treatment. 
This will include a specific programme of 
learning and skill development working with 
the Royal College of Pathology and others 
in the development of resources such as 
e-learning modules and an accredited 
learning resource framework.



•	� Develop skills for non-specialist healthcare 
professionals: specifically to develop a suite 
of tools and resources (including flexible and 
transferable modules of learning, such as 
e-learning, and a competency framework 
for quality and development purposes) 
and commissioned continuing professional 
development programmes at a range of 
academic levels, working with the NHS  
and HEE to roll out and implement. 



National Bioinformatics Framework  
for career development



The Research Councils already invest 
strongly in skills development in the fields of 
bioinformatics, biostatistics and computational 
biology at the PhD and junior investigator 
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level, including through strong partnerships 
with industry (e.g. in stratified medicine). The 
Research Councils recognise the need to 
further strengthen UK capability, by developing 
skills and careers to deliver the ‘science of the 
future’ – integrating biology, physical sciences 
(mathematics, physics, computation etc.) and 
other disciplines. The MRC is considering 
proposals for a step-change in investment, 
aligned with other Research Council’s key 
investments, to build capacity, establish a 
national framework of skills that will further 
enhance the UK’s international position in 
biomedical informatics and provide new 
opportunities to transform healthcare and 
stimulate private sector growth.



The Framework will address the pressing 
needs for both data and methodology 
technologists and provide career development 
awards for the next generation of research 
leaders. This will build on existing PhD and 
post-doctoral programmes and develop new 



and deeper partnerships with industry – both 
pharmaceutical and biotech – and with new 
partners such as sequencing and informatics 
businesses. The MRC will work with the 
pharmaceutical and biotechnology industries 
to increase the proportion of collaborative 
PhDs in biomedical informatics. 



4. Public communication and dialogue
Going forward we will implement a public 
communication and engagement plan which 
addresses the aspirations and concerns of the 
public. We will begin a dialogue with patients 
and partners to establish the correct approach 
within the NHS to capitalise on the creation of 
a health care system able to generate and use 
large amounts of genetic data to improve the 
health of patients. 
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Strategy measure Update



1.	� We will invest £310m to support the discovery, 
development and commercialisation of 
research. This covers £130m for Stratified 
Medicines and £180m for a Biomedical 
Catalyst Fund.



Stratified Medicine



In December 2012 the MRC announced an investment of 
£10.6m in three large-scale collaborative awards under its 
Stratified Medicine initiative. These will tackle diseases which 
have a huge impact on patient’s lives – rheumatoid arthritis, 
hepatitis C and a rare disease called Gaucher’s.



Experimental Medicine



As set out in the Strategy, the MRC is investing £60m over 
three years through MRC Experimental Medicine Challenge 
Grants. These grants will support ambitious, challenge-led UK 
programmes of research into disease mechanisms in humans.  
A large number of outline applications were received from 
which 30 full-stage applications were invited and are now being 
assessed through rigorous international peer review. The MRC 
also agreed to invest £10m in a collaboration with AstraZeneca, 
who made 22 compounds available to academic researchers to 
develop medicines.



Biomedical Catalyst



The Biomedical Catalyst is a £180m funding programme jointly 
operated by the MRC and TSB. This year, £49m has been 
committed to 64 projects led by universities and SMEs, which 
will leverage at least £25m of private sector funding.



2.	� We will commission an independent panel 
to develop a technology roadmap that will 
propose actions required to establish a world 
leading synthetic biology industry.



A Synthetic Biology roadmap was published in July 2012, and  
a Synthetic Biology Leadership Council has been established. 
The first meeting of the council will take place in December 2012.



3.	� Through the TSB, we will invest up to £10m 
per annum in a Cell Therapy Technology and 
Innovation Centre (TIC), based in London.



The TIC became the Cell Therapy Catapult centre, and became 
operational this year with the appointment of Keith Thompson as 
the CEO and premises established at Guy’s Hospital.



4.	 �Through the MRC, EPSRC and BBSRC, we 
will jointly invest £25m over five years in a 
programme to maximise the potential of the 
TIC, and pull through cutting edge biomedical 
science and engineering for the delivery of 
regenerative medicine.



As part of the strategy, the Research Councils have established 
a £25m UK Regenerative Medicine Platform. The Platform will 
comprise several interdisciplinary research hubs, providing a 
programme to promote the development of regenerative therapies 
and to address the key technical and scientific challenges 
associated with translating promising scientific discoveries.



Progress in implementing the  
Strategy for UK Life Sciences
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Strategy measure Update



5.	 �We will invest £75 million to: expand the 
existing European Bioinformatics Institute 
in Cambridge to provide a new facility for 
biological data-storage to support life sciences 
research and its translation; and deliver a  
new technical hub (Hinxton, Cambridge)  
which will house 200 staff and will coordinate 
the network.



ELIXIR



The new facility for biological data-storage will be called  
ELIXIR. Plans for ELIXIR are progressing on time and on  
or below budget.



Technical Hub



Plans for the new technical hub are also progressing to schedule. 
The formal opening of the Hub is being planned for 2013.



6.	� We will enable small state-of-the-art research 
facilities to secure recognition and apply for 
Research Council funding.



This measure was completed in February 2012. The first 
organisation to benefit from this change is Imanova – an 
innovative alliance between the UK’s Medical Research Council 
and three world-class London Universities: Imperial College, 
Kings College and University College.



7.	 �Research Councils UK, working with UK 
HE funding bodies, and in discussion with 
individual universities and consortia, will 
establish a new principles-based framework 
for treatment and submission of multi-
institutional funding bids.



Early in 2012 RCUK published new principles in support  
of collaboration in research and related activities.



8.	� As announced in the Autumn Statement 2011, 
we will introduce the EU VAT cost-sharing 
exemption in the Finance Bill 2012.



From Royal Assent of the Finance Act on 17 July 2012 a  
new VAT exemption was introduced in the UK. It applies  
when businesses and organisations that have exempt or  
non-business activities come together as a cost sharing  
group to share services. 



9.	� There will be the provision of secure data 
linkage services by the Health and Social Care 
Information Centre by September 2012 and 
by the Clinical Practice Research Datalink 
(CPRD), the latter of which is an investment  
of £60 million investment by NIHR and MHRA.



The HSCIC launched its new ‘Data Linkage Service’ on 17 
September 2012. This service adds significant value to individual 
sets of data by combining and matching them at an individual 
record level in a secure environment. The CPRD was launched 
on 28 March 2012.



10.	� London’s three AHSCs, (Imperial, Kings Health 
Partners and UCL Partners) will explore the 
potential to develop information systems that 
build on the NHS record and pull together 
patient level data for London’s population.  
This will enable large groups of patients to  
be engaged in world-class clinical research  
on disease-specific and personalised 
biological therapies, regenerative medicine 
and medical devices.



Coordination between London’s three Academic Health Science 
Centres became embedded this year. This has provided 
extended reach to the centres. 



11.	� We will appoint two independent Life Sciences 
Champions: The first of these champions 
will act as chair of an independent Life 
Sciences Advisory Board. The second will 
act as a collaboration champion to foster 
partnership across the UK clusters and  
within government.



The appointment of Chris Brinsmead and Professor Sir John Bell 
as Life Science Champions was made in December 2011. 
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12.	 	Through	the	NIHR,	we	will	re-launch	an	 The update to the Clinical Trials Gateway was launched by 
enhanced web-based UK Clinical Trials NIHR	on	25	April	2012.	The	update	significantly	increases	
Gateway in March 2012. This site will  and improves the amount of information available to patients, 
provide patients and the public with clinicians and the public about clinical trials.
authoritative and accessible information  
about clinical trials in the UK.



13.	 	The	Cambridge,	Oxford	and	London	 The	national	BioResource	is	on	target	to	be	delivered	by	April	
BRCs	will	work	with	the	BRU	in	Leicester,	 2014. It will provide a national cohort of healthy volunteers, 
to	develop	a	national	NIHR	BioResource.	 patients and their families, who wish to participate in 
This will make the UK the ‘go-to’ place for experimental	medicine	research.
experimental	medicine.



14.  We will support patients to have access As part of its package of proposals for strengthening the NHS 
to novel treatments, and be part of the Constitution, the Government is consulting on including new 
development	of	wider	patient	benefits	 patient rights and pledges and staff responsibilities that clarify 
by consulting on amending the NHS  how patients’ data is protected and used.
Constitution so that there is a default 
assumption (with ability to opt out):



	 •  for data collected as part of NHS care 
to be used for approved research, 



The Government has commissioned a review of the current 
information governance rules and their application, to ensure that 
there	is	an	appropriate	balance	between	protecting	confidential	
and	identifiable	information	within	health	and	care	records	and	



with appropriate protection for patient 
confidentiality.



using and sharing information to improve the quality and safety 
of care. This independent review is being led by Dame Fiona 



	 •  that patients are content to be approached Caldicott	and	is	expected	to	report	early	in	2013.
about research studies for which they 
may be eligible, to enable them to decide 
whether they want a discussion about 
consenting to be involved in a  
research study.



15.  Through UKTI, we will work with business The Life Science Investment Organisation (LSIO) was established 
ambassadors and members of the Catalyst in August 2012 to deliver a rapid increase in life science 
Programme (a network of business leaders, investment into the UK. 
influencers	and	academics)	to	promote	the	
UK’s status as Europe’s leading destination  
for inward investment in the sector.



16.  We will hold a series of investment and policy Four	high-profile	events	were	held	during	the	Olympic	and	
events to promote the UK’s world-leading Paralympic Games which attracted senior delegates representing 
position in healthcare and life sciences in global life sciences business leaders, clinicians, researchers and 
advance of the London 2012 Olympics. policy makers. 



17.  We will create new partnerships in translational A biopharma trade mission visited China in October 2012, 
medicine and biopharmaceuticals, building on the successful mission of September 2011.  
underpinned by the Memorandum of The mission focussed on developing partnerships in this  
Understanding between the UK and China. area and generated a number of potential collaborations 



between UK and Chinese companies.



18.  Through Cogent we will provide information Cogent is developing a web-based Life Sciences Skills 
on careers in life sciences, for students, Gateway that will be a comprehensive careers resource to help 
employers and educators. individuals plan their careers in the life sciences. It will be the 



first	dedicated	life	science	careers	resource	detailing	pathways	
by which individuals progress from an Apprenticeship/Higher 
Apprenticeship to an Undergraduate Degree programme and 
beyond. A prototype is currently in development. 
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19.	� Through the Society of Biology, we will 
improve practical teaching standards, by 
expanding the accreditation programme for 
undergraduate biology degrees.



The Society of Biology successfully completed its pilot degree 
accreditation programme in March 2012, which accredited a 
total of four biochemistry courses. The Society has since secured 
funding from the UK Commission for Employment and Skills via 
the Growth and Innovation Fund to expand the programme to 
cover molecular aspects of biology, whole organism biology and 
ecological and environmental science.



20.	� Together with Cogent and others, we will 
develop a process to kite-mark FE and HE 
programmes. This will be piloted in 2012.



It has now been agreed that an alternative approach to 
kitemarking would be preferable. Where professional 
accreditation exists, Sector Skills Councils will not now be 
expected to facilitate the kite-marking of individual courses, 
but to work with professional bodies to enhance the employer 
involvement through the professional accreditation processes. 
Where there is no professional accreditation, are leading further 
work to establish the optimum way forward.



21.	� Through Cogent, we will develop a strategy to 
increase the uptake of industry placements in 
the UK.



Cogent has undertaken extensive research on placements in the 
UK and published an evidence report in June. On the basis of 
this evidence, Cogent is looking to develop a not for profit service 
for industrial placements and mentoring called Developing 
Tomorrow’s Scientists Today. 



22.	� We will introduce, via Cogent, Higher Level 
Apprenticeships (HLAs) covering post A-level 
education. Our ambition is to deliver 420 
Apprenticeships over the next five years.



There are currently 31 learners undertaking Higher Level 
Apprenticeships in Life Sciences. This is slightly ahead of 
schedule – Cogent were tasked with delivering nine places 
for the pilot in February and a further 20 in September. The 
Apprenticeship Framework been has been expanded to allow 
more disciplines within the life sciences industry including 
packaging development, process development, healthcare 
science, food science and chemical science.



23.	� Through Cogent, we will establish the 
Technical Apprenticeship Service ‘one-stop 
shop’ for employers in science based sectors. 
This will be operational from January 2012.



The Technical Apprenticeship Service (TAS) was launched in 
January 2012 and has to date has placed 31 apprentices with 
13 life sciences companies. The TAS supports employers in the 
recruitment, selection and training of apprentices to meet the 
skills and growth needs of life science employers.



24.	� Through Cogent, we will develop and 
implement a tailored mentoring programme 
that will provide SMEs with the management 
skills they need to enhance their 
competitiveness.



Subject to contract, Cogent has been awarded funding  
from UKCES for Developing tomorrow’s scientists today  
– transforming Life Sciences through placements and mentoring. 
The project will deliver a sector-specific placements and 
mentoring service which will reverse the decline in student 
placement numbers across the sector, increase the number of 
placements offered by SMEs, increase the three-year success 
rate for SMEs through company mentoring and encourage 
interaction between business, commerce and the NHS.



Strategy for UK Life Sciences: Progress in implementing the Strategy for UK Life Sciences











54



Strategy measure Update



25. •  In 2012, we will help smaller high risk early 
stage companies by introducing a new 
Seed Enterprise Investment Scheme (SEIS), 
offering	a	50	per	cent	income	tax	relief	on	
investments. To kick start the scheme, 
the Government will offer a capital gains 
tax	exemption	on	gains	realised	from	the	
disposal of an asset in 2012-13 invested  
in SEIS in the same year.



	 •  In 2013, we will introduce an above the line 
R&D	tax	credit,	to	improve	the	visibility	and	
certainty	of	R&D	tax	relief	to	attract	large	
scale investment in innovation.



	 •  We will provide further details on giving the 
relief	to	Contract	Research	Organisations	
and	others	when	routine	R&D	testing	is	
subcontracted; and



	 •  We will provide further details on a 
simpler pre-clearance system for smaller 
companies (such as spin-outs) making  
their	first	claim.



Seed Enterprise Investment Scheme (SEIS)



The SEIS was launched in April 2012 to provide generous  
tax	incentives	for	individuals	making	investments	in	new	small	
businesses.	SEIS	offers	income	tax	relief	at	50%	of	the	cost	
of	shares	in	qualifying	companies,	up	to	a	maximum	annual	
investment limit of £100,000. SEIS has been positively received 
by Angel investors, but there are concerns that it is not widely 
known	about	outside	of	the	existing	community	of	investors.	 
To address this, a number of communication initiatives have  
been implemented:



•  nine educational events (“Windows of Opportunity” 
roadshow)	that	demonstrated	financing	options,	including	
SEIS, for small young businesses. By the end of November 
over 3,000 businesses and entrepreneurs will have attended.



•  New SEIS information website (www.seiswindow.org.uk) 
launched, particularly targeting the entrepreneur, new 
investor	and	experienced	investor.



Above the line (ATL) R&D tax credit



In 2013 the Government will introduce an above the line (ATL) 
R&D	tax	credit,	to	improve	the	visibility	and	certainty	of	R&D	 
tax	relief	to	attract	large	scale	investment	in	innovation.



Relief to Contract Research Organisations



In a June 2011 consultation, the Government proposed two 
possible solutions.



1.	 	Certification:	The	customer	would	provide	the	subcontractor	
with	a	certificate	to	confirm	that	the	work	they	were	
undertaking	was	part	of	an	R&D	project.



2.  Joint election – The subcontractor and the customer would 
state that for the purposes of determining whether work was 
R&D	they	would	be	treated	as	part	of	the	same	group,	and	
allow	HMRC	to	request	or	disclose	information	as	necessary	
for determining this.



Responses	to	the	consultation,	published	in	December	2011,	
suggested	that	neither	certification	nor	joint	election	provide	a	
universally workable solution. The Government is continuing 
to	explore	possible	solutions	to	this	issue	in	the	context	of	
the	announced	changes	to	the	large-company	R&D	tax	credit	
scheme.



Pre-clearance system



A pilot has been run, and a report is being prepared on  
the	findings	of	the	pilot	and	whether	the	scheme	should	be	 
made permanent.



26.	 	Through	the	MHRA,	we	will	launch	a	
regulatory	audit	and	Red	Tape	Challenge	in	
March 2012.



Following	a	Medicines	Red	Tape	Challenge	the	MHRA	has	
committed	to	a	review	of	guidance.	This	will	build	on	the	MHRA’s	
work	in	producing	the	Human	Medicines	Regulations	2012,	
which replaced nearly all UK medicines legislation, including most 
of	the	Medicines	Act	1968	and	over	200	statutory	instruments.	
This will be completed by March 2014, alongside the transfer of 
all	content	from	the	MHRA	website	to	Gov.UK.



Strategy for UK Life Sciences: Progress in implementing the Strategy for UK Life Sciences
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27.	 �Through the MHRA, we will work with industry 
and other international regulators to develop 
actions which will create a more enabling 
regulatory environment for the adoption of 
innovative manufacturing technology. We will 
do this by the second quarter of 2012.



Whilst there are strict EU and international standards for good 
manufacturing practice (GMP) that govern the way medicines 
are manufactured, these do not – and need not – specify the 
precise details of developments in manufacturing technology that 
can be adopted. To obtain agreement to adopt new practices, 
companies can work with regulators such as MHRA to ensure 
their new practices will be accepted as meeting the required 
standards. The MHRA is making a commitment to continue 
to have an ‘open door’ policy in working on such initiatives 
with industry, to make this more visible, and where appropriate 
championing them in Europe and internationally to help ensure 
they are recognised and adopted. 



28.	� Through NICE, we will establish an advice 
service for medical technology companies. 
This means that businesses and investors will 
understand the data requirements needed to 
demonstrate the value of their technology.



NICE Scientific Advice has devised a one day training workshop 
targeted to help the developers of medical technologies and 
members of the investment community understand how NICE 
defines value, enabling them to develop a value proposition for 
their product.



29.	 �MHRA will take proactive steps to highlight to 
SMEs the existing regulatory tools to support 
patient access to innovative breakthrough 
products, and will report to Andrew Lansley 
and David Willetts by March 2012 on the 
range of activities undertaken.



The MHRA published a summary document on its website in 
February 2012, and has developed a programme of work to 
include reference at conferences, articles in trade press. The 
MHRA is monitoring the impact of this advice. 



30.	 �In addition, early in 2012 the MHRA will bring 
forward for consultation proposals for an ‘Early 
Access Scheme’.



The MHRA consulted on this scheme from 17 July to 5  
October 2012. Some 50 responses are being analysed before 
the end of 2012.



31.	 �A group of experts drawn from government, 
regulators, the NHS, industry, and the 
academic and third sector communities will 
meet quarterly to discuss healthcare regulation 
issues, including the development of new 
initiatives and innovations.



A group of experts has been established, and its initial meeting 
was held on 27 June 2012, and its second meeting was held on 
9 October 2012. 











Strategy for UK Life Sciences: Glossary of abbreviations56



Glossary of abbreviations



AHSN	 Academic Health Science Network



ABPI 	 Association for the British Pharmaceutical Industry



BBSRC 	 Biotechnology and Biological Sciences Research Council



CPRD 	 Clinical Practice Research Datalink



ECMCs 	 Experimental Cancer Research Medical Centres



EPSRC 	 Engineering and Physical Sciences Research Council



HEE	 Health Education England



HES 	 Hospital Episode Statistics



HII 	 High Impact Innovations



HRA 	 Health Research Authority



HSCIC 	 Health and Social Care Information Centre



LSIO 	 Life Science Investment Organisation



MHRA 	 Medicines and Healthcare products Regulatory Agency



MRC 	 Medical Research Council



NHS CB	 NHS Commissioning Board



NIC 	 NICE Implementation Collaborative



NICE 	 National Institute for Health and Clinical Excellence



NIHR 	 National Institute for Health Research



NIHR CRN 	 NIHR Clinical Research Network



NIHR CRFs 	 NIHR Clinical Research Facilities



NISCHR 	 National Institute for Social Care and Health Research



NOCRI 	 NIHR Office for Clinical Research Infrastructure



NRS	 NHS Research Scotland



RGF 	 Regional Growth Fund



SEIS 	 Seed Enterprise Investment Scheme



SMEs 	 Small and Medium-sized Enterprises



SSCIF 	 Specialised Services Commissioning Innovation Fund



STEM 	 Science, Technology, Engineering and Maths



TAS 	 Technical Apprenticeship Service



TRP 	 NIHR Translational Research Partnership



TSB 	 Technology Strategy Board



UKCES 	 UK Commission for Employment and Skills



UK RPIF 	 UK Research Partnership Investment Fund



UKTI	 UK Trade and Investment
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Foreword 



The Human Genomics Strategy Group 
(HGSG) was established as part of the 
Government’s response to the 2009 House 
of Lords Inquiry into genomic medicine. 
We were given the remit to: 
•	 monitor advances in genetic and 



genomics research, both basic and 
translational, to evaluate their benefit 
to healthcare services in the NHS, and 



•	 develop, in partnership with other 
stakeholders, a vision for genomics 
in the NHS. 



Since its establishment in 2010, the HGSG 
has brought together many of the UK’s 
key individuals and organisations in the 
field of genetic research and its application 
to medicine. We have worked together to 
share knowledge on emerging technologies 
and existing procedures, to identify the 
practical barriers that need to be overcome 
for the NHS to reap the significant potential 
benefits that genomic technologies can 
bring, and to suggest potential solutions. 



The UK has successfully adopted 
genetics, and its associated specialty 
Clinical Genetics, into healthcare to the 
real benefit of patients and health services 
alike. We continue to lead the world in 
the advancement of Clinical Genetics, 
providing specific and proven expertise 
in understanding the importance of 
inheritance and the consequences of 
disease on whole families as well as 
individuals. This has been achieved through 
a clear, shared direction from policy to 
practice, as part of a systematic and 
coherent approach by the Clinical Genetics 
community to overcoming the issues and 
potential barriers to adoption that existed. 



Genomics is the application of specific 
technologies to analyse wider sets of 
genetic information – information, in 
fact, about the entire genome. This can 
then be harnessed to provide a greater 
ability to determine disease risk and 
predisposition, to support more accurate 
diagnosis and prognosis, and to select 
and prioritise therapeutic options in a wider 
set of pathological disorders. It can be 
used in every branch of medicine, as well 
as to enhance the capabilities within the 
specialty of Clinical Genetics. Already, it is 
beginning to move ‘from bench to bedside’ 
and, as it does so, the potential for NHS-
wide adoption and diffusion of genomic 
technology is becoming increasingly clear. 



Genomic medicine covers a wide spectrum 
of disciplines and potential applications, all 
linked by their use of the same underlying 
technologies, which allow ever faster 
analysis and comparison of individual 
genetic and genomic data against ‘known’ 
patterns. It incorporates Clinical Genetics 
and molecular pathology, and is as valuable 
in frontline care as in public health. For 
this to flourish and deliver the best patient 
outcomes possible, all specialties and fields 
need to work together in a strategic way, 
and the input of the HGSG is designed to 
help to understand what that way should be. 



The starting point for our strategy is a clear 
vision of what we wanted to achieve, which 
we describe in this report. Thereafter, we 
set out the fundamental steps that must be 
taken on the journey to realising that vision. 



At present, we are in a position of strength. 
As the recent life sciences strategy 
highlighted, the UK is a recognised world 
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leader in biomedical sciences, and is home 
to many of the leading academic and 
commercial research centres spearheading 
the global development of genomic 
medicine and furthering the use of Clinical 
Genetics. This gives the UK an outstanding 
opportunity to exploit its scientific lead, 
via the NHS – a unique service delivery 
environment in which clinically validated 
genomic medicine will be able to thrive. The 
challenge is to make our vision a reality for 
the benefit of the NHS, for the benefit of the 
UK biomedical industry and, above all, for 
the benefit of patients and their families. 
It is also to move sufficiently rapidly that our 
leadership position is not undermined by 
other countries who have also recognised 
this opportunity and are now pursuing it. 



I therefore have the pleasure to present this 
report for the consideration of Government, 
especially the Department of Health, the 
Department for Business, Innovation and 
Skills and the Technology Strategy Board. 



I would like to thank all the members 
of the HGSG for their commitment and 
engagement in examining the challenges 
we face and helping to define our shared 
vision. 



Professor Sir John Bell 
Chair, Human Genomics Strategy Group 
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Executive summary and recommendations 



This report sets out a strategic vision for 
how the healthcare system in the UK – 
and particularly in the NHS – can benefit 
from the mainstream adoption of genomic 
technology. It also provides specific 
recommendations on the steps that need 
to be taken to realise this vision. 



Genomic technologies have the potential to 
transform the delivery of healthcare in the 
UK, providing vital insights to support more 
accurate diagnosis of disease and inform 
therapeutic decisions – so that more patients 
get the right treatment at the right time. They 
can enhance preventive care and enrich our 
understanding of disease risk, as well as 
enabling outbreaks of infectious diseases 
to be controlled faster. Indeed, as the report 
shows, genomic technologies are already 
beginning to deliver these benefits within 
the NHS and UK public health. 



Our report looks at how the achievements 
to date can be built upon, moving towards 
a world-class system for adopting 
innovation and spreading the application 
of genomic technologies within the NHS 
and through public health programmes, 
aiming to improve patient outcomes and 
overall population health. More importantly, 
it considers the challenges that need to 
be addressed if the UK is to realise these 
benefits. These include: 
•	 ensuring the successful translation of 



laboratory and academic research into 
quality-assured care pathways 



•	 developing a service delivery 
infrastructure that will enable equitable 
and affordable access to high quality 
genomic and genetic testing services, 
from commissioning the initial test 
through to counselling patients and 
their families 



•	 putting in place the bioinformatics 
platform needed to underpin genomic 
and genetic testing and facilitate 
ongoing research 



•	 training the NHS and public health 

workforce of today and tomorrow
 



•	 recognising the legal and ethical 
issues around the use of genomic 
data, and developing appropriate 
safeguards and processes to protect 
individuals, and 



•	 raising public awareness of genomic 
technology and how it can be used to 
benefit the care of patients across the 
NHS and indeed the world. 



Throughout our review and analysis of 
the current development and application 
of genomic technology and its role in 
healthcare delivery, it has been clearly 
evident that the NHS and UK academia and 
research and business communities have 
the ability to produce and adopt innovative 
genomic technology. To ensure that the 
UK remains at the forefront of this rapidly 
evolving field of science, and that patients 
and providers gain maximum benefit from 
it, action needs to be taken in the short, 
medium and long term, and investment 
will be needed at various levels and at 
different times. 



This is already occurring. In December 
2011, the Prime Minister set out, in his 
statement on investing in UK health and life 
sciences, the actions that will be taken to 
make the UK a world-leading place for life 
science investment. As part of this initiative, 
the Department of Health (DH) and the 
Department for Business, Innovation and 
Skills (BIS) described the substantial 
investment already being applied in this 
area – in stratified medicine, building better 
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Executive summary and recommendations 



bioinformatics capacity and developing the 
Academic Health Science Networks.1 



The findings and recommendations 
contained in this report not only 
complement this strategy and other 
initiatives for life science investment and 
building the UK’s life science economy, but 
they also show how genomic technology 
could be adopted and diffused in the NHS 
to ensure better patient care through a 
more informed and intelligent application 
of genomics and genetics. As the Chief 
Executive of the NHS in England, Sir David 
Nicholson, has already noted in his report 
on innovation in the NHS,2 much has 
been achieved but we need to continue 
to advance the great progress we have 
made to date. 



This will take a concerted effort from all key 
partners, from across the UK and beyond, 
matched with a political commitment to 
realise this vision. However, we must not 
lose sight of the need to remain engaged 
in discussion and debate with those who 
truly hold the key to the success of genomic 
medicine: the public. 



1 HM Government (2011) Investing in UK Health and Life Sciences; Department for Business, Innovation and Skills (2011) Strategy for UK 
Life Sciences 



2 Department of Health (2011) Innovation, Health and Wealth: Accelerating adoption and diffusion in the NHS 
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Recommendations 
1. To realise the potential of genomic 



technologies within healthcare, and 
for the UK economy, a co-ordinated, 
strategic approach to the longer-term 
development of genomic technology 
is required. This would set out clear 
objectives and an agreed framework that 
will help to steer us towards achieving 
them. We therefore recommend that 
the Government should produce a 
White Paper, or similar cross-cutting 
strategic document, which sets 
out overarching policy direction on 
genomic technology adoption in 
the NHS. To inform this work, we 
recommend commissioning health 
economics studies to quantify the 
costs and benefits of investing in 
genomic medicine. 



2. As technology advances and we gain 
ever more knowledge about the role of 
the genome in the development and 
treatment of disease, the greater is the 
need to analyse and archive data. 
To capitalise on the rapid development in 
sequencing technologies and to allow us 
to interpret genomic data accurately and 
in a clinically relevant way, the highest 
possible quality standards need to be in 
place around the management, storage 
and use of data from research through 
clinical usage. DH in partnership with 
BIS and other relevant partners should 
develop proposals to establish a 
central repository for storing genomic 
and genetic data, and relevant 
phenotypic data from patients, with 
the capacity to provide biomedical 
informatics services and an open-data 
platform that small and medium-sized 
enterprises can build upon. 



3. Commissioning is central to the 
adoption and diffusion of innovation 
and new technology within the NHS. 
Commissioners need to understand 
how innovations will deliver improved 
care for the same or lower cost; they 
also need to be able to commission 
innovative services and technologies in 
the confidence that they meet required 
quality standards. Pilot work on stratified 
medicine in cancer has already shown 
that more needs to be done to ensure 
that the NHS has the capability to roll out 
molecular pathology to the necessary 
standards to meet all patient needs – 
not so much because current services 
are failing, but fundamentally because 
they are unable to keep up with the 
rapid pace of technological change. 
Given this, and the level of technological 
complexity involved, we believe 
that genetic and genomic services 
would, at this current time, be best 
delivered through national specialised 
commissioning via centres that can 
demonstrably meet quality, turnaround, 
cost and data standards. We therefore 
believe that the NHS Commissioning 
Board (NHSCB) should take a lead 
in the commissioning of genetic 
and genomic services. This should 
include: 
•	 ensuring that genetics, genomics 



and genomic technology and their 
development in the NHS are a clear 
and unambiguous responsibility of 
a board member 



•	 bringing forward proposals for the 
establishment of a strategic network 
to deliver expert advice on the 
strategic development of genomic 
and genetic services 
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•	 developing national tariffs for 
genetics and special pathology 
tests, and ensuring that the cost of 
genetics diagnostics is included in 
the clinical specialty pathway 



•	 developing, in collaboration with 
commissioners, the UK Genetic 
Testing Network and the National 
Institute for Health and Clinical 
Excellence (NICE), a robust process 
for the evaluation of clinical validity 
and utility of all genetic and genomic 
tests and markers and setting 
minimum national quality standards 



•	 ensuring that NICE Diagnostics 
assess the validity, utility and quality 
of all new molecular tests, e.g. for 
cancer, with input from all relevant 
specialties including pathology, and 



•	 putting in place agreements that 
require data from tests carried out by 
NHS-commissioned laboratories – 
in the NHS or private sector – to 
be made available to nationally 
designed research databases within 
a framework that ensures patient 
confidentiality and data protection. 



4. There has already been considerable 
work to improve service delivery, 
especially within pathology services. 
This should be applauded, as it is 
important that services are reviewed 
and modernised to ensure that they 
remain fit for purpose. The Human 
Genomics Strategy Group (HGSG) has 
given careful consideration to service 
development for genomic technology, 
building on the skill base and resources 
that already exist. We would therefore 
recommend that DH and the NHSCB 
should work together to develop a 
service delivery model for genetic 



and genomic technologies with the 
objective of putting in place a network 
consisting of Genomic Technology 
Centres, Biomedical Diagnostic Hubs 
and Regional Genetics Centres. 



5. The current review of training and 
education for NHS healthcare 
professionals, including the 
establishment of Health Education 
England (HEE), provides an opportunity 
to refresh strategies for education and 
training in genomic technology. In the 
field of genetics, programmes started 
through initiatives such as the 2003 
Genetics White Paper and Modernising 
Scientific Careers have already 
delivered impressive results. However, 
if health professionals more generally 
are going to embrace the potential of 
genomics, it is vitally important that 
work commences immediately on 
preparing them to respond to these 
challenges, given the length of time it 
takes to effect changes in education 
and training programmes. We therefore 
recommend that urgent action is taken 
by DH, working with professional 
advisory structures, the NHS and the 
educational sector, to ensure that 
workforce developments do not lag 
behind service developments, and that 
an appropriately skilled workforce is 
available. In particular: 
•	 an immediate review of the existing 



provision of genomics training 
and education for each profession 
should be conducted (informed by 
the developments in education and 
training for healthcare scientists) 
and an action plan developed, 
focused on building the skills and 
knowledge of the current workforce 
and planning for the future 
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•	 as HEE is being established, 
education and training in genetics 
and genomics should form part of its 
overall function, with a requirement 
to develop core educational 
standards for genomics and to 
monitor outcomes 



•	 the expertise of the National 
Genetics Education and 
Development Centre should be 
retained and it should become part 
of the National School for Healthcare 
Science, and, in conjunction with 
delivery partners, develop core 
quality standards for both the 
curriculum and the training needed 
for the current workforce, through a 
training needs assessment in each 
professional group 



•	 the workforce planning needs of 
the specialist clinical genetics, 
bioinformatics and pathology 
workforce to support the new 
service models outlined in 
this report need to be urgently 
addressed, to ensure that skill gaps 
are minimised and continuity of 
supply is secured 



•	 in conjunction with the higher 
education sector and other 
funding bodies, there should be 
further developments in masters, 
doctoral and postdoctoral training 
programmes in Clinical Genetics, 
epidemiology and bioinformatics 
to support clinical academic career 
development and research capacity 
and capability building for the future 



•	 within the formation of HEE, 
consideration should be given to 
ensure that education and training 



curricula evolve to keep pace with 
the changing face of genetics and 
genomics, perhaps through wider 
arrangements for evolving training 
within and across healthcare 
science, and 



•	 joint working between the NHS 
and the educational sector should 
ensure that educators are effectively 
trained and developed. 



6. The UK has greatly benefited from its 
proud history of robust and open debate 
on many areas of cutting-edge, human 
tissue and cell-based science. However, 
most individuals are concerned to retain 
control over their personal data and have 
the right to give consent to its use or 
otherwise. The HGSG believes that such 
consent is a basic right which should 
always be respected. We also believe 
that consent is more easily gained not 
only when individuals are presented 
with information on a specific, personal 
circumstance, but also when there is 
an understanding of the general needs 
and principles behind any request. 
We would therefore recommend that 
the Government should ensure the 
continued provision of high quality 
public engagement on the ethical, 
legal and social issues associated 
with further integration of genomic 
technology into mainstream healthcare 
provision, and that a key aspect of this 
work should be the development of a 
national model for generic consent, 
through broad consultation with all 
relevant partners and stakeholders. 
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“Every so often, a scientific advance 
offers new opportunities for making 
real advances in medical care…we 
believe that the sequencing of the 
human genome, and the knowledge 
and technological advances 
that accompanied this landmark 
achievement, represent such an 
advance.” 



House of Lords Science and Technology 
Committee’s report into Genomic 
Medicine (2009)3 



We are currently on the cusp of a revolution 
in healthcare: genomic medicine – patient 
diagnosis and treatment based on 
information about a person’s entire DNA 
sequence, or ‘genome’ – becoming part of 
mainstream healthcare practice. Increased 
knowledge and better use of genomic 
technologies and genetic data will form the 
basis for a reclassification of disease, with 
important implications both for predicting 
natural history and for identifying more 
effective therapies. 



1.1 Genetics in the NHS 
For some years now, we as a society have 
benefited from genetics in healthcare. 
The most obvious application of this is 
an increased ability to diagnose rare 
inherited diseases, caused by a mutation 
in a single gene, quickly and accurately. 
These conditions are collectively known as 
Mendelian disorders. 



This has led to more accurate diagnosis 
of conditions such as cystic fibrosis, sickle 
cell anaemia and Huntington’s disease, as 
well as hundreds more conditions. While 
these are individually rare – defined as 



affecting fewer than five in every 10,000 
people – cumulatively they are surprisingly 
common. As the 2009 Annual Report of the 
Chief Medical Officer for England noted, 
“There are more than 6,000 rare diseases, 
so in fact one person in every 17 has a 
rare disease – around 3 million people in 
England.”4 



The UK and the NHS have not been 
complacent in harnessing the potential of 
genetic testing. Considerable government 
investment over the past decade means 
that genetic tests for more than 1,000 
diseases are now available via the NHS, 
which together have resulted in hundreds 
of thousands of patients and their families 
benefiting from a precise diagnosis. What’s 
more, genetic testing enables diagnosis 
to be made earlier in a patient’s life, 
often before the disease becomes more 
advanced, and so the patient can receive 
treatment sooner. 



This is only right for a country that has 
played such a significant role in the 
advance of genetics. It was, famously, in 
Cambridge that the double helix structure 
of DNA was first discovered by Watson 
and Crick in 1953. In the 1970s, DNA 
sequencing was pioneered by Frederick 
Sanger, also in Cambridge, opening 
the door for the development of genetic 
testing, as well as wider research into whole 
genomes. Alec Jeffreys from Leicester and 
Edwin Southern from Oxford contributed 
two other key genomic technologies, DNA 
fingerprinting and DNA arrays. From the 
1990s, UK scientists such as John Sulston 
played a key role in the Human Genome 
Project, which led in 2000 to the pivotal 
achievement of the first full sequence of the 
3.3 billion base pairs of DNA that make up 
the human genome. 



3 House of Lords Science and Technology Committee (2009) Genomic Medicine – Volume 1: Report. 2nd Report of Session 2008–09 
4 Chief Medical Officer (2010) 2009 Annual Report of the Chief Medical Officer 
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1.2 From single gene to whole 
genome: the advance of genomic 
technologies 
Today, with genetic research continuing 
apace, many more conditions will be 
conclusively linked with a specific single 
gene mutation. But recent advances 
in medical science – in particular, the 
completion of the human genome – have 
opened up much greater possibilities, to 
understand the impact of genetic variation 
not just in a single gene but across multiple 
genes or even the whole genome. This is 
the basis for the field of genomics, which is 
the application of specific technologies to 
analyse wider sets of genetic information, 
and it is leading to transformational 
developments in our ability to determine 
disease risk and predisposition, to support 
more accurate diagnosis and prognosis, 
and to select and prioritise preventive 
or therapeutic options in a wider set of 
pathological disorders. 



For example, new genomic technologies 
enable rapid comparison of an individual’s 
DNA against the common ‘reference’ 
genome, or selected parts of it, which in 
turn creates significant opportunities in 
clinical care and public health. This has 
enabled researchers to pinpoint common 
genetic variants that are present in those 
who have a specific disease but absent in 
those who do not – so giving a new level 
of insight into disease risk. From a patient 
perspective, it means that preventive 
treatment can be considered. Already, this 
ability has helped to identify the genetic 
abnormalities that cause around two-
thirds of cases of sudden cardiac death. 
If an individual possesses some of these 
abnormalities, decisions can then be made 
about preventive treatment. 



Similarly, researchers have been able to 
analyse and compare the DNA of patients 
who have responded best or worst to a 
particular treatment to see if there is a 
common genetic link between them. This 
kind of research has provided a growing 
body of evidence about how certain genetic 
mutations lead to a side effect from a 
certain drug or, equally, where possession 
of a mutation promises increased efficacy. 
Used in a clinical setting, this insight 
can ensure that the right therapies are 
prescribed sooner. 



Genomic technologies are also enabling 
pathologists to identify precisely how one 
disease subtype differs from another at 
a molecular level – an insight that can be 
used to ensure that patients get the most 
appropriate treatment for their condition. 
Already, this ability is being widely used 
to inform decisions about therapies for 
certain cancers – reducing the need for 
chemotherapy, for instance, and instead 
allowing patients to be treated with 
highly targeted drugs. In public health, 
genomic technologies are being used 
to identify exact variants of pathogens 
such as MRSA, Clostridium difficile and 
Mycobacterium tuberculosis and then track 
their transmission – offering significant 
advantages in tackling the spread of the 
variant and enhancing infection control. 



Furthermore, genomic technologies have 
shown that even in common diseases such 
as diabetes, cancer or neurodegenerative 
diseases, there are significant numbers 
of individuals with forms of disease that 
behave like Mendelian disorders: in other 
words, many individuals with common 
diseases actually have forms of disease 
akin to single-gene disorders. 
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However, these advances are just the tip of 
the iceberg. The amount of genomic data 
available is now expanding rapidly, meaning 
that links between a genetic variant and 
a certain disease can be more readily 
identified and assessed. DNA sequencing 
is becoming faster, cheaper and more 
accurate; a range of different technologies 
and approaches to sequencing now exist 
which are allowing a global genomic 
knowledge base to be developed and 
expanded at speed – providing a vital 
reference point for future testing and 
research. 



These next generation sequencing 
technologies have already reduced the cost 
of sequencing 10,000 fold: at current rates 
of progress, it is not unrealistic to suggest 
that in a few years’ time, we will be able to 
sequence a person’s entire genome for the 
same cost, or less, than it currently costs to 
sequence a single gene. 



1.3 The potential of genomic medicine 
for the NHS 
The potential of this for the NHS is 
considerable. It already means that we 
are able to diagnose diseases and detect 
variants far more precisely and quickly, 
tailor treatments both to the exact variant 
and to reflect a person’s wider genetic 
make-up, and better identify those at higher 
risk genetically of inherited disease and a 
range of common chronic conditions. 



Crucially, such capabilities and information 
could be available not just to specialists 
dealing with rare diseases, but to GPs in 
everyday settings, to help them identify 
subtypes of disease and to inform 
treatment decisions. Ultimately, GPs may 
even be able to confirm, through a simple 
test conducted in the practice, whether a 



patient has a particular strain of virus or 
bacteria, so that they can give the right 
advice. Patients will be able to get more 
effective treatments sooner; NHS resources 
will be put to better use with highly specific 
therapeutic pathways, producing better 
patient outcomes. This is the ultimate 
destination of the journey that began with 
the discovery of the DNA double helix, 
and the UK has, via the NHS, the perfect 
environment in which to realise the potential 
of genomic medicine within clinical practice. 



While medical science gives us the belief 
that such outcomes are possible, they are 
by no means guaranteed. There is, and 
has long been, a significant gap between 
the worlds of cutting-edge biomedical 
research and everyday healthcare, as the 
NHS innovation report, Innovation, Health 
and Wealth acknowledged.5 For innovations 
to bridge that gap there must be an active 
process of translation, helping the research 
reach maturity, demonstrating clinical utility 
and cost-effectiveness and identifying how 
those innovations can best be used in 
healthcare. That includes understanding 
and putting in place the systems and 
structures to facilitate adoption and 
diffusion, integrating new practice into 
established patient pathways, and meeting 
the education and training requirements 
of those working in frontline healthcare. To 
quote the Innovation, Health and Wealth 
report, “Innovation is not just about 
the originating idea, but also the whole 
process of the successful development, 
implementation and spread of that idea into 
widespread use.” 



Genomic technologies are more than just 
another innovation: they present a major 
step-change in medical practice and public 
health. They offer tangible benefits across 



5 Department of Health (2011) Innovation, Health and Wealth: Accelerating adoption and diffusion in the NHS 
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the spectrum of patient care, including GP 
surgeries, mainstream clinical specialties 
and highly specialist units. They can provide 
far greater insights into disease risk, thus 
supporting preventive action, and can help 
to ensure that patients receive the most 
effective treatment sooner. They are the very 
essence of an innovation that can add value 
and reduce cost. And, with the pace of 
technological change at an unprecedented 
level, many uses of genomics are set to 
enter mainstream clinical practice within the 
next three to five years. 



If we do not prepare for this now, and 
develop a clear strategic plan to enable 
widespread adoption on an equitable 
basis, the lead that the UK currently holds 
in this field – both in pure scientific terms 
and in terms of current practice – could 
be severely, and perhaps permanently, 
undermined. The consequences of this 
would not only be bad for healthcare 
services, but entrepreneurial opportunities 
across industry, research and academia 
may also be affected. 



1.4 Our vision for genomics 
in healthcare 
We believe that the UK is well placed 
to lead the global adoption of genomic 
technologies within mainstream clinical 
practice and to support public health. The 
foundations lie in our world-class research, 
our existing use of genetics and the 
increasing partnerships between the NHS, 
academia and industry, making it possible, 
with the right motivation, to embrace 
innovation at every level. 



These enabling factors have all been 
considered in stating our vision for genomics 
in healthcare in England – incorporating both 
the NHS and public health. 



By 2020, the NHS will be a world leader 
in the development and use of genomic 
technology in the areas of healthcare 
and public health. It will be seen as a 
first-choice partner for industry, academia 
and research, contributing substantially 
to the global genomics knowledge base 
by supporting and facilitating innovation 
and novel research. 



Genomic information and clinical 
genetic testing will be used across 
the NHS, improving diagnosis and 
treatment decisions by identifying the 
right therapies to maximise efficacy and 
reducing adverse effects. Genomic 
technology will be accessible on an 
equitable basis, with cost-effective and 
quality-assured processes in place 
for requesting and conducting tests, 
together with specialist expertise and 
advice to aid interpretation and clinical 
decision-making. 



Healthcare providers within the NHS will 
confidently use genomic information 
within their roles, supported by 
enhanced and responsive education 
and training in genetics and genomics. 
Clear and unambiguous consent 
procedures will provide assurance to 
patients, making the individual the sole 
gatekeeper of their personal genetic and 
genomic data. 
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Effective public engagement will 
increase awareness of the role of 
genomic information in healthcare; how it 
can inform health choices; and the need 
for consent to access, study and use 
genomic data for the greater good. 



1.5 Realising the vision 
We believe that this vision, though 
ambitious, is realistic and achievable. 
However, delivering it requires a number 
of pieces of the jigsaw to be put in place. 
These include: 
•	 rigorous and standardised processes 



for establishing the clinical validity and 
utility of genomic tests – and for quality 
assurance of each particular test, test 
centre and technology (chapter 4) 



•	 clear commissioning standards for 
genomics and clinical genetic testing 
within clinical pathways, providing a 
straightforward and universal process 
for healthcare professionals to request 
tests and receive results (chapter 5) 



•	 a secure and robust bioinformatics 
infrastructure to enable rapid, low-
cost testing of genomic individual 
information against known variants 
(chapter 6) 



•	 a healthcare workforce with the skills 
and knowledge to make effective use 
of genomic technology. This includes 
a strong cadre of genomics and 
genetics specialists in all specialties of 
medicine to carry out testing, manage 
data and analyse results, as well as 
greater understanding and awareness 
of genomics and its role across the 
range of NHS workforce and public 
health professionals (chapter 7) 



•	 development of the UK legal 
framework to address adequately the 
complex challenges that genomic 
medicine – and particularly the 
availability of genomic information – 
creates, thus providing protection 
against abuses of genomic data 
(chapter 8), and 



•	 a co-ordinated and consistent 
approach to engaging with the UK 
public to promote understanding 
of genomics and what it means for 
healthcare (chapter 9). 



These are the initial steps on the next stage 
of what, to date, has been an exciting 
and fruitful journey for genetics-based 
technology in the NHS. They are the 
fundamental building blocks that must be 
in place if we are serious about integrating 
innovation into mainstream medicine 
within the NHS. 



The proposals in this report cannot be 
achieved by the NHS alone. They will 
require continuing involvement of the 
research community, academia and –  
vitally – industry, both large and small.  
The UK and the NHS should be seen 
as the natural home for cutting-edge 
research, development and innovation. 
We believe that this is achievable, but the  
work must begin now. 
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The increased use of genomic information 
in the diagnosis of disease and selection of 
therapeutic pathways will revolutionise the 
knowledge available to clinicians as part of 
the decision-making process. 



First and foremost, genomic analysis will 
be the tool used to understand, in many 
cases for the first time, the biological 
pathways disturbed in disease. This will 
lead to a new taxonomy for many diseases, 
subdivided via pathological process, which 
will refine our ability to predict natural 
history. For example, research has shown 
that mutations in the IDH1 and IDH2 genes 
occur in many invasive gliomas (the most 
common type of brain tumour). Genomic 
analysis allows clinicians to test whether 
or not these mutations are present. This is 
important, because there are considerable 
differences in the natural history and 
potential outcomes of tumours depending 
on whether they contain IDH mutations, and 
it is likely that specific treatments for such 
tumours will emerge in the future. 



Not only does genomics increase our 
knowledge of the pathology of a disease 
(stratification), but it can also offer vital 
insights into how individuals are likely to 



respond to any drug therapy available 
according to variation in drug metabolism 
pathways or susceptibility to drug toxicity 
(pharmacogenetics). For patients, this 
means receiving the right therapy, in the 
right dosage, at the right time. Those who 
we know will not respond can be referred 
for alternative treatment earlier and, most 
importantly, patients who will have an 
adverse reaction to some treatments will 
be identified. 



From a clinical perspective, this is clearly 
highly desirable: targeting patients who 
will respond positively to established 
therapy while focusing research on the 
development of other drugs that offer more 
comprehensive benefits for well-defined 
patient populations. From the service 
perspective, it promises shorter diagnosis 
and treatment pathways and the delivery of 
savings through avoiding the application of 
ineffectual therapies. 



This increased ability to better stratify 
population cohorts and provide more 
personalised medicine complements 
the five domains on the NHS Outcomes 
Framework: 



Outcome How genomic technologies 
will help 



Domain 1 Preventing people from dying 
prematurely 



By enabling earlier, more 
accurate diagnosis and 
prognosis, helping clinicians 
to select treatments that are 
more likely to be effective 
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Domain 2 Enhancing quality of life 
for people with long-term 
conditions 



By helping to identify those for 
whom established therapies 
will be less effective, thus 
enabling an alternative to 
be used 



Domain 3 Helping people to recover 
from episodes of ill health or 
following injury 



By understanding precisely the 
pathology of a disease so that 
the right treatment pathway is 
selected sooner 



Domain 4 Ensuring that people have a 
positive experience of care 



By reducing the need for 
invasive testing procedures, 
and above all by accelerating 
the process of diagnosis, 
treatment and recovery 



Domain 5 Treating and caring for 
people in a safe environment; 
and protecting them from 
avoidable harm 



By enabling clinicians to check 
whether a patient’s genetic 
profile makes them more likely 
to suffer an adverse reaction 
to a certain drug – thus 
avoiding the use of that drug 
where appropriate 



But to ensure that genomic technologies 
can make this significant contribution to 
the patient outcomes, the NHS will need to 
consider a number of changes to practice, 
service delivery and commissioning. 



2.1 Transforming diagnosis and 
therapeutic decision-making: 
stratified medicine 
Across the entire field of healthcare, there 
is an increased emphasis on stratified 
medicine – essentially selecting a highly 
specific treatment pathway based on 
a greater understanding of the exact 
pathology of disease. These principles 
are not new, and have in part been driven 
by advances in molecular biology and 
genetics, as well as by a growing body 
of evidence which shows that commonly 



prescribed drugs and treatments, while 
working well for many, do not deliver  
the desired or anticipated results in 
others. The goal of stratified medicine is 
essentially the goal of medicine per se: 
to find the optimum treatment for a given 
condition. However, the advance of 
genomic technologies increases our ability 
to stratify, something that is already being 
demonstrated in cancer treatment. 



As a result of numerous multi-centre 
clinical trials, particularly in the field of 
haematological malignancy, breast cancer 
and most recently colorectal cancer, the 
feasibility of a network model for testing 
in a clinically relevant timeframe has been 
demonstrated. In leukaemia, the minimal 
residual disease network currently provides 
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molecular stratification to international 
standards for treatment of children with 
acute lymphoblastic leukaemia (ALL) 
across the whole of the UK, and in addition 
now also provides a service for adults 
with ALL. 



The potential is therefore clear. However, it 
is still the case that cancer drug therapies 
are typically effective in less than 30 per 
cent of the patients who receive them.6 



Any further insights that can increase this 
effectiveness rate could be invaluable. 



Building on existing research platforms, the 
Cancer Research UK Stratified Medicine 
Programme aims to test whether molecular 
characterisation of tumours can be carried 
out as a standardised, cost-effective, 
routine practice during the treatment of 
cancer patients in the NHS. 



Phase One of the programme, which is now 
under way, involves 20 hospitals across 
seven Experimental Cancer Medicine 
Centres. The programme aims to include 
9,000 patients across six tumour types: 
melanoma and cancers of the breast, 
bowel, lung, prostate and ovary. 



During this phase, patients will be asked 
their permission for surplus tissue from 
their diagnostic tumour sample to be 
sent to one of three NHS genetic testing 
labs, where DNA will be extracted and 
analysed for a range of molecular faults 
linked to cancer. Test results will be sent 
back to the clinical team to demonstrate 
a service that could inform treatment 
decisions. Test results and clinical data 
will be stored at the hospital, and could 
potentially support decisions made around 
the care of the individual patient, but are 
also collected in the NHS Eastern Cancer 
Registration and Information Centre so 
that appropriately authorised researchers 
can compare genetic differences, 
treatments and patient responses. This will 
build a valuable knowledge base linking 
outcomes to genetic data. In parallel, the 
Technology Strategy Board (TSB) is funding 
companies to develop new, cost-effective 
gene panel tests that can deliver these 
results in a single assay, as well as new 
secure information technology to collect, 
anonymise, store and analyse the data. 



6 Spear BB et al (2001) Clinical application of pharmacogenetics. Trends in Molecular Medicine 7(5):201–4 
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Genomic technologies supporting stratification of cancer treatment 
Already, insight into genetic mutations is influencing the choice of therapies for certain 
types of cancer. 
•	The Cancer Genome Project is under way and aims to search for all genes that stop 



working properly in human cancer cells. 
•	 In childhood ALL, it is now seen as standard practice to determine the patient’s ALL 



subtype via DNA testing, as some treatments work better for some subtypes than 
for others – thus reducing the amount of time patients spend in hospital, as well as 
reducing the overall cost of treatment. 
•	 In chronic myeloid leukaemia, one of the first diseases to be linked to a genetic 



abnormality (the ‘Philadelphia chromosome’), the highly targeted treatment imatinib 
is now the standard therapy. However, further research has shown that mutations 
in the ATP binding site of the causative BCR/ABL fusion gene, which triggers the 
cancer, result in resistance to imatinib – but allow use of more effective agents such 
as dasatinib. 
•	Similarly, for patients with gastrointestinal stromal tumours (GISTs), targeted drug 



therapy with imatinib is now recommended by the National Institute for Health and 
Clinical Excellence (NICE) as a preferred treatment. 
•	Mutations in the B-RAF gene are associated with over half of all melanomas. 



A number of different B-RAF mutations have now been discovered, making it 
possible to be highly selective in the use of therapies. Recent research has found 
that in patients with metastatic melanoma with the BRAF V600E mutation, response 
rates and patient outcomes were significantly better with the targeted drug 
vemurafenib when compared with the standard treatment dacarbazine. 
•	In approximately 33 per cent of bowel cancer patients, the K-RAS gene does 




not function normally, meaning they are unable to benefit from the advanced  

drugs cetuximab and panitumumab, and can even be harmed by them. Testing  

for faults in the K-RAS gene is now an important precursor to treatment selection 

in bowel cancer.
 



Phase Two, planned for the two years 2013– 
15, will then look at how the lessons learned 
can be actively translated into routine 
practice within the NHS. The DH Cancer 
Policy Team has committed to a review of 
the commissioning and funding of cancer 
gene tests in parallel to this programme. 



The programme is being supported by 
DH, the NHS, the TSB and pharmaceutical 
companies Pfizer and AstraZeneca. It aims 
not only to ensure that cancer patients in 
the UK get equal access to high quality 
molecular diagnostics, but also to help 
research by providing a large-scale, real-life 
understanding of the interaction between 
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genes and treatments. This will create 
a repository of molecular profiling data 
obtained with full patient consent, which 
should help to ensure that the UK becomes 



recognised as ideally suited to targeted 
genetic research in cancer – something that 
benefits our researchers, our healthcare 
research industry and, ultimately, patients. 



Case study: Cancer genetics enabling stratified medicine for lung cancer 
A non-smoker, aged 49, is diagnosed with non-small cell lung cancer after 
investigations for weight loss and a persistent cough. Her oncologist requests a DNA 
test on her tumour sample to help him make a decision on the best treatment for her. 
The test is requested because research has shown that tumours with a mutation in 
the EGFR gene have a high chance of response to targeted tyrosine kinase inhibitor 
drugs such as gefitinib. Although these patients represent a small proportion of all 
non-small cell lung cancer patients, the potential for giving them treatment with a 
significantly higher likelihood of benefit justifies the test. 



The test shows that the patient’s lung cancer contains this mutation and so she is 
eligible for one of these new therapies, which can be taken as a tablet, and which – 
in the appropriate population – has better efficacy than other existing therapies. 



Genomic research is also beginning to 
indicate differences between variants in 
many conditions. An interesting example 
here is schizophrenia, where a recent study 
has highlighted small but important genetic 
differences in patients, suggesting there 
may in fact be multiple genetic variants of 
the disorder. 



2.2 Pharmacogenetics: understanding 
how genetic background influences 
drug response 
Other work is also being undertaken as 
part of stratified medicine innovation. 
The 2003 Genetics White Paper7 



established the position of NHS Chair 
in Pharmacogenetics (the study of the 
variability in drug response because of 
a person’s genetic make-up), which was 
awarded to the University of Liverpool in 
September 2007. To date, the Chair’s work 



has focused on both research and policy 
issues, as part of the plan for integrating 
genetics into mainstream practice, and 
provides funding for pharmacogenetics 
research projects. Projects have included 
randomised controlled trials of the drug 
warfarin, to test the clinical utility of 
genotype-guided prescribing compared 
with current clinical care. Such studies 
will help to build the evidence base for 
integrating pharmacogenetics into routine 
prescribing practice. In addition, the UK 
Pharmacogenetics and Stratified Medicine 
Network has been set up to engender 
collaboration, share best practice, and 
enhance interaction between different 
stakeholders (academia, clinicians, 
industry, regulators), all of whom will be 
playing a role in determining the pace of 
development in pharmacogenetics and 
stratified medicine. 



7 Department of Health (2003) Our Inheritance, Our Future: Realising the potential of genetics in the NHS, 
www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_4019239.pdf 
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Pharmacogenetics research elsewhere is 
also beginning to yield data which is likely 
to have a clinical impact on the NHS by 
helping to avoid adverse drug reactions, 
which are estimated to cause approximately 
6.5 per cent of all admissions to UK 
hospitals. Genomic analysis has been able 
to identify specific gene variants that make 
such reactions more likely. 



For example, carbamazepine is an 
anticonvulsant and mood-stabilising drug 
used widely in the treatment of epilepsy and 
bipolar disorder, but around 1 in 10 patients 
experience significant adverse reactions 
to it. Recent studies have identified that 
possession of a specific gene variant 
(HLA-A*3101) is a predisposing factor for 
hypersensitivity reactions to carbamazepine – 
which could potentially lead to testing 
patients for this variant before prescribing 
the drug. 



Pre-treatment testing for possession of 
gene variant HLA-B*5701 is now routine 
in HIV clinics in the UK. This is because 
abacavir, an anti-HIV medicine that is 
available on the NHS, is also associated 
with a range of hypersensitivity reactions 
which in some cases can be fatal. Analysis 
has shown that these reactions are strongly 
associated with the presence of the variant, 
which also accounts for the rare acute 
liver failure seen in people prescribed the 
common antibiotic flucloxacillin. 



Although important in their own right, these 
examples also indicate just how much 
additional knowledge around therapies 
could be gained from increased use of 
genomic technologies: the knowledge we 
possess today is just the tip of the iceberg. 



2.3 Challenges to commissioning 
While the ability to use genetic information 
to differentiate between tumours, or different 
variants of disease, can bring great benefit 
to patients, it presents a real challenge to 
commissioning. Quality assurance, equity 
of access and knowledge of the use of tests 
being developed and the management 
of new and/or increasing test costs will all 
prove significant practical issues on the 
road to mainstream adoption. 



There is already some support for 
commissioners: the UK Genetic Testing 
Network (UKGTN) offers quality assurance 
on more than 600 simple genetic tests 
currently on offer to the NHS, and makes 
recommendations to commissioners. 
However, with genomics, the scale 
changes: there could be tests to identify 
many thousands of potential variants, 
and the clinical value of identifying these 
variants will differ considerably. 



A further issue exists around quality. 
Many of these tests currently use Sanger 
sequencing, which was one of the first 
established methods of sequencing. Recent 
studies have shown that there is a need for 
rigorous quality assurance standards with 
such sequencing as there is a significant 
risk of high error rates, which then create 
the possibility of false diagnoses. This has 
been particularly demonstrated in tests for 
mutations in the KRAS and EGFR genes, 
which are used to help decide on treatment 
pathways for certain cancers: the method 
used risks failing to identify mutations in 
tissue samples where cancer tissue and 
normal tissue are mixed. 



Given this risk, there is a clear need to 
improve and extend the quality assurance 
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process both for individual tests and for 
the centres or laboratories that conduct 
them. Consideration could be given to 
an expanded role for the UKGTN, in 
collaboration with NICE, to meet this 
requirement. 



2.4 Changing the R&D model 
The pharmaceutical industry has a clear 
interest in the development of stratified 
medicine. Traditionally, business models 
based on the discovery of ‘blockbuster’ 
drugs given to a very large number of 
patients managed to provide sufficient 
returns to cover the extremely high costs 
of research and development (R&D). 
This model appears to be increasingly 
unsustainable as stratification increases, 
and reduces the number of patients 
for whom each drug will be effective. 
In addition, the productivity of the drug 
development pipeline is at an all-time low 
as development costs increase. 



This is an accepted reality and work 
has already begun to look at alternative, 
genetically based solutions. For example, 
the work cited above that is being taken 
forward on cancer is part of a much wider 
programme to bring forward innovative 
stratified medicine technology. This 
programme, called the Stratified Medicine 
Innovation Platform, is led by the TSB along 
with partners the Medical Research Council 
(MRC), Cancer Research UK, NICE, 
Arthritis Research UK, DH and the Scottish 
Government Health Directorates. The aim 
of the platform is to make the UK the 
best place to develop stratified medicine 
and to adopt it, with a particular focus on 
enabling commercial translation to support 
economic growth. 



The work of the platform includes 
collaboration between the TSB and the 
MRC to take forward four projects in 
the area of inflammatory biomarkers 
for more effective drugs. These involve 
developing the use of biomarkers to predict 
how groups of patients will respond to 
inflammation and immunology therapies, 
and would then mean only relevant patient 
subgroups will receive specific therapies, 
leading to better results in alleviating 
symptoms and side effects. 



A further three projects are developing 
business models and value systems to 
determine the best ways to co-develop 
drugs and companion diagnostics, and the 
ways in which subsequent reimbursement 
can be distributed across the value chain. 
This should increase the number of 
stratified treatments that are developed, 
the speed of their development and their 
adoption by healthcare providers. 



This work is very much industry-driven: 
all seven projects are being led by a 
commercial partner. The projects aim to 
improve the business model for developing 
drugs by using genetic information. For 
example, by using genetic information to 
better understand the underlying biology 
of the disease and the treatment, areas 
of research that are more likely to fail can 
be avoided. By identifying which genetic 
mechanism the drug acts on, trials can be 
targeted on more homogeneous groups of 
patients who have that genetic mechanism, 
making trials smaller and more likely to 
show a clear impact. 



Another example of innovation is the 
research that, using genome-wide 
association, has identified a biomarker 
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Intellectual property 
Another important issue around R&D of genomic technologies is intellectual property 
(IP). In its report on IP and DNA diagnostics,8 the Human Genetics Commission 
identified a profound tension between the diagnostic industry’s desire to exploit the 
financial value of biomarker patents and the frequent routine infringement of such 
IP in NHS laboratories. The Commission concluded that support should be given to 
senior NHS management at a national level to help develop the capacity to manage 
biomarker IP issues. We agree that this conclusion is worthy of further consideration. 



Further, we also agree with the conclusion of the recent NHS innovation report 
Innovation, Health and Wealth which states: “We need to develop a strategy that 
rewards the innovator whilst allowing others in the NHS to have access to their 
ideas.”9 The report states that the existing NHS IP strategy will be reviewed: this review 
should consider the IP challenges that arise around genomic technologies, and in 
particular the use of biomarkers, to create a governance system that encourages 
innovation and adoption, but rewards and recognises the underlying research. 



that accurately predicts whether or 
not asthma patients will benefit from 
inhaled glucocorticoids – the most widely 
prescribed therapy. It is already recognised 
that as many as one in three patients may 
not benefit from this treatment, but it has not 
been possible to predict which these may 
be. The research found that possession 
of a variant in the glucocorticoid-induced 
transcript 1 gene (GLCCI1), which is 
likely to exist in around 16 per cent of the 
population, will reduce the effectiveness 
of inhaled glucocorticoids, providing the 
basis for highly targeted development of 
a new treatment. 



2.5 Patients and their families 
As already stated, genetic testing via the 
NHS is among the most advanced in the 
world, both in terms of the range of tests 
available, and the pathways and processes 
around genetic testing. When a patient 
presents with a rare genetic condition, 
testing is made available through regional 
genetics services to other family members 
who may be at risk. This not only informs 
treatment of those who are already showing 
symptoms but, as importantly, can also 
help some to avoid ill health, or provide 
them with reassurance that they will not be 
affected by the same condition. 



8 Human Genetics Commission (2010) Intellectual Property and DNA Diagnostics 
9 NHS Chief Excutive Innovation Review (2011) Innovation, Health and Wealth: Accelerating adoption and diffusion in the NHS 
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Case study: Specialist genetics enabling familial diagnosis 
When an apparently healthy 31-year-old woman died suddenly in her sleep, a full 
autopsy was ordered by the local coroner. Toxicology and evaluation of the heart by a 
cardiac specialist found no apparent cause, leading to a verdict of sudden arrhythmic 
death syndrome (SADS). 



However, recent advances in genetics have linked SADS to a wide range of genetic 
cardiac conditions, so her three children all underwent cardiac evaluation at a 
specialist centre: in two of the three, ECGs showed mild QT interval prolongation, 
an indicator of long QT syndrome (anomaly in the heartbeat) which can cause 
palpitations, fainting and sudden death. Genetic testing for long QT syndrome was 
then carried out on samples from the two children, which revealed a mutation in the 
KCNH2 gene – and the same mutation was found in a small frozen tissue sample 
retained from the autopsy. The children could then receive specific therapy for the 
disease to try to avoid its effects. 



The dead woman’s sisters, and their children, were also tested and the mutation was 
detected in several of them, who could also be treated. Some of the other members 
of the family were also found to carry the mutation, even though their ECG tests were 
normal – meaning they were similarly at risk of SADS. 



This process delivered a number of important outcomes for the family: 
•	 It explained fully the cause of death of the 31-year-old woman. 
•	 It identified others with the same abnormality and therefore increased risk, and so 



allowed them to be treated. 
•	 It identified carriers of the abnormality, who can now receive appropriate information 



about the risks of passing it on. 
•	 It identified those who are unaffected. 



The health economic benefits of genetic test cascading – i.e. testing the family – 
compared with clinical cascading have been proven in several studies, including a 
study funded by DH.10 



10 Wordsworth S and Leal J (2005–08) Genetic testing for sudden cardiac death. University of Oxford Health Economics Research 
Centre, www.herc.ox.ac.uk/research/suddencardiacdeath 
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Although the benefits of this approach are 
clear, it is already a significant practical 
challenge, with tests available via the 
NHS for hundreds of diseases. Also, as 
genomics advances our knowledge of the 
role and significance of genetic mutation in 
the cause and effect of disease, demand 
for testing will increase even further. This 
in turn creates a potential demand not 
only for additional therapeutic support, 
but also for genetic counselling and other 
support services to be available to help 
people understand the condition they, or 
their family member, have acquired and 



what they can do about it. While the clinical 
benefit of testing may be clear, there will 
often be a significant personal impact on 
the individual concerned: some individuals 
may prefer not to know that they have a 
specific mutation, but others may want all 
the information possible about it. 



While this will mean that more resources 
may be needed at the diagnosis stage, 
these may be balanced out by the benefits 
of being able to inform family members 
of the presence, or absence, of a specific 
condition, as the case study above shows. 



Fetal health – how genomic technologies are transforming pre-natal care 
Pre-natal screening is offered routinely in the NHS for Down’s syndrome and 
selectively for pregnancies at high risk of other disorders, including sickle cell anaemia 
and thalassaemia. However, there are a number of issues with existing screening 
methods, which advances in genetic testing promise to eliminate. 



For Down’s syndrome, the initial screening is conducted by the combined test which 
comprises ultrasound and the measurement of biomarkers in maternal blood. This 
gives an indication of higher risk, but does not offer a diagnosis: this has to date 
required an invasive test, such as amniocentesis or chorionic villus sampling, both of 
which increase the risk of miscarriage. 



Advances in genomics, including the advent of next generation sequencing, have 
led to the development of methods for non-invasive pre-natal diagnosis (NIPD) using 
cell-free fetal DNA (cffDNA) present in maternal blood. The approach is technically 
challenging but advances in genomic technologies are now making it a reality, with 
the obvious advantage of offering safe, reliable and non-invasive diagnosis requiring 
only a maternal blood sample rather than an invasive test, and thus improved 
patient outcomes. 



In the USA, this method has recently been used to develop a non-invasive test for 
Down’s syndrome, which in a clinically validated study demonstrated a sensitivity rate 
of 98.6 per cent in women with high risk pregnancies of 10–22 weeks’ gestation, albeit 
with a small false negative rate. This test is now commercially available to women with 
pregnancies at increased risk of Down’s syndrome through healthcare practitioners 
in the USA at a cost similar to invasive testing. It is possible that, following further 
evaluation and refinement of these approaches, analysis of cffDNA may be useful as 
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an alternative to current Down’s syndrome screening. However, ultrasound will still 

be required and the approach to early pregnancy screening as a whole will require 

detailed evaluation prior to implementation in England, as current screening goes 

beyond screening for Down’s syndrome.
 



In the UK, cffDNA has been used for determination of fetal RHD status in RhD 
negative mothers at high risk of haemolytic disease of the newborn. In this situation, 
if the mother is found to be carrying an RHD+ fetus in a second pregnancy, then 
she is at risk of a recurrence and requires close monitoring in a fetal medicine unit, 
whereas, if the fetus is predicted to be RHD–, further care can be delivered in her local 
unit as the fetus is not at risk. NICE recommended evaluation of this technology to 
spare RhD– women carrying a RHD– fetus from exposure to anti-D (a human blood 
product), with potential savings to the NHS. Recent studies have shown that such 
testing is accurate from 11 weeks’ gestation using a high throughput methodology 
and, if implemented in the NHS in early pregnancy, will be associated with a reduction 
in anti-D administration of around 40 per cent. Further evidence suggests that this will 
be favourably received by mothers who are keen to avoid anti-D if possible. 



Analysis of cffDNA is also used to determine fetal sex in pregnancies at high risk of 
sex-linked genetic disorders. In women at risk of serious X-linked disorders, such 
as Duchenne muscular dystrophy, where definitive diagnosis informs decisions 
regarding pregnancy continuation, invasive diagnosis was reduced to 41 per cent: 
the majority of female-bearing pregnancies were able to avoid invasive testing with 
the associated risks. Early knowledge of fetal sex in pregnancies at risk of congenital 
adrenal hyperplasia reduced the invasive testing rate to 13 per cent in male-bearing 
pregnancies and reduced the requirement for dexamethasone administration. 



A detailed health economic analysis of the three-year pilot programme, involving two 
NHS laboratories, showed that compared with invasive diagnostic testing, NIPD was 
cost-neutral for fetal sex determination in these two situations. Following evaluation by 
the UKGTN, NIPD for fetal sex determination using cffDNA was approved for clinical 
use in January 2011. 



Stratified medicine also creates issues 
on the patient side, as evidenced by 
the Herceptin® debate. Media coverage 
highlighted the improved outcomes 
for breast cancer patients treated with 
Herceptin®, causing considerable demand 
for the drug and anger that it was not 
universally available. However, Herceptin® 



is only proven to be beneficial for breast 



cancer patients who are HER-2 positive – 
a clearly defined subgroup of all patients – 
and so would not provide universal benefit. 



This example provides an important 
communications lesson. In a world where 
stratified medicine and pharmacogenetics 
are more commonplace, testing will 
increasingly enable differentiation between 
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therapies, and the selection of those 
that offer the greatest efficacy for certain 
subsets of patients. In patients who are not 
in these defined subgroups, great care will 
need to be taken when relaying medical 
decisions, especially to those who might 
not have an alternative therapeutic option. 



2.6 Restating the benefits and 
recognising the costs 
The issues outlined above serve to 
underline just how much of a change 
genomic medicine will make to routine 
clinical practice and the way in which 
the NHS operates. They are by no 
means the only challenges, nor are they 
insurmountable, but they demonstrate 
the wide range of factors that need to be 
addressed on the route to mainstream 
adoption. Yet as the case studies show, the 
potential benefits of genomic medicine to 
everyday practice are immense, empowering 
GPs, helping to identify at-risk patients and 
improving treatment success rates. 



However, there is a vital aspect of this 
evolution of genomics into routine clinical 
practice that we have not yet considered: 
the economic challenge. 



Even though increased use of genetics 
and genomics in healthcare has the 
potential to reduce misdiagnosis, eliminate 
ineffective treatments and help to discharge 



patients sooner – all of which could be 
of direct financial benefit to the NHS – 
mainstreaming will come at a cost. Staff 
will need to be trained, bioinformatics 
capabilities will need to be developed, 
testing quality assured and treatment 
pathways identified. All of this will require 
investment, both in the short and long term. 



As a group, we are convinced that 
the potential of genomics merits such 
investment; we also strongly believe that 
the foundation on which this work can be 
built already exists in the NHS, and the 
UK’s industry, research community and 
universities. However, any future investment 
decisions must be made on a sound 
evidence base – not just on the strength of 
research and industrial capacity, but also 
on an appropriate assessment of health 
economics, and within a broader strategic 
framework. This forms the basis for our 
primary recommendation: 



The Government should produce a White 
Paper, or similar cross-cutting strategic 
document, which sets out overarching 
policy direction on genomic technology 
adoption in the NHS. To inform this work, 
we recommend commissioning health 
economics studies to quantify the costs 
and benefits of investing in genomic 
medicine. 



A further factor in the cost/benefit equation is the fact that the UK Government 
has identified genomics, and biomedical sciences more broadly, as a vital growth 
opportunity for the UK economy. With an internationally renowned research base, 
a strong heritage in the field and a wealth of emerging companies alongside 
established ones, the UK can justifiably claim to be one of the world leaders in 
genomic innovation. Adopting genomics in mainstream clinical practice in the NHS 
would accelerate the commercial translation and development of those innovations, 
which is clearly crucial to fulfilling the economic potential of genomics for the UK. 



31 











3. The potential impact of genomics on 
public health 



As the previous chapter demonstrates, 
the potential of genomic technologies to 
transform diagnosis and enable stratified 
medicine is immense. Yet there is a 
strong case that the greatest – and most 
economically significant – benefits of 
genomics will be seen in public health. 



The Faculty of Public Health defines public 
health as “the science and art of promoting 
and protecting health and wellbeing, 
preventing ill health and prolonging life 
through the organised efforts of society”. 
Genomic technologies are already 
contributing to this by: 
•	 enabling highly targeted and less 




invasive screening for common 

conditions – including pre-natal 

screening 




•	 improving our understanding of 
gene–environment interactions and 
the causes of common diseases – 
enabling people to change health 
behaviours to reduce their risks, and 



•	 dramatically improving the speed 
and precision of analysis of infectious 
diseases – so enabling more effective 
treatments to be developed or 
prescribed earlier and reducing the 
impact of disease outbreaks. 



In time, as the volume of available genomic 
information grows, there may also be an 
important opportunity to use it to gain new 
levels of insight about the mechanisms of 
disease for common complex diseases 
such as diabetes, cardiovascular disease 
and mental health. This will potentially allow 
more effective classification of patients into 
mechanistic disease categories, leading 
to earlier therapy to help prevent disease 
initiation or progression. 



In short, genomic technologies can 
contribute to achieving all of the outcomes 
within the draft public health outcomes 
framework, as the table below shows: 



Outcome How genomic technologies 
will help 



Domain 1 Health protection and 
resilience: protecting 
people from major health 
emergencies and serious 
harm to health 



By enabling precise molecular 
analysis of pathogens, so 
helping to identify new variants 
of highly contagious diseases 
and track outbreaks 



Domain 2 Tackling the wider 
determinants of ill health: 
addressing factors that affect 
health and wellbeing 



By building our understanding 
of gene–environment 
interactions so that we have a 
greater insight into increased 
susceptibility 
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Domain 3 Health improvement: positively 
promoting the adoption of 
‘healthy’ lifestyles 



By providing targeted 
information to those at higher 
risk of diseases, based on 
their genetic profile 



Domain 4 Prevention of ill health: 
reducing the number of people 
living with preventable ill health 



By enhancing the accuracy 
and range of screening 
programmes to allow earlier 
detection of common diseases 



Domain 5 Healthy life expectancy 
and preventable mortality: 
preventing people from dying 
prematurely. 



By enabling earlier, more 
accurate diagnosis and 
prognosis, and by helping 
clinicians to select treatments 
that a patient is more likely to 
respond to – as in the NHS 
outcomes framework. 



With the setting up of a new public health 
service in England, we believe there is now 
a unique opportunity to plan for the role that 
genomic technologies can and should play 
in all of these areas. 



3.1 Developing highly targeted and 
less invasive screening programmes 
The NHS offers a range of screening 
programmes for different conditions and 
at different life stages. These include the 
cervical cancer screening and pre-natal 
screening programmes where advances 
in genomics are already providing highly 
targeted and, frequently, less invasive 
approaches for a similar or lower cost than 
existing non-genetic methods. 



The cervical cancer screening programme 
offers women over 25 a three-yearly 
screening to check for early signs of 
cervical cancer. Women with abnormal 
test results are referred for more advanced 
testing and, if appropriate, treatment. 



Current screening relies on the identification 
of abnormal cells in a cervical sample. 
However, it is has been shown that cervical 
cancer is linked to an infection with the 
human papillomavirus (HPV). Recent 
advances in genomic technologies mean 
that when changes are found in a cell 
sample, a DNA test can now flag up the 
presence of the oncogenic subtypes of 
HPV, and so confirm the need for, and 
prioritise access to, treatment. Where the 
test does not detect HPV, an unnecessary 
medical procedure is avoided. This 
is a good example of using genomic 
technologies to analyse a viral genome 
rather than a human one – an approach that 
will be used increasingly in both medicine 
and public health. 



More refined DNA tests for high-risk 
HPV types and for other risk factors will 
identify women with the highest chance of 
developing abnormalities that may lead to 
cancer, giving them a fast track to diagnosis 
and treatment. The proof of this concept 
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has been researched in the USA as part of 
the Addressing the Need for Advanced HPV 
Diagnostics (ATHENA) trials. 



The need to improve both the sensitivity 
and specificity of cervical cancer screening 
will lead to an ever greater role for HPV DNA 
testing, over time replacing cytology as the 
first-line primary screen. A negative result 
is highly accurate, safely allowing a longer 
period between screening recalls and 
saving NHS resources. 



The screening programme is not 
compulsory and a number of women 
choose not to participate. It is hoped that 
the introduction of the HPV test will help 
these ‘hard to reach’ groups as it lends 
itself to at-home sampling, which for 
some groups may be a more acceptable 
alternative to a clinic visit. 



The overall impact of HPV DNA testing will 
be to streamline the existing successful 
screening regime, form a safety net for 
the new vaccination programme and, by 
concentrating treatment on those women 
at highest risk, make best use of health 
resources. 



This example, along with the use of cffDNA 
to support fetal testing discussed in chapter 
2, illustrates the potential of genomic testing 
to enhance existing screening programmes; 
it is possible too that genomic technologies 
will offer the opportunity to develop new 
programmes for certain conditions. 



For example, it has been shown that 
the highly penetrant BRCA1 and BRCA2 
variants are present in 3 per cent of women 
with breast cancer and 10 per cent of 
women with ovarian cancer. However, the  



frequency is higher in patients with a family 
history of breast cancer and/or ovarian 
cancer. While all women from 50 years of 
age are invited to attend breast cancer 
screening, those with a known familial 
risk of carrying a BRCA mutation are now 
offered a genetic test to see if the variants 
are present: where they are found, this 
provides important information on disease 
prognosis and informs treatment options. 



Clearly, any screening programme involves 
a number of public health concerns that go 
far beyond test performance and include 
such issues as health economics and the 
organisation and quality assurance of a 
major programme. Particular issues include 
informed choice regarding uptake and 
ongoing support for those with positive 
screening results, including false positives. 



3.2 Improving our understanding of 
how gene–environment interactions 
can affect health 
It is widely accepted that lifestyle and 
behaviour have an effect on people’s life 
expectancy. Indeed, as the public health 
White Paper Healthy Lives, Healthy People 
indicated, there is strong evidence to show 
that a change in health behaviours could 
help to avoid a substantial proportion of 
cancers, vascular dementias and over 
30 per cent of circulatory diseases.11 



Central to this is ensuring that people 
understand the health consequences of 
their lifestyle and behaviour choices so that 
they can make informed decisions about 
their own and their family’s health, wellbeing 
and care. Our growing understanding of 
gene–environment interactions, driven by 
genomic technology, can make a significant 
contribution to this. 



11 DH (2010) Healthy Lives, Healthy People: Our strategy for public health in England, White Paper 
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Gene–environment interactions refer to the 
fact that the same environmental exposures 
can have different effects on disease risk in 
people because of genetic differences. Our 
increased ability to study genomic variation 
is now making it possible to pinpoint the 
genetic factors that can lead to higher 
levels of risk. Raising awareness of these 
genetic factors – as part of public health 
programmes – will therefore help individuals 
make more informed decisions about health 
and wellbeing, although we recognise that 
it is by no means clear that knowledge will 
lead to lasting behaviour changes. 



One example of this is recent research into 
multiple sclerosis (MS). While the cause of 
MS is still unclear, it has long been believed 
that there is a link between MS and vitamin D 
deficiency. A new study has found a very 
clear link between a particular genetic variant, 
which causes reduced levels of vitamin D, 
and MS. When people inherit two copies of 
the variant in gene CYP27B1, they develop 
a genetic form of rickets – a disease caused 
by vitamin D deficiency. When they inherit 
just one copy, a particular enzyme is affected 
which leads to lower levels of vitamin D. 



The link was identified following genomic 
sequencing of families where four or more 
members had MS, and was then tested 
in 3,000 families where a child has MS 
but parents do not. Researchers found 35 
parents who carried one copy of this variant 
along with one normal copy. In every one 
of these 35 cases, the child with MS had 
inherited the mutated version of the gene 
rather than the other, normal gene. This 
provides strong evidence for the role of 
vitamin D in the development of MS, and 
builds a case for proactive public health 
measures to encourage increased 
vitamin D intake. 



Other examples include: 
•	 The discovery in Dundee of the central 



role of filaggrin in eczema, which 
focused attention on the importance of 
skin permeability to sensitising agents. 



•	 Studies which have shown that there 
are strong links between certain 
genotypes and the likelihood of 
developing severe rheumatoid arthritis 
as a result of smoking. 



•	 The retrospective conclusion that 
genetics had demonstrated the link 
between folic acid and neural tube 
defects before it was fully recognised 
epidemiologically. 



As the quantity and quality of available 
genomic information increases, further such 
links will be identified and communicated, 
via different public health channels, to 
help people to make more informed 
lifestyle choices. Further into the future, 
when it becomes cost effective to routinely 
sequence whole genomes, the focus may 
shift to providing increasingly targeted 
lifestyle information and advice at different 
life stages. 



3.3 Improving the speed and precision 
of analysis of infectious diseases 
Using microbiology to understand the exact 
pathology of infectious diseases is vital not 
only for rapid diagnosis and treatment, but 
also for infection control. When a disease 
presents a wider threat, either because of 
its ability to spread or to resist standard 
treatment, microbiology assumes a public 
health role. 



Traditionally, identification of an exact 
variant or resistant strain involved in an 
outbreak has required either growing 
the organism, or using chemical and 



35 











Building on our inheritance: genomic technology in healthcare 



immunological methods. However, these 
methods take time, which in the context of 
an outbreak can be a significant issue. 



Genomic analysis, and in particular whole 
genome sequencing, of pathogens has 
the potential to remove these limitations. 
It is a single method that will yield all of the 
information that can currently be provided 
by all traditional methods together, and 
promises to be possible in near real time. 
Sequencing will allow unprecedented 
levels of precision in the comparison of 
isolates in putative outbreaks and chains 
of transmission, locally, nationally and 
globally, as well as identification of antibiotic 
resistance and virulence markers. In short, 
once it is available at an affordable cost, 
whole genome sequencing will offer a 
universally applicable typing methodology 
that will replace the majority of systems 
currently used for clinical and public health 
investigation of infection. 



At present, we are in a state of transition, 
where the application of genome 
sequencing to the investigation of infectious 
diseases is at the translational stage. The 
ease with which genomic sequencing 
can be applied to investigation of disease 
varies with the type of pathogen involved. 
For certain diseases, such as tuberculosis, 
where the genomes of the infecting 
organisms change slowly at a predictable 
rate, there is already evidence that whole 
genome sequencing could be applied 
as a standard typing method nationally 
(or even globally) in the near future in a 
way that would surpass information on 
outbreaks and transmission obtained via 
current methods (see case study). For other 
organisms whose genomes vary within the 
course of a single infection, or where there 
may be carriage of multiple genomic variants, 
interpretation of results is less simple. 



However, whole genomic sequencing is 
already yielding results in the investigation 
of transmission of Mycobacterium 
tuberculosis, Clostridium difficile and 
Staphylococcus aureus. It has proved 
particularly powerful in tracking hospital 
acquired infections and providing guidance 
of managing episodes in hospital settings. 



It is important to underline here that 
microbial genomes are many times smaller 
than the human genome and, given the 
current rate of decrease in sequencing 
costs, it is realistic to expect that within a 
few years the cost of sequencing a bacterial 
genome will approach that of current routine 
laboratory tests for identification. This 
suggests that sequencing should become 
the routine method for identification in hub 
microbiology laboratories in the fairly near 
future, and indeed translational research 
is under way, funded through the UK 
Clinical Research Collaboration (UKCRC), 
the National Institute for Health Research 
(NIHR) and the Wellcome Trust, that will 
make whole genome sequencing of 
microbes user-ready for the public health 
management of infectious diseases. This 
work is closely supported by the Health 
Protection Agency (HPA), which is set to 
become part of Public Health England 
(PHE). 



It will be possible to use the results in-house 
for clinical management and infection 
control, while innovative approaches that 
combine genomic data with clinical data 
from hospital and primary healthcare record 
systems will allow public health practitioners 
to detect, track and respond to new strains 
of pathogens, upsurges in infection and 
outbreaks in near real time and at a local, 
national or international level. 
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Case study: Using genomic technology to investigate outbreaks of tuberculosis 
Whole genome sequencing has now been used to investigate tuberculosis 
outbreaks in Canada and, as part of a UKCRC-funded programme (Modernising 
Medical Microbiology), in England. Tuberculosis is a particularly suitable infectious 
disease for developing whole genome sequencing approaches, because of both 
the large amount of existing epidemiological and microbiological data on previous 
outbreaks and the nature of the disease, which evolves slowly and predictably. The 
findings from sequencing results were compared with traditional epidemiological 
and microbiological methods, in particular variable number tandem repeat (VNTR) 
characterisation. Whole genome sequencing unambiguously showed that: 



•	 cases from different towns, not suspected as being linked, were part of the 
same outbreak 



•	 cases linked by social and geographical history represented more than a 
single outbreak 



•	 the source or ‘super spreader’ in an outbreak could be inferred from genetic 
differences between isolates, and 



•	 some cases had been incorrectly assigned by VNTR. 



In other words, whole genome sequencing proved more sensitive and specific than 
currently used typing methods and offered unique insights into the epidemiology 
of tuberculosis. On the strength of current evidence, it seems that it will not be long 
before we see the implementation of whole genome sequencing as the standard 
method for investigating the transmission of tuberculosis. 



3.4 Informing health planning and the 	
new public health service	 
In addition to the specific uses of genomics 
to support health protection, there is 
reason to expect genomic information 
will play an increasingly important role 
in the strategic planning of public health 
services. The underlying goal in this is to 
provide effective, cost-effective, high quality, 
equitable service provision to an entire 
population. 



As set out at the start of this chapter, these 
various potential – and current – uses of 
genomics add up to a compelling case 
for genomics to be high on the agenda as 
the new public health service in England 
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develops. The Government has declared 
its intention to adopt an evidence-based 
approach to public health, and genomics
will be a vital source of information
within this.



Already it is clear that the new PHE will
integrate and incorporate a number
of current public health related bodies
such as the HPA, the public health 
observatories and cancer registries. One
of its responsibilities will be to provide 
specialist and reference microbiology
functions, which have previously been
the responsibility of the HPA. In reviewing 
how these functions are delivered, we
would hope that PHE takes account of our
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recommended service delivery structure for 
genetics and genomics, and in particular 
the role of the Biomedical Diagnostic Hubs. 



The HPA in particular brings with it 
an expertise in the use of genomic 
technologies and analysis that will be an 
important foundation for the future of PHE 
and the public health community more 
generally. For example, over the past eight 
years, the HPA has developed a significant 
bioinformatics capacity with core staff, 
grant-funded staff and PhD students. 
This capability has not only supported the 
HPA’s own genomic analysis (e.g. of viral 
outbreaks) but has also provided training in 
the field. It is one example of a specific and 
important function which will be inherited 
by PHE, which we can hope will be nurtured 
within the new organisational structure. 



It has also been announced that PHE will 
be responsible for ensuring the provision 
of services for emergency preparedness 
and health protection, and that it will fund 
those services that contribute to health and 
wellbeing primarily by prevention rather than 
treatment aimed at cure. Clearly, there is a 
significant role here for genomics. 



At the local level, public health will be 
driven by local authority-based Directors of 
Public Health. We believe it is essential that 
these directors understand the potential of 
genomic technology for public health – an 
issue we return to in chapter 7. Currently, 
genomics is rarely seen as a priority within 
local public health provision and planning, 
but, as illustrated above, there are many 
potential applications of genomic science 
to improve public health. 



We believe that there needs to be a more 
comprehensive engagement with genomic 
technologies from within the public health 
profession. In particular, the Chief Medical 
Officer England and her colleagues in 
the devolved administrations should be 
asked to ensure UK-wide co-ordination  
and consistency for the role of genomic 
science in the public health practice of 
the 21st century. 



It is also clear that the links between 
public health and NHS services must be 
protected, and that public health specialists 
are given the opportunity to provide input 
to and influence NHS commissioning and 
service planning at local level, reflecting 
the fact that public health will be part of the 
NHSCB’s mandate. 



The importance of this can be simply 
summarised by returning to the five 
domains of the proposed public health 
outcomes framework, shown at the start 
of this chapter. In all five, the potential of 
genomic technology is significant. It is 
therefore vital that genomics is ‘built in’ to 
the ongoing development of public health in 
England if its benefits are to be realised. 
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4. Translating genomic innovation to establish clinical 
validity and utility 



With the development of automated DNA 
sequencing techniques in the 1990s, 
genomic research as we know it today 
became possible. The many millions of 
items of data that make up a genome 
sequence could be processed at ever 
increasing speed and accuracy, leading  
to the publication of the first complete 
human genome sequence in 2000, with 
the UK a leading contributor in this 
international effort. 



4.1 The development of the 
reference genome 
Since then, developments have followed at 
breakneck speed. Further genomes have 
been sequenced, at a lower cost each time, 
building up a more comprehensive picture 
of genomic variation. There are a growing 
number of international databases that hold 
this ‘raw’ genomic information, including 
the European Bioinformatics Institute 
(EBI) in the UK, the National Center for 
Biotechnology Information in the USA and 
the DNA Data Bank of Japan. The quantity 
of data held in these databases is currently 
doubling roughly every six months. 



The scientific community has now 
embarked on the ‘1000 Genomes’ project – 
an international collaborative project 
involving the Wellcome Trust Sanger 
Institute – which will feed into globally 
co-ordinated efforts to build a core of 
information, available to researchers across 
the world, on which to base genomic 
analysis. 



Many different databases have been 
created to store genomic and genetic data. 
Initially these were often locus specific, 
but in recognition of the value to research 
of having a comprehensive database, a 
succession of projects have now begun to 
integrate data and move towards a shared 



repository of genotypic and phenotypic 
variation. The Human Variome Project (HVP) 
was launched in 2006 as an international 
attempt: it has now been endorsed by 
UNESCO and is negotiating to gain 
World Health Organization recognition. 
The Chinese Government has recently 
pledged $300 million to the HVP and 
wishes to support up to 5,000 gene-specific 
databases. 



A similar initiative, MutaDATABASE, has 
been developed in Belgium with a plan to 
create an open source database and to 
develop an affordable reporting software 
tool, which will be available for purchase. 
Several major US commercial laboratories 
have begun to contribute diagnostic 
molecular data to MutaDATABASE. 



The International Cancer Genome 
Consortium is mapping and collating data 
about cancer genomes from across the 
world. Cancer Research UK is leading on 
prostate and oesophageal cancers. 



Work is under way, funded by the 
Collaborative Group on Genetics in 
Healthcare, to help integrate these efforts 
as well as other European initiatives 
such as Orphanet, an online summary 
of information about genetic diseases 
led from France; the European Union 
Committee of Experts on Rare Diseases; 
and the RareDiseasePlatform. As a proof 
of principle, active databases include the 
Cystic Fibrosis Mutation Database (CFTR1) 
and the InSiGHT (International Society 
for Gastrointestinal Hereditary Tumours) 
database, which now has an international 
committee evaluating variants of uncertain 
significance: both of these are recognised 
by the HVP and MutaDATABASE. 
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Understanding the gap between academic findings and clinical usage 
Even with the work mentioned above, the compilation of such databases will not 
lead to a finite list of variants. As can be seen in recent findings from the University of 
Nijmegen, instead of being explained by traditional inheritance, many developmental 
disorders may be the result of spontaneous genetic mutations. The research suggests 
that some 60 per cent of severe learning disabilities can be explained by specific 
spontaneous genetic variants defined by whole genome sequencing.12 Clearly, the 
potential significance of this is considerable, but much further research is needed 
before these findings can be used within clinical care. Research at Nijmegen, and 
elsewhere, is already under way on this process. 



In the UK, the Human Gene Mutation 
Database developed at Cardiff University 
and operated by BIOBASE Ltd captures 
published variation. To support the 
diagnostic process in UK genetic testing 
laboratories and to improve the quality 
and consistency of diagnoses, NHS 
laboratories submit data on clinically 
significant mutations to the Diagnostic 
Mutation Database operated by the 
National Genetics Reference Laboratory in 
Manchester. In the future, it will be important 
that the NHS has access to a database 
containing clinically validated variant data. 



It is clear that the international interest in 
the development of the reference genome 
is extremely high. Given this, it is beyond 
question that it is in the UK’s interest to 
maintain its close working relationships 
with these initiatives to ensure that we get 
maximum benefit from their development. 



4.2 From genotype to phenotype 
A core reference genome provides the 
essential context for identifying genetic 
variation. But for information about variation 
to have medical value, the effects of each 
variation need to be understood too. This 



is known as phenotyping, and refers to the 
descriptive characteristics of a disease; 
that is, what the patient might suffer from 
in clinical terms. Such phenotyping might 
be simply the description of the disease, 
or might include radiological, physiological 
or pathological descriptions relevant to the 
patient. It also seeks to answer questions 
such as how does a specific gene variant 
‘behave’? Can the possession of a certain 
genetic pattern be clearly and repeatedly 
linked with increased susceptibility to a 
disease or reduced response to a therapy? 
Does a molecular difference between two 
variants of the same virus change the 
severity of symptoms, or make it resistant 
to a particular treatment? 



This is a field where the volume of 
knowledge is set to grow exponentially.  
For every genetic variant, there may be 
many different clinically significant effects 
(or indeed, in some cases, there could be 
none at all), identified over a number of 
years and in many different studies. 



Two approaches to creating a rich 
phenotyped database, alongside genetic 
information, are being pursued in the UK 



12 Vissers LE, de Ligt J, Gilissen C et al (2010) A de novo paradigm for mental retardation. Nature Genetics 42(12):1109–12 
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at present. UK Biobank holds data on a 
large population of individuals who have 
been phenotyped and are being followed 
for disease events. Their DNA is available 
for analysis and will create new insights into 
the relationship between genetic variants 
and phenotypes. Similarly, two established 
bioresources, the Oxford BioBank and the 
Cambridge BioResource, have collected 
DNA from large numbers of individuals, 
and these individuals are available 
to be selected for further phenotypic 
characterisation based on their genotypes. 
This allows detailed studies to be carried 
out to establish the links between genes 
and phenotypes. 



This entire area needs close scrutiny. A link 
observed in one study may not be apparent 
in another. Even when a link appears to be 
clear between a certain genetic variation 
and a commonly observed effect, there is 
no guarantee that the variation is the cause 
of that effect. 



4.3 Establishing clinical validity 
The clinical validity of a genetic test is a 
measure of how well the test predicts the 
presence or absence of the phenotype, 
clinical disease or predisposition. An 
important way of validating the link between 
a particular genetic variant and a disease 
is to find out whether other people with 
the same variant have the same disease. 



Furthermore, it is important to establish 
the prevalence and strength of the variant– 
disease association in a given population. 



This is by no means a unique challenge for 
genomics: instead, it is a case of applying 
the same rigorous standards used in 
other areas of medicine to a new field. 
The challenge, however, is that unlike more 
established disciplines, the process for 
testing validity relies on technology and 
information that is itself evolving at speed. 



Even with single-gene disorders, a 
number of different values will need to be 
determined to establish clinical validity. 
The evaluation will be more complex 
if the disease is linked to a number of 
different genes, as much more information 
needs to be analysed and many more 
secondary questions may emerge. The 
sequencing and testing technologies being 
developed today are better equipped 
to do this, but these ‘next generation 
sequencing’ technologies themselves are 
in development (see box on the next page). 
What’s more, there remains the practical 
challenge of having sufficient genomic data, 
of sufficient quality, to test against. Once 
a gene variant is seen in a certain number 
of cases, it becomes a valid thesis, but 
clinical validity – and the decision to invest 
in making the test widely available – will 
require much more evidence. 
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Next generation sequencing 
Next generation sequencing is an umbrella term for a range of sequencing 
technologies that reduce the time and cost of DNA sequencing while increasing 
accuracy, compared with the original method known as Sanger sequencing.  
These new technologies are characterised by the ability to sequence huge numbers 
of fragments simultaneously. For example, the development of methodologies 
associated with massively parallel sequencing starts by immobilising template DNA 
molecules on a glass surface, rather than analysing DNA in a liquid state. This means 
that millions of target molecules can be sequenced in parallel (i.e. at the same time). 



Currently there are three main next generation sequencing technologies: reversible 
termination, pyrosequencing and ligation. At present it is not clear which, if any, of 
these will ultimately be appropriate or effective for medical use, nor which will be the 
cheapest or most accurate for routine use. It may well be the case that more than 
one becomes widely used: if this happens, it will be essential that standards are put 
in place so that the sequence data that is generated can be read and used centrally, 
rather than having different databases for the data generated by each sequencing 
technology. 



For a full description of how these different sequencing technologies work, along 
with a comparative analysis of their respective benefits, refer to the recent PHG 
Foundation report, Next Steps in the Sequence. 13 There is also a range of even newer 
approaches to sequencing, using nanotechnology for example, which are also 
detailed in the report. 



4.4 Establishing clinical utility	 
Having established a valid relationship 
between the test for a variant, or other 
biomarker, and disease, it is also necessary 
to show that the test is clinically useful – 
that is, it will inform patient management 
and result in an improved clinical outcome. 



In some cases, this will be relatively 
straightforward, as the test will confirm 
the precise diagnosis, thereby allowing 
for focused treatment and care. In other 
cases, however, the utility may be less 
certain: it may be just as effective or useful 
to diagnose without genetic confirmation, 
for example; or it may be that the diagnosis 



will not lead to any differences in treatment, 
if there is no particular therapeutic pathway
available.



It is clear that a rigorous assessment
of both clinical validity and utility is an
important requirement for effective
commissioning. 



This work should be integrated with
international efforts intended to develop
international standard reference databases
for clinically significant changes in all
human genes.



13 PHG Foundation (2011) Next Steps in the Sequence 
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4.5 Building on existing evaluation 
processes 
Since 2002, the UKGTN – a collaborative 
group of genetic testing laboratories, 
clinicians and commissioners, and patient 
support groups – has been responsible for 
the evaluation of all new tests for single-
gene disorders. The UKGTN aims to ensure 
the provision of high quality equitable 
genetic testing services across the UK. 
It evaluates the analytical validity and 
clinical validity and utility of tests through 
a standardised ‘gene dossier’ process, 
providing the necessary quality assurance 
around the testing process. Once a new 
test has been evaluated for use in the 
NHS, recommendations are made to NHS 
commissioners. 



The gene dossier process has been used 
to provide a solid evidence base for the 
introduction of more than 600 tests for 
single-gene disorders into the NHS. These 
are now widely available across England, 
although local differences in provision of 
testing exist. These are a result of variation 
in the implementation and commissioning 
process, rather than the effectiveness of 
the evaluation system. The role that the 
UKGTN has played to date in advising the 
NHS is an example of a quality assurance 
framework that has delivered considerable 
benefit. For the future, the NHSCB should 
consider developing further the work of the 
UKGTN as a possible way to measure the 
clinical validity and utility of new markers 
and tests. 



In March 2011, the UKGTN published 
its report, Review of Commissioning 
Arrangements for Genetic Services and 
Strategic Recommendations.14 We see merit 



in the UKGTN’s report and agree with many 
of its conclusions. 



Another organisation with the potential to 
play a key role in the clinical evaluation of 
new tests is NICE, under its Diagnostics 
Assessment Programme (DAP). The DAP 
aims to support the NHS in adopting 
clinically and cost-effective technologies 
more rapidly and consistently. Now fully 
established, it is well positioned to evaluate 
new tests, and its role in providing a 
methodology for the evaluation of tests 
that are likely to have high clinical value, 
together with significant cost benefits for the 
NHS, should be considered by the NHSCB. 



We welcome the actions outlined in 
Innovation, Health and Wealth15 which focus 
on supporting prompt implementation 
of NICE guidance. This will be essential 
in ensuring that once tests are approved, 
they are made available equitably across 
the NHS. 



However, the approaches historically used 
by NICE for the evaluation of therapeutics – 
in particular, the measurement of quality-
adjusted life years (QALY) – may not 
be so appropriate to all of the potential 
applications of genomic technology. For 
example, testing parents and children 
in families where one child has a severe 
learning disability might reveal important 
information to inform and help reproductive 
decision-making; it might also save health 
services the time and resources that would 
be spent on non-genetic testing. Neither 
of these benefits can be measured in 
QALY terms. Many existing genetic tests 
deliver benefits ‘downstream’; for example, 
diagnoses of single-gene diseases may 



14 UKGTN (2011) Review of Commissioning Arrangements for Genetic Services and Strategic Recommendations 
15 Department of Health (2011) Innovation, Health and Wealth: Accelerating adoption and diffusion in the NHS 
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help with initial treatment, but equally 
importantly they can influence future 
treatment decisions and potentially avoid 
the most severe symptoms developing: 
again, these are not necessarily measurable 
via QALY. 



Similarly, professional bodies of specific 
clinical specialists, including the Royal 
Colleges but also smaller, more specialised 
organisations, should be involved in 
providing advice on defining the core 
evaluation process. Leading research 
bodies such as NIHR, the MRC, Cancer 
Research UK and the Wellcome Trust 
should also be consulted. 



A further crucial component in the 
process may be Genomic Technology 
Centres which, as we explain in chapter 5, 
we believe should be a key part of the 
infrastructure for enabling the NHS to make 
use of genomic medicine. These centres 
would bring together clinical, academic, 
scientific and bioinformatics specialists and 
so would be an obvious asset in evaluating 
both validity and utility; they would also be 
essential to the process of translational 
research – helping to define how genomic 
innovations are used and adopted in a 
clinical setting. 



Together, these different organisations will 
all be able to contribute to the evaluation 
and demonstration of clinical validity and 
utility; however, rather than continuing 
to operate multiple different systems for 
evaluation, the goal must be to achieve 
a single, consistent and robust process. 



4.6 Setting rigorous quality standards 
Once a test or technology has 
demonstrated its clinical validity and utility 
and been approved by NICE, the UKGTN  



or another relevant authority, we would hope 
that it would be quickly made available 
across the NHS and that – in line with 
Innovation, Health and Wealth16 – it would be 
quickly adopted. 



However, it is imperative that rapid adoption 
does not come at the expense of quality. 
If tests are not conducted correctly, the 
risks of inaccuracy are high. This is hugely 
damaging not only to patients but also 
to public confidence in the entire field of 
genomics. To avoid these risks, we believe 
it is essential that the NHSCB puts in place 
rigorous quality standards that any potential 
provider of testing must meet. These 
standards should look at the way tests are 
conducted, DNA samples are managed 
and data is analysed, stored and shared. 



4.7 Continuing to invest in and 
support research 
Clearly, funding to enable research to 
develop the evidence to discover and 
implement pharmacogenetic biomarkers 
remains important. The recent initiatives 
led by the TSB and Cancer Research UK 
are a start, and we welcome the further 
£130 million funding for stratified medicine, 
announced in the Government’s Strategy 
for UK Life Sciences,17 building on current 
investments by the TSB and the MRC. 
However, more will be needed in order  
for the UK to retain its international lead 
in this area. 



Many of the most significant developments 
in the use of genetics in the NHS came 
about as either direct or indirect results 
of government investment following the 
2003 Genetics White Paper. Moreover, 
NIHR’s Biomedical Research Centres 
and Biomedical Research Units are also 
leaders in scientific translation: the latter 



16 Department of Health (2011) Innovation, Health and Wealth: Accelerating adoption and diffusion in the NHS 
17 Department for Business, Innovation and Skills (2011) Strategy for UK Life Sciences 
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in particular have focused successfully 
on translating research in priority areas of 
high disease burden and clinical need that 
were historically under-represented, such 
as cardiovascular disease, dementia and 
gastrointestinal disease. 



The process of translating leading-edge 
research and innovation into mainstream 
medicine will require adequate funding 
and a commitment to supporting 
research – for example, by reducing the 
bureaucracy involved in setting up research 
programmes. These, and other measures, 
will be essential in order to accelerate the 
transition and adoption of new technologies 
and testing methods. 
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Our vision for the use of genomics in the 
NHS makes it clear that cost-effective and  
straightforward processes need to be in 
place for requesting and conducting tests. 
As an integral part of our first year’s work 
plan, we therefore created a Service 
Development Working Group, which was 
tasked with making recommendations 
about how genomic information and 
advanced clinical genetic testing could best 
be used, and the kinds of processes and 
structures that would be needed. This 
chapter focuses on those recommendations. 



5.1 Guiding principles 
In the chapters to date, we have made it 
clear that we believe genomic medicine 
will revolutionise the UK health system. 
However, in defining how we believe 
genomics should best be delivered, we 
are convinced that existing structures and 
processes should be used where possible: 
recapitalisation should not be the default 
option and we will not deliver an effective 
service by simply ensuring that everyone 
owns the most recent hi-tech ‘kit’. 



Instead, the primary challenge must be 
better identifying the most effective ways to 
incorporate genomic medicine into existing 
clinical pathways and programmes. This will 
allow services to be expanded quicker, and 
respond to the need for improved testing 
processes. 



Any proposed infrastructure needs to be 
able to cope not only with genomics as it is 
today, but also with the future demands, as 
technology advances, the number of tests 
increases and ultimately techniques such 
as near-patient testing in primary care and 
outpatient settings become possible. The 
key assumption is that technology will be 
continuously developed and changed to 



improve accuracy, speed and cost, and that 
the science of genetics will provide a steady 
flow of new actionable information that will 
be used in all branches of medicine. 



Finally and crucially, the infrastructure 
should be designed to deliver the desired 
outcomes – consistent and quality-assured 
clinical and molecular testing in the NHS 
with equity of access to services, where 
appropriate, to improve patient care – 
without putting unnecessary strain on the 
healthcare system. 



5.2 The service delivery infrastructure 
Currently, the majority of NHS genetics 
services are delivered by a network of 
Regional Genetics Centres that not only 
conduct testing – mostly for inherited 
diseases – but also offer genetic risk 
assessment, genetic diagnosis and 
counselling. They are multidisciplinary, 
with scientific and medical staff working 
alongside counsellors and data handling 
specialists, and typically serve a regional 
population of 2–5 million people. These 
services are mainly directed at supporting 
the specialty of Clinical Genetics, so 
will need reconfiguration if they are to 
provide services across a wide range 
of medical disciplines, such as cancer 
and microbiology. 



In addition, some testing for inherited 
diseases takes place in other laboratories 
in pathology, such as biochemistry and 
haematology (haemoglobinopathies and 
thrombophilia). These laboratories generally 
offer both DNA and non-DNA based testing 
around a specific subject. They are also 
more likely than Regional Genetics Centres 
to provide testing for acquired genetic 
mutations (such as cancers). 
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While the majority of these services 
provide high quality services, concerns 
have been raised both inside government, 
highlighted in the House of Lords report,18 



and externally that testing services can 
vary considerably in quality. Some centres 
are still using outdated technology that 
does not produce the most informative 
data; some also lack access to technology 
development and evaluation, as provided 
by strong academic and translational 
groups. The expected expansion of 
genomics in medicine is likely to exacerbate 
these issues, and to underline the fact 
that current structures may not have the 
capability to meet new needs. 



It is apparent that a transformation will 
be required in the relationship between 
specialist clinical and laboratory genetic 
services and the relevant clinical specialties. 
It is proposed that the former will move 
increasingly into a leadership and expert 
support role across many diseases and that 
the clinical specialties will take responsibility 
for diagnosing and managing specific 
inherited diseases. A recent report from the 
PHG Foundation, Genetics and Mainstream 
Medicine,19 provides a more detailed 
consideration of how this might work. 
Moreover, as genetic testing increasingly 
forms part of routine medical practice, the 
development of capabilities in genomics 
(and the support that specialists in clinical 
and laboratory genetic services can 
provide) will be increasingly important. 



Pathology services are also in need of 
organisational change. The Carter Report20 



proposed significant improvements in 
cost-effectiveness and quality through 
consolidation, and the advent of genomics – 
with its requirement for specialised 
equipment – makes this case even 



stronger. There is now an increasing need 
for highly specialised centres to undertake 
more sophisticated testing supported 
by expertise in immunohistochemistry, 
genomic testing and classical 
histopathology. It is clear that the centres 
most capable of achieving specialised 
testing are ones with both pathology and 
genomics capabilities, linked to technology 
development and translational research 
capabilities funded by NIHR. 



In devising a service delivery infrastructure, 
we have sought to address these 
different issues so that genetics and 
genomics services can be made available 
equitably and at speed. As per our 
recommendation 4, we believe that the 
most effective way forward will be to 
develop current service delivery models 
into a network consisting of Genomic 
Technology Centres, Biomedical 
Diagnostic Hubs and Regional Genetics 
Centres. A small number of specialist 
Genomic Technology Centres would 
translate research knowledge into service 
protocols that the NHS can adopt. 
Biomedical Diagnostic Hubs would deliver 
the diagnostics services, at a scale that 
allows high quality and affordable testing. 
Regional Genetics Centres would then 
provide the link to patients with familial 
disease, initially directly diagnosing 
and managing patients but eventually 
supporting clinicians in the relevant 
specialty as outlined above. 



This network model is similar to that now 
being implemented for pathology services 
within the NHS. It offers the vital benefits 
of consolidating both expertise and 
technology, to make services more efficient, 
productive and effective – essential given 
the anticipated surge in demand. 



18 House of Lords Science and Technology Committee (2009) Genomic Medicine – Volume 1: Report 2nd Report of Session 2008–09 
19 PHG Foundation (2011) Genetics and Mainstream Medicine: Service development and integration 
20 Lord Carter of Coles (Chair) (2006) Report of the Review of NHS Pathology Services in England 
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•	 Genomic Technology Centres 
would operate as specialist centres 
of excellence with a focus on the 
interface between translational 
research and service innovation in 
genomic services. They would bring 
together clinical, academic, scientific 
and bioinformatics specialists to 
translate cutting-edge research 
in a collaborative and inclusive 
manner to ensure the participation of 
specialist expertise and promote the 
adoption and spread of research and 
innovation. They would play a key role 
in evaluating new markers for cost 
and clinical effectiveness. They could 
specialise in specific disciplines, e.g. 
biomedical informatics, as part of their 
centre of excellence remit, operating 
as a knowledge development 
and dissemination service for the 
Biomedical Diagnostic Hubs and 
Regional Genetics Centres. A key 
requirement is that these organisations 
are designated as Genomic 
Technology Centres through open 
competition against a specification, 
and commissioning would be through 
the NHSCB. 



•	 Biomedical Diagnostic Hubs with a 
strong integrated molecular capability 
should be developed to incorporate 
all current laboratory-based diagnostic 
services in pathology and genetics 
(inherited and acquired diseases). 
They are likely to be regional/network 
hubs of significant scale, and are 
emerging from the national Pathology 
Transformation Programme. A possible 
model for them can be seen in Cancer 
Research UK’s Stratified Medicine 
Programme, which has defined 
the role of the hub as delivering a 
rapid, comprehensive, high quality 



screen of tumour biomarkers to 
inform management of all newly 
diagnosed cancer patients. These 
hubs would operate as the essential 
interface between the clinician and the 
pathologist for rapid and appropriate 
testing, particularly where 
co-ordination of sample processing 
and analysis is crucial. The exact 
number of such laboratories and the 
scope of testing to be undertaken 
requires further development but 
is likely to include high throughput 
analysis, frequently requested 
biomarkers and, for example, 
molecular tests for microbiology, 
virology and haematology. 



•	 Regional Genetics Centres will 
continue to have an important role in 
the diagnosis of inherited disorders 
and the management of familial 
aspects of disease. They will continue 
to provide a key interface with patients 
with genetic disease. Clinical Genetics 
services will have an expanded role, in 
partnership with specialist clinicians, 
to provide genetic expertise as 
genetic services are expanded and 
embedded in clinical pathways. As 
clinicians in other specialties become 
more proficient and the number 
and range of specialties involved 
continues to expand, it is envisaged 
that the relationship between 
Regional Genetics Centres and other 
specialties will evolve to one which 
provides leadership, expert support 
and mentoring, and management 
of particular family issues such as 
reproductive counselling. Although 
these centres are unlikely to be 
responsible for all forms of expensive 
genome-wide testing, they will need 
at all times to have access to the 
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sequence data and analysis on their 
patient populations. This would not 
necessarily require data stored locally: 
patient sequence data could be 
stored securely in a national database, 
making it accessible to the centres 
but also to the patient’s physician 
or GP. Such evolution will be vital to 
ensure provision of equitable high 
quality specialist services for heritable 
disorders across the UK, including the 
provision of support for genetic testing. 



The exact number of each of these 
organisations will depend on capacity, 
demand and function, and further analysis 
is required. However, we believe that it 
is unrealistic and uneconomic to argue 
that all the Regional Genetics Centre 
laboratories will be able to capitalise and 
re-capitalise with the new generation of 
genomic platforms. Although some may 
be designated as Genomic Technology 
Centres, it is suggested that those 
laboratories not designated are associated 
with Biomedical Diagnostic Hubs where 
possible, to maintain and make use of 
their expertise. 



Service reconfiguration to support 
diagnostics and therapeutic decision-
making is already happening in other 
comparable countries. France’s Institut 
National du Cancer initiative, a national 
network of molecular genetics platforms, 
has been set up to provide analysis of 
molecular biomarkers. It now offers a 
free testing service to all cancer patients, 
regardless of referring institution (public 
or private). At the request of the patient’s 
oncologist, the pathology sample and 
clinical notes are sent to regional ‘platforms’ 
for screening and analysis. A platform 
consists of a number of individual labs, so 



that patients can benefit from all available 
testing techniques for their pathology. The 
regional network and funding system avoids 
a postcode lottery, enables patient access 
to the tests, and gives more rapid results 
(within two weeks). In the case of rare 
markers, specimens may be sent to another 
regional platform for specific analysis. 
The initiative is now developing research 
data capture and quality assurance 
mechanisms. 



5.3 Commissioning tests 
A central element of the service delivery 
process is setting out how genomic and 
genetic tests will be commissioned. In 
chapter 4, we focused on the need for 
tests to reach required standards of clinical 
validity and utility. In this section, we look 
at the next stage: the ‘approval’ of clinically 
valid tests for use within the NHS, and how 
such tests are actually requested on a 
day-to-day basis. 



In making recommendations about the 
future commissioning of genomic or 
genetic services there would appear to 
be, at its most basic, a choice between 
leaving it to the market or putting in place 
processes which will ensure a more 
controlled introduction of new services. 
Any recommendation on commissioning 
genetics services must conform to NHS 
commissioning structures. 



As set out in our recommendation 3, we 
believe that the NHSCB should take a 
lead in the commissioning of genetic 
and genomic services through NHS 
commissioning structures, with the aim 
of ensuring that high quality, standardised 
genetic and genomic testing is available 
across the NHS. This should include 
oversight of devolved commissioning 



51 











Building on our inheritance: genomic technology in healthcare 



structures, be they regional, sub-regional or 
local clinical commissioning groups; given 
the complexity and novelty of genomics, 
we believe that it will need to play a pivotal 
role, particularly in the next few years, 
in the translation of genomic medicine into 
routine practice. 



Specifically, we recommend that a 
member of the NHSCB should be 
charged with the overall responsibility 
for genetics and genomic services and 
the adoption of genomic technology in 
the NHS. The role should be supported by 
appropriate expert advice (ideally an expert 
advisory board) to enable current services 
to be built upon and improved and to make 
recommendations on how innovation in 
research and technology can be adopted 
more quickly and spread more easily 
across the NHS. 



Currently, a range of medical genetics 
services are contained within the 
Specialised Services National Definitions 
Set, and are the only specialised service 
commissioned by all four NHSCB 
commissioning clusters (formerly 
Specialised Commissioning Groups) in 
England. We believe that this should now 
become the responsibility of the NHSCB, 
and the services within the set should be 
expanded to include appropriate special 
pathology tests, including infectious 
diseases and cancer and new markers/ 
tests when necessary. By doing this, it 
will be possible for these services to be 
commissioned against an agreed set of 
quality standards. This will also help with 
equity of delivery. This approach fits with 
changes in fast-growing somatic mutation 
testing technologies, for example in cancer 
molecular pathology, where stakeholder 



groups are recommending centralised 
commissioning to address the access and 
quality issues that have been identified. 



However, when it comes to requesting 
an individual test, or panel of tests (as 
opposed to commissioning the service), 
different rules should apply: 
•	 high volume tests and routine 



pathology tests should be requested 
locally, and 



•	 specialist pathology tests should be 
requested through the NHSCB. 



This approach will ensure that the NHSCB 
is not a bottleneck to accessing tests, and 
that clinicians can request a test quickly 
and easily to support diagnosis or inform 
therapeutic decisions. When it comes to 
more specialist tests, of which individual 
clinicians or local commissioners may have 
little knowledge, centralised commissioning 
will ensure that tests are used in the correct 
circumstances. 



Decisions may also be required on what 
will merit a whole genome analysis. Some 
conditions will need this de novo each time, 
but in other situations, where only a handful 
of separate tests are being proposed, 
whole genome sequencing could still be the 
most valid option – not least because, once 
done, it provides a wealth of information 
that could inform care of that individual in 
the future. 



The definition of what is ‘specialist’ and 
what is ‘routine’, and the split between 
local and national commissioning, will 
need further consideration. As the role and 
function of the NHSCB become finalised, 
a detailed analysis should be carried 
out, involving appropriate authorities and 
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stakeholders, to ensure that there is clarity 
over the respective responsibilities and 
that any possible barriers or silo working 
practices are addressed. 



We would therefore recommend that, as 
part of its lead role in the commissioning 
of genetic and genomic services, the 
NHSCB should: 
•	 develop, in collaboration with 



commissioners, UKGTN and NICE 
a robust process for the evaluation 
of clinical validity and utility of all 
genetic and genomic tests and 
markers and set minimum national 
quality standards, and 



•	 ensure that NICE Diagnostics 
assess the validity, utility and quality 
of all new molecular tests, e.g. for 
cancer, with input from all relevant 
specialties including pathology. 



5.4 Paying for tests 
One vital question for the NHS as a whole 
is how the costs of tests should be met: 
should they be funded centrally, as part of a 
resource available to all, or should the cost 
be part of the diagnostic care pathway? 
Our view is that, given the potential volume 
of tests that could be requested, the limits 
on testing capacity and the need to avoid 
unnecessary testing, the cost of genetics 
diagnostics should be included in the 
clinical specialty pathway – irrespective 
of the clinical setting in which the patient 
or their family members are seen – and 
should include both the rare and common 
Mendelian disorders. 



This will ensure that genetic testing is 
used where it offers advantages over other 
diagnostic methods, but not simply as a 
matter of course in all diagnoses. Care 



pathways that are already developed 
for common disorders may need to be 
updated to include genomic tests as 
appropriate. However, for this process to 
work effectively, it is essential that costs are 
transparent, so that commissioners can 
make appropriate decisions about the 
tests they use. This is why we recommend 
that the NHSCB should develop national 
tariffs for genetics and specialised 
pathology testing. 



Having such tariffs will help to provide 
commissioners with assurance on value for 
money and clinical utility, and place genetic 
testing firmly in the mainstream ‘shop 
window’ for commissioning. 



Work is already under way through UKGTN 
to develop a costing system that measures 
diagnostic activity to enable the application 
of an agreed pricing mechanism. Further 
consideration, through NICE and UKGTN, 
of how this could be adopted within future 
NHS commissioning structures should be 
made. Any system should align costs within 
the patient pathway, promote efficiency 
and quality, and support technological 
developments. 



5.5 Testing services 
The actual testing process is intrinsically 
straightforward: a DNA sample taken from a 
patient will be compared with existing data 
to identify pinpoint matches – the presence 
of a specific mutation or pattern. In the 
short term, this process will continue to 
rely on physically delivering the samples to 
established laboratories, which in our model 
will mostly be the Biomedical Diagnostic 
Hubs, as well as the increasing number of 
private sector providers. These laboratories 
have the sequencing equipment and 
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access to bioinformatics databases 
needed to test the samples. Results are 
reported back to the clinician or team that 
requested the test, to inform their clinical 
decision-making. 



Although effective, under this current 
system the cost, inconvenience and 
delay in carrying out specific genetic tests 
can create a barrier to routinely taking 
genetic information into account in clinical 
decisions. Therefore we anticipate the 
process evolving in a number of different 
ways, reflecting advances in medical 
science and biomedical informatics 
technology. 



It is predicted that the costs of whole 
genome sequencing could drop to the 
point at which full sequencing is as cheap 
as conducting any specific test. This could 
see more and more individuals having 
their genomic sequence mapped and the 
data stored in some central point. At this 
point, individual clinicians or healthcare 
professionals will be able to request that 
electronic tests be carried out automatically, 
by software algorithms, via clinical decision-
support systems. Test results could be 
obtained at minimal cost, with no additional 
inconvenience to the patient or healthcare 
professional, and in real time. 



It is this potential that may well lead to 
routine genomic sequencing, as once 
genomic information can be used in every 
clinical decision to which it has even a small 
relevance (i.e. in deciding between two 
treatment pathways where the difference 
in effectiveness is marginal), then over 
a lifetime the cumulative effect will be 
significant. Once the value of this extra 
information to healthcare outcomes for 
an average individual exceeds the cost of 



genome sequencing, it could be justifiable 
to routinely determine an individual’s 
genome sequence. 



It is in this kind of environment that the role 
of the specialist geneticists will change; as 
well as focusing on ongoing research and 
‘specialist’ tests, their role will increasingly 
evolve into expert support. Even before 
routine whole genome sequencing, 
the increased demand for testing, and 
increasingly standardised processes, are 
likely to mean that more and more testing 
is carried out by laboratories at a distance 
from the genetics services. Clearly, such 
provision must be quality assured, and 
we would like to see the introduction of 
minimum national quality standards for 
genetic and genomic services under the 
auspices of the NHSCB. 



Currently, laboratories providing genetic 
and pathology services are required to 
participate in External Quality Assurance 
Schemes (EQAS) and be registered with 
Clinical Pathology Accreditation (CPA),  
now part of the United Kingdom 
Accreditation Service. In addition, the 
Royal College of Pathologists (RCPath) has 
issued a list of key performance indicators 
for laboratory services. 



These schemes would provide a good 
starting point, but service specifications for 
providers and commissioners should be 
reviewed and improved to include quality 
standards and key performance indicators. 
There should be continuous dialogue 
with CPA to ensure that accreditation 
criteria reflect the future transformation of 
services, and with EQAS to ensure that new 
schemes are introduced as new markers 
come into service. On the commissioning 
side, service commissioning specifications 
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should include, within their criteria, a 
requirement that all providers of genetic 
and genomic services should fully meet 
CPA accreditation requirements. This will 
then ensure compliance with the Care 
Quality Commission’s minimum threshold 
standards for such diagnostic services. 



All laboratory services should be required 
to provide regular performance data 
to evidence that services are meeting 
service specification and quality criteria. 
These quality outcomes will also provide 
benchmarking information to inform 
payment of best practice tariffs, inform 
commissioners of best practice and assure 
continuous quality improvement. 
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The rapid progress in genomics over 
recent years is as much a reflection of 
developments in IT as it is of advances in 
medical science. The processing power 
of today’s computer technology makes it 
possible to analyse the sequence of DNA at 
a speed (and cost) which makes it feasible 
to use genomics in mainstream healthcare, 
while developments in data storage 
mean that the genuinely huge quantities 
of information that genomics generates 
and uses can be stored and managed 
practically. 



This essential link between IT and genomic 
medicine is why bioinformatics is such 
a fundamental aspect of delivering 
genomic services, a fact recognised 
in both the House of Lords report21 



and the Government’s response.22 The 
HGSG was specifically asked by the 
Government to examine the bioinformatics 
requirements for the use of genomics in 



the NHS, in particular the House of Lords 
recommendation to set up a dedicated 
Institute of Biomedical Informatics. 
A working group of experts from within 
the HGSG was given the remit to focus on 
these issues. Their recommendations form 
the core of this chapter. 



6.1 The changing data demand 
To date, the recording and interpretation of 
clinical genetic variants has largely been 
carried out using the many locus-specific 
databases (LSDBs), most of which focus 
on an individual gene or a few gene loci. 
These databases are generally maintained 
by clinical research groups with a specific 
interest in particular diseases or loci, and 
while they provide a valuable resource 
in terms of genetic testing for those 
diseases, they vary widely in terms of 
software interface, stability of support, data 
accessibly and data quality. 



Establishing an Institute of Biomedical Informatics 
As noted above, the House of Lords report called for the establishment of an Institute 
of Biomedical Informatics. The HGSG subgroup on bioinformatics also came to the 
conclusion, summarised in section 6.5 below, that the principle of an institute was a 
valid one, albeit that the form it should take – either virtual, making use of distributed 
computing systems and efficient networking, or a ‘bricks and mortar’ institute – was 
something that needed further discussion. 



As we have made clear, the HGSG supports the establishment of centralised, national 
genomic databases and biomedical informatics services that provide the translation, 
interpretation and archiving of raw genomic data to support the development of 
clinical tools. We recognise that considerable cost could be associated with such an 
initiative. One way to address this issue could be to deliver the Institute of Biomedical 
Informatics function through innovative use of existing provision as part of future 
initiatives. However, successful delivery through such an approach will be dependent 
on the full compatibility of the technology used, particularly if service components 
are fragmented. 



21 House of Lords Science and Technology Committee (2009) Genomic Medicine – Volume 1: Report 2nd Report of Session 2008–09 
22 HM Government (2009) Government Response to the House of Lords Science and Technology Committee Inquiry into Genomic 



Medicine, London: The Stationery Office 
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It is clear that LSDBs will not be suitable 
to support genomic medicine for three 
fundamental reasons: 
•	 The sheer volume of data involved. 



Instead of focusing on a few genes 
or a specific disease, genomics 
necessarily involves whole genome 
data, which will mean a huge increase 
in storage requirements. Many labs will 
have neither the space nor the desire to 
manage this much data. 



•	 The need for data to be integrated 
to derive the benefits of genomic 
analysis. Whether for research or 
diagnosis, it would be neither practical 
nor desirable to have to reference 
multiple separate databases. This is 
why a great deal of effort is already 
under way globally to create a 
database infrastructure to store and 
organise all publicly available human 
genome sequence data to create the 
representation of the structure and 
variation of the human population, 
and a separate but linked database 
infrastructure to integrate data from 
LSDBs and other validated sources 
about the link between genetics and 
disease (genotype and phenotype). 



•	 The lack of mature tools to analyse 
whole genome sequence data in a 
clinical setting. This data is ‘noisy’ 
and requires sets of appropriate 
filters to make sense of it, making it 
currently hard to process swiftly in a 
clinical environment. Identification of 
causal mutants depends on identifying 
genes with variants associated with 
the pathways involved in disease, 
and ideally recognising if and 
when that variant has been seen 
in the context of a similar disease 



phenotype in another patient. There 
will continue to be a need to link the 
database with knowledge and input 
from clinicians and scientists who 
understand disease, as it is here that 
the link between genetic variant and 
phenotype is likely to be identified. This 
information will grow rapidly and the 
power of genetics will depend on the 
ability to access as many genotype/ 
phenotype relationships as possible. 



6.2 The foundations of a biomedical 
informatics infrastructure 
As was explained in chapter 4, initiatives 
are under way globally to create raw data 
repositories and it will be important to 
manage the rapid growth in data deposits. 
In the UK, the Government has committed 
to support this expansion with funding 
through the Biotechnology and Biological 
Sciences Research Council (BBSRC) for the 
European Life Sciences Infrastructure for 
Biological Information (ELIXIR) project led 
by EBI. ELIXIR is one of the European 
Strategy Forum Research Infrastructures 
proposals. Additional work will be needed at 
EBI to create improved database structures 
to represent sequence variation extracted 
from the underlying raw sequence data. 



Although EBI is also extensively involved in 
building genotype/phenotype databases, in 
particular via Ensembl, a joint project with 
the Sanger Institute, this does not contain 
significant amounts of patient-related 
clinical data. It is also clear that the publicly 
available stored data from literature and 
LSDBs is still incomplete and additional 
resources are required to log genotype/ 
phenotype relationships. 
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These basic research databases are 
essential global resources, which is why it 
is vital that they remain open access and 
benefit from global investment – and from 
a commitment at all levels to add to them 
continually – contributing data as well as 
drawing on the information available. In 
this way, the databases can capture and 
organise all available evidence for likely 
relationships between genotype and 
phenotype, including effects of variation on 
disease. We believe it is essential that the 
UK continues to support these research 
genetic databases through funding 
agencies and initiatives such as ELIXIR. 



Many of those involved in generating data 
from clinical samples believe that, in order 
to ensure optimal access for clinicians to 
genomic data, there will be a requirement 
to utilise centralised or distributed 
computing and networking solutions. 
This is being piloted by Illumina Inc. at 
present but provides the opportunity for 
patient data to be accessible continuously 
to all those involved in patient care, as well 
as to those involved in the analysis of the 
data, whether centrally or, more likely, in  
a distributed fashion. 



Proposals for an international infrastructure 
The US National Academy of Science recently convened a workshop to outline 
possible pathways to the future of genomic medicine. The workshop’s output, a report 
called Toward Precision Medicine,23 was released in November 2011 and calls for the 
creation of an international infrastructure for storage and analysis of genomic and 
molecular information that is flexible and responsive, serving the needs of discovery 
scientists, bioinformaticists and clinicians to more precisely define the mechanisms of 
human diseases. 



6.3 From core data to clinical analysis 
However, while the role of these databases 
is pivotal, the output from them cannot be 
used directly in the clinic. Therefore the 
vital next component of the infrastructure is 
a layer of clinical annotation to sequence 
variants – essentially explaining the clinically 
validated consequences of such a variant. 
This is currently done in LSDBs, but again 
needs to be centralised both for quality 
control purposes and to facilitate access. 
This activity goes beyond the remit of the 
basic research organisations that provide 
the underlying databases, and seems a 
natural core role for the proposed centre for 
biomedical informatics services which we 
believe should be established. 



The centre would exist to bridge the gap 
between research genetics databases 
and health service clinical decision 
support systems. In particular, it should be 
responsible for the creation and cataloguing 
of an open-access database of clinical 
variants that builds on and interoperates 
with existing research database 
infrastructure components for storing, 
organising and annotating genomic DNA 
and patterns of variation at EBI and Sanger. 
We discuss its potential role, purpose and 
form in further detail in section 6.5 below. 



With this centre in place, the next necessary 
aspect of a biomedical informatics 
infrastructure is a means of querying an 



23 www.nap.edu/catalog.php?record_id=13284#description 
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individual’s genome sequence, against the 
database of clinically significant variants, 
to provide a usable report to healthcare 
professionals. Following our recommended 
delivery structure (see chapter 5), this is 
likely to take place, initially at least, via the 
Biomedical Diagnostic Hubs which will have 
the necessary ICT infrastructure to support 
large numbers of queries in near real 
time, as well as potentially via commercial 
providers which meet the necessary 
quality standards. 



Querying this data will also require the 
development of algorithms to compare 
and combine data, such as from multiple 
variants. These will largely be developed 
in academia as part of the research 
and evaluation process, but here too 
some commercial providers are already 
developing their own proprietary systems. 
In the longer term, such algorithmic systems 
are likely to go beyond basic analysis of an 
individual’s genetic variants and be based 
on a more complex computational model 
combining other information collected for 
that individual. It is the objective of large-
scale research consortia, such as the IT 
Future of Medicine project (www.itfom.eu), 
to develop such approaches. 



A primary concern for implementing this 
sort of scheme has been the scale of 
storage requirements for human genome 
sequence data. However, this may not 
prove to be such a major barrier: ultimately, 
once the reference genome is sufficiently 
stable, the only data that needs to be stored 
for each individual is variants, compared 
with that reference sequence. 



Once an individual’s data has been 
sequenced, it should then be possible 
to process it to create a personal variant 
file, which – using data compression – 
would be no larger than existing X-ray 
images. This means that files would be 
small enough to be attached to electronic 
patient records, and so would need to be 
determined only once during a patient’s 
lifetime. An exception is cancer, where tests 
may need to be rerun in case the tumour 
has evolved, although the data from each 
cancer genome can be similarly processed, 
reduced in size and attached to a 
patient’s record. 



This approach obviously relies on the 
cost of sequencing an individual genome 
dropping sufficiently to make it viable as 
a routine practice, but, as discussed in 
chapter 5, it is conceivable that this will 
be the case within just a few years. In the 
interim, genomic data can be sequenced as 
needed, and the same principle of storing 
only the variants applied. 



For this to happen, informatics tools 
will need to be developed which can 
process raw genome sequence data 
from an individual into a standardised 
compressed variant file, small enough 
to attach to a patient’s electronic health 
record (EHR) in existing GP systems, and 
which can then compare a variant file with 
the global database of clinical variants, to 
deliver a computational genetic test result 
into decision support systems used by 
healthcare professionals. 
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Technology in practice 
The Deciphering Developmental Disorders (DDD) study24 in the UK provides an 
interesting model for data sharing and use. It has united all 23 Regional Genetics 
Centres in the search for the genetic causes of childhood malformation syndromes, 
using combined resources, including the latest microarray and sequencing methods, 
and expertise to accelerate sequencing and analysis of results. The aim is to provide 
specific diagnosis to those children and improve diagnosis of specific development 
disorders in the future. 



6.4 Biomedical informatics 
and research 
As well as supporting clinical decision-
making, the other vital role of a biomedical 
informatics infrastructure is to support 
ongoing research into genomic medicine. 
This is part of both the initial research – 
looking for patterns in patient records to 
help identify potential links between genetic 
profiles and disease – and the clinical 
validation process, and should support 
both academic and commercial research. 
The infrastructure outlined here provides the 
basis for such research, but there are a few 
issues that need to be resolved. 



Firstly, it is already recognised that there is 
substantial value in being able to look for 
patterns across the EHRs of the population 
and this has led to the creation of the 
Research Capability Programme in NHS 
England and similar programmes in both 
Scotland and Wales. An ‘honest broker’ 
system is planned to enable research using 
EHRs aggregated from GP practices in an 
environment that ensures the data privacy 
of individuals, and when variant files are 
attached to EHRs, these could be similarly 
aggregated. Research using EHR personal 
variation files will allow the discovery of new 
genotype/phenotype correlations that will 
feed into both basic variation databases 
and the clinical annotation databases 



of the biomedical informatics centres. 
We therefore believe it is essential that the 
honest broker system is formally extended 
to allow this. 



Secondly, there is a clear benefit for 
research purposes both in the UK and 
elsewhere of being able to use international 
databases of information. Clearly, the 
infrastructure costs of storing, organising 
and cataloguing what will be phenomenal 
amounts of raw data are considerable, so 
we believe that this needs to be supported 
by a global public endeavour to ensure 
open access not to the data itself but to 
summary outputs, allowing federation with 
equivalent databases at a national and 
an international level. Outputs of these 
components being public resources could 
also facilitate competition and significant 
economic activity in developing tools 
and interfaces, reducing barriers to 
new entrants. 



The corollary to this is that data generated 
in the UK within or for the NHS (i.e. a 
public service) must be added to the 
core databases for common good. This 
must apply not only to NHS genetics 
services, but also to any laboratories that 
are commissioned by the NHS to analyse 
genetic information. That is why, as part  
of our recommendation 3, we believe that 



24 See www.ddduk.org for more details 
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the NHSCB should be responsible for 
putting in place agreements that require 
data from tests carried out by NHS-
commissioned laboratories – in the NHS 
or private sector – be made available to 
nationally designed research databases. 



6.5 Creating a national Institute of 
Biomedical Informatics 
The HGSG established a biomedical 
informatics subgroup to focus on 
developments in this area. Their conclusion 
was that, as stated in our recommendation 2, 
given the rapid development in 
sequencing technologies and the need 
to interpret genomic data in a clinically 
relevant way, DH in partnership with 
BIS and other relevant partners should 
develop further the proposals to 
establish a centre to provide biomedical 
informatics services. 



Such an institute would and should play 
a vital role in developing and embedding 
genomics as an integral part of the 
diagnostic and treatment pathway, and 
would have four key responsibilities: 
•	 developing and providing biomedical 



data and informatics services 
(focused on genetics and genomics 
data) that are fit for purpose for use 
in the NHS, including advising on an 
appropriate database for clinically 
validated variants 



•	 performing investigator-led world-class 
research in biomedical informatics to 
enable translational medicine 



•	 providing training in biomedical 

informatics for researchers and 

NHS staff, and
 



•	 providing an interface to industry, 

including technology transfer.
 



Its core function, clearly, would be to 
provide biomedical data and informatics 
services. This would include establishing, 
maintaining and managing genetic variant 
databases, assuring the security of the data 
but also allowing open access to that data, 
in line with data protection requirements. 



A key part of managing that information and 
providing quality assurance will be through 
setting rigorous standards for data entry 
and referencing. Such standards should 
aim to be global, so would need to be 
developed in collaboration with all relevant 
partners and stakeholders. Likewise, 
the institute should develop its own 
systems with the clear goal of guaranteed 
compatibility with current systems to ensure 
the effective, secure and efficient sharing 
of data. 



A related function would focus on evaluation 
of new tests: drawing on its expertise in 
data analysis, the institute would be able 
to help develop an evaluation system to 
confirm the quality of data presented to 
support new tests. We would also envisage 
the institute working with NICE, the NHSCB 
and UKGTN to develop the core criteria for 
clinical implementation of new genomic 
diagnostic tests. 



The institute would also be a centre 
for biomedical informatics research, 
including developing algorithms for 
analysing and interpreting biomedical 
data; improving interpretation of genetics 
and population data; standardising and 
interpreting EHRs (including text mining); 
data mining; exploring the effects of 
variation; phenotype/genotype correlations 
in humans; disease models; stratified 
medicine; and systems medicine. Such a 
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centre of excellence would pump-prime 
new discoveries, new tools and the longer-
term emerging UK bio-economy. 



In all of this, a national Institute of 
Biomedical Informatics would clearly play 
a vital role at the heart of UK genomics, 
acting as an interface between research, 
NHS services, commissioning and industry. 
It would necessarily have strong links with 
other research institutes. 



6.6 Improving the wider NHS 
IT infrastructure 
The discussion to date has focused on 
the core bioinformatics infrastructure that 
we believe will be needed. However, it is 
equally clear that, to allow equitable access 
to genomic information, there also need to 
be a number of more general improvements 
to NHS IT platforms. 



For example, it will be necessary for 
healthcare providers to send variant files 
to hubs for testing against core databases. 
Even in the compressed format outlined 
above, files are likely to be several 
megabytes. There will need to be sufficient 
network capacity to allow large numbers 
of such files to be shared. This will also 
create new demands for storage of 
information locally. 



Priority must be given to the development 
of infrastructure links between healthcare 
providers to allow the rapid and secure 
electronic transfer of large volumes of 
genomic data, and to improve data 
storage and handling capability within 
NHS organisations. 



In addition, standards need to be adhered 
to with regard to what data is stored and 
how it is compressed; in particular, there 
should be a national agreement on the 
interpretation of the RCPath/Institute of 
Biomedical Science guidance on The 
retention and storage of pathological 
records and specimens.25 



6.7 The skills challenge 
Finally, as well as the technical side of 
bioinformatics, it is essential that the 
urgent skills challenge is addressed. 
Currently, there is a recognised dearth of 
bioinformaticians both in research centres 
and hospitals. Without sufficient analysts, 
researchers and database administrators, 
any investment in technology will be of 
limited value. Therefore, there needs to 
be an urgent focus on training around 
bioinformatics – which we consider in 
more detail in the next chapter. 



25 www.rcpath.org/resources/pdf/g031retentionstorageaugust09.pdf 
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As this report makes clear, genomic 
technology is set to have a transformative 
effect on mainstream healthcare, offering 
the ability to improve and accelerate 
diagnosis, understand the predictive risk 
of developing disease, inform therapeutic 
decisions and support public health 
programmes. Unlike Clinical Genetics, 
which hitherto has essentially been 
a small specialist service focusing on 
genetic variants and single-gene disorders, 
genomic medicine is not a niche but 
rather an integral part of mainstream 
clinical practice. 



This in turn means that it is essential 
that mainstream clinical professionals 
understand genomics and can use 
genomic technology and information 
effectively within their everyday working 
lives. Without such understanding, across 
the NHS as a whole, the potential benefits 
of genomics will not be fully realised. 



Major changes are currently being 
introduced into the way in which 
healthcare and education and training 
in England are planned, co-ordinated 
and delivered. This report reflects these 
changes to the best of our knowledge. 



7.1 Understanding the education and 
training need 
Genomics is a relatively new field in 
medicine, and as such has not been 
part of standard medical or healthcare 
professional education and training, apart 
from for specific specialist groups working 
in Clinical Genetics. While this is changing, 
it fundamentally means that the majority of 
those working in healthcare in England have 
a limited knowledge of genomic technology – 



and even less practical experience of 
applying genomics within their role. 



This is of major significance because, as 
our report has shown, genomics will touch 
on almost every role and every clinical 
field – from GPs using individual genetic 
information to select between treatment 
pathways, to specialists being able to 
understand the exact pathology of a 
disease, to nurses carrying out screening 
programmes. While clearly some of these 
tasks are role-specific, and will thus require 
specific procedural training, there is a 
broad requirement to build an awareness, 
knowledge and understanding of genomics 
across the whole of the NHS and public 
health clinical professionals, focusing on 
issues such as: 
•	 what genomic technology and 



information can tell us and the ways 
it can currently be used 



•	 what is involved in sequencing and 
testing, and why it is so important to 
add individual data back into the wider 
knowledge base, and 



•	 data protection issues around the 
use, sharing and storage of genomic 
information. 



It will also be important to embed a level of 
awareness, knowledge and understanding 
of genomics in the education, training and 
development of public health specialists 
(including consultants in communicable 
disease control and public health 
directors), commissioners, managers and 
healthcare leaders. 



These developments would ensure that 
the significant investment in bioinformatics 
technology, in setting up Genomic 
Technology Centres and Biomedical 
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Diagnostic Hubs, and in basic and 
translational research and evaluation will 
deliver returns, in particular in terms of 
outcomes for patients and broader benefit 
to the population. 



The mainstreaming of genomics into more 
widespread clinical practice will lead to 
a considerable increase in demand for 
genetic testing, interpretation and genomic 
data management. 



To meet this demand, it will be essential 
to secure the ongoing supply and 
development of the specialist Clinical 
Genetics workforce – particularly healthcare 
scientists (including clinical scientists, 
genetic technologists and biomedical 
scientists), medical pathologists, 
toxicologists and microbiologists – with the 
skills to conduct and interpret such tests 
and to manage sequencing technologies. 
As the volume of genomic data generated 
and stored increases, more specialists in 
bioinformatics will be needed to curate it 
and ensure that it is correctly added to core 
databases and stored securely. In this  
latter field, there is already a recognised 
skills shortage. 



This means that, as well as creating a new 
service delivery and IT infrastructure, there 
will need to be a concerted programme 
to recruit, educate and train the specialist 
Clinical Genetics staff who will work in 
the new Genomic Technology Centres, 
Biomedical Diagnostic Hubs and the 
national biomedical informatics service, as 
well as to retain and develop those already 
working in these areas. 



Given these considerable skill requirements 
which must be met if genomics is to be 
successfully integrated into mainstream 



healthcare, we believe that there needs to 
be a systematic approach to education 
and training in genomics for the wider 
healthcare workforce and for specialist 
Clinical Genetics staff– and that this 
needs to be clearly recognised within 
commissioning and funding arrangements 
for the future. 



We understand that, within the new health 
education system, the Secretary of State for 
Health will have an explicit duty to secure an 
effective system for education and training 
which will ensure that the health workforce 
is equipped to deliver the NHS and public 
health outcomes frameworks. We welcome 
this duty, and in particular its clear focus 
on setting and monitoring educational 
outcomes. 



We believe that, as this report has shown, 
genomics has a clear potential to assist 
in delivering the outcomes frameworks for 
both the NHS and public health, which 
in turn justifies investment in education 
and training in genomics and in particular 
the use of genomic technology.  
A co-ordinated national approach to genetics 
and genomics education within HEE once 
it is established, providing full oversight, 
would match the national approach 
proposed for the commissioning of 
specialist genetic services. 



7.2 Incorporating genetics and 
genomics into medical and healthcare 
education 
The core infrastructure for medical and 
healthcare education and training in 
England is generally well established, 
involving a network of medical schools, 
universities and further education colleges 
that deliver (often under NHS contract) 
the education and work closely with NHS 
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organisations to provide clinical training 
placements. A range of professional 
and specialist bodies advise and input 
on curricula. 



In 2009, Medical Education England 
(MEE) was established to provide a 
national professional advisory role to the 
workforce planning, education and training 
for medicine, pharmacy, dentistry and 
healthcare science. At the same time, 
professional advisory boards were also 
established for nursing and midwifery and 
the Allied Health Professions. 



Under the NHS reforms, HEE will be 
established as a Special Health Authority to 
provide national leadership and oversight 
to workforce planning, education and 
training for the NHS and public health 
workforces and, where appropriate, to have 
agreed responsibilities for small specialist 
professions. Local Education and Training 
Boards will be set up so that healthcare 
providers can take on the functions of 
Strategic Health Authorities. 



At present, the inclusion of genetics and 
genomics within undergraduate and 
any postgraduate curricula across the 
different clinical professional groups is 
inconsistent and lacking in coherence. 
For example, a recent report from the 
Nursing and Midwifery Professional 
Advisory Board highlighted that genomics 
is inconsistently addressed in nursing 
curricula. It recommended that all nurses 
and midwives, at all levels of practice, 
should be able to use information about 
genes to determine disease risk, diagnosis 
and prognosis, and to select treatments – 
something that would require a change 



to many courses. We endorse the 
recommendations of this report. 



However, for healthcare science – as part 
of the DH Modernising Scientific Careers 
programme – a co-ordinated approach has 
been taken. New education and training 
programmes have been developed, piloted 
and implemented across the UK which 
have provided enhanced specialist skills 
and expertise in genetic technologies and 
in combined clinical cytogenetics and 
molecular genetics. The programmes 
have also ensured specific training in 
applied molecular technology for all those 
working in the pathology specialisms, 
and more broader-based education for 
the whole healthcare science workforce 
on genomics and personalised medicine. 
Under these arrangements, the National 
Healthcare Science School of Genetics was 
established which is now integrated into 
the broader National School for Healthcare 
Science – hosted by NHS West Midlands 
Postgraduate Deanery. 



We recognise and strongly support the 
approach that has been taken in healthcare 
science and endorse the value of the 
School in ensuring quality outcomes from 
training, which has been demonstrated by 
external evaluation. We would want to see 
this continue and be further developed in 
the future. 



This work clearly provides a focus and 
direction for the necessary developments 
in education and training in other clinical 
professional groups, which could be 
facilitated by the MEE Healthcare Science 
Programme Board. This now must be built 
upon as a matter of urgency. 
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We therefore recommend that urgent 
action is taken by DH, working with 
professional advisory structures, the 
NHS and the educational sector, to 
ensure that workforce developments 
do not lag behind service developments, 
and that an appropriately skilled 
workforce is available. An immediate 
review of the existing provision of 
genomics training and education for 
each profession should be conducted 
(informed by the developments in 
education and training for healthcare 
scientists) and an action plan developed, 
focused on building the skills and 
knowledge of the current workforce and 
planning for the future. 



Furthermore, as HEE is being 
established, education and training in 
genetics and genomics should form part 
of its overall function, with a requirement 
to develop core educational standards 
for genomics and to monitor outcomes. 



7.3 Addressing the general healthcare 
workforce CPD challenge 
Ensuring that genomics is an integral part 
of initial medical/health education and 
training will be an important step towards 
developing the workforce. But for the next 
15 years at least, the majority of staff who 
will have to cope with the movement of 
genomics into mainstream clinical work 
will be those who are already trained 
and accredited. That is why the bigger 
educational challenge is to close the skills 
gap within the existing workforce, via 
continuing professional development (CPD) 
arrangements. 



This is a challenge not simply based on 
the numbers involved but also the delivery 
structures. Ultimately, many decisions 



about CPD are made at the local level 
and reflect local development priorities 
and individual professional interests. But 
given the importance of training the current 
workforce in how genetics, genomics and 
stratified medicine could be relevant to 
practice, we do not believe that leaving it to 
local arrangements and local priority setting 
is enough. There needs to be a systematic 
and focused approach for the NHS and 
public health workforce, supported by 
central funding. 



Initial awareness training needs to 
happen relatively swiftly; as demonstrated 
elsewhere in this report, genomic 
technology is already being used in a 
number of areas of clinical practice and the 
pace of change means that it will be used 
widely within the next few years. 



We would propose that a training needs 
assessment is undertaken of the more 
general healthcare workforce (NHS and 
public health). This could establish which 
professional groups to prioritise for targeted 
CPD training, as part of a phased approach 
based on clinical relevance to practice over 
the next two to five years. 



One major professional group that 
needs a level of awareness training are 
commissioners, so that they understand the 
potential of genomics more widely, can take 
an informed approach to commissioning of 
individual genetics/genomics services and 
recognise the importance of ensuring that 
their local workforce is trained in genomics. 



The question of how such training should 
be delivered demands some consideration. 
The National Genetics Education and 
Development Centre (NGEDC) has taken 
a lead in providing training in genetics 
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and engaging the clinical community, 
with considerable success. While it could 
not deliver all the training needed, it has 
demonstrated considerable expertise 
in defining learning outcomes, working 
with healthcare professionals and their 
representative bodies, and in developing 
materials for wider use. 



At present, the future of the NGEDC is not 
clear. It was established and is still funded 
in large part by a grant from DH; however, 
we believe that it – or its successor – 
will be key to the process of systematic 
awareness-raising, and to more specialist 
training of the NHS and public health 
workforce. 



We therefore recommend that the 
expertise of the NGEDC should be 
retained and become a part of the 
National School for Healthcare Science, 
and, in conjunction with delivery 
partners, develop core quality standards 
for both the curriculum and the training 
needed for the current workforce, 
through a training needs assessment 
in each professional group. 



The National School for Healthcare 
Science is a logical place for the NGEDC’s 
expertise, as specialist clinical genetics 
expertise in education and training and 
monitoring outcomes will also reside 
there. This should happen immediately 
so that training of the current healthcare 
professional workforce can start following 
the training needs assessment in each 
professional group. 



The Royal College of General Practitioners 
has worked with the NGEDC on providing 
exposure for GPs and this relationship should 
continue to be developed. For hospital and 



public health trainees, there is the possibility 
of rotations or secondments into specialist 
centres using these approaches. 



A further future role for the NGEDC or its 
successor would be in providing quality 
assurance for education and training 
programmes, which in an increasingly 
diverse market will come from a wide range 
of providers. 



7.4 Building and developing the 
specialist genetics and genomics 
profession 
As highlighted above, in addition to raising 
awareness of genetics and genomics 
across the healthcare workforce, there 
is a pressing need for more specialised 
education and training to build a genetics 
workforce with sufficient capacity to meet 
the surge in demand and to provide 
specialist advice and guidance to the 
broader clinical team, as well as an ongoing 
need to ensure that this specialist workforce 
is continually developed to keep pace 
with change. 



Crucially, the existing specialist workforce, 
including a large proportion of healthcare 
scientists working in clinical cytogenetics 
and molecular genetics (ideally working 
in a merged specialism of clinical genetic 
technology), must be maintained and 
further developed. The proposed service 
model involving Regional Genetics Centres, 
Biomedical Diagnostic Hubs and Genomics 
Technology Centres has the potential to 
enable this. Within this service model, 
there should also be a range of CPD 
opportunities for existing staff, with clear 
career pathways developed. 



However, it is accepted that demand is 
likely to exceed supply, with more clinically 
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based geneticists with bioinformatics skills 
being required over the next few years. 
This demand might be considerable, with 
several hundred additional posts emerging 
from the developments in Clinical Genetics 
as whole genome sequencing technology 
begins to be used in the next three to five 
years. By itself, the rapid expansion in high-
throughput sequencing of humans with 
different clinical conditions will require a 
pool of specialists with bioinformatic skills 
working collaboratively between the NHS 
and academia. 



The relatively small numbers of 
professionals required with specialist skills 
in genetics warrant a workforce planning, 
education, and training and development 
programme co-ordinated at a national 
level to ensure not only continuity of 
supply of a multiprofessional specialist 
workforce including medical staff but 
also development of services in a rapidly 
evolving area. We believe that the needs 
of the more specialist workforce, including 
bioinformaticians, could be built into 
the planned national arrangements for 
healthcare scientists and into the National 
School for Healthcare Science, to ensure 
economies of scale in commissioning and 
monitoring of outcomes from training and to 
be aligned specifically to the programmes 
for scientists working in Clinical Genetics. 
This could work collaboratively with a 
postgraduate medical deanery which has 
a designated responsibility for developing 
the specialist Clinical Genetics medical 
workforce. 



The provision of training for the specialist 
genetics workforce could be supplemented 
by specialist workshops/modules from 
informatics centres, such as EBI, the 
National Genetics Reference Laboratories 



and the proposed national biomedical 
informatics service. Such courses already 
exist, ranging in duration from one day 
to one week: for example, in the UK, EBI 
is active in providing short courses in 
bioinformatics. 



Another profession where demand may well 
exceed supply is genetic counselling. 
Although a relatively new addition to the 
genetics workforce, genetic counsellors have 
already proved their worth in supporting 
families affected by inherited diseases. 
As the use of genomic technologies within 
routine care increases, many more patients 
and their families will need support to 
understand the implications of particular 
genetic findings, and potentially to help 
them make important decisions. 



These various issues around the future 
workforce requirements lead us to 
recommend that: 
•	 the workforce planning needs of 



the specialist clinical genetics, 
bioinformatics and pathology 
workforce require national oversight 
and urgent action to support the 
new service models outlined in this 
report to ensure that skill gaps are 
minimised and continuity of supply 
is secured, and 



•	 the ongoing CPD requirements 
of this highly specialist workforce 
need to be supported, given the 
pace of change in technologies and 
information and their critical role in 
supporting the broader healthcare 
workforce. 



While much of this chapter has focused 
on ensuring that clinical services have 
an appropriate specialist genetics and 
genomics workforce, we also believe 
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that formal clinical academic training for 
this workforce needs to evolve and be 
supported to help to nurture and promote 
research and innovation in this essential 
area of science. 



We consider that this would be best 
developed by academic institutions 
with expertise in this area, working 
collaboratively with clinical genetics 
departments and the proposed new service 
delivery infrastructures outlined in this report 
as well as with regional academic health 
science centres and other specialist NHS 
research and innovation centres. 



Research councils (MRC, BBSRC and 
Engineering and Physical Sciences 
Research Council (EPSRC)) have 
provided fees and maintenance 
support for some home students 
on Masters courses in genetics, 
epidemiology or bioinformatics, but 
the BBSRC is ending its support. 
These research councils and the 
Wellcome Trust are funding four-year 
PhD programmes which start with a 
Masters and proceed to a PhD, which 
will provide a major source of support 
for graduate training in more specialist 
areas of genomics. At the postdoctoral 
level, it is worth noting that the MRC 
provides a special training fellowship in 
biomedical informatics, which supports 
about three researchers each year in 
genetics, bioinformatics and systems 
biology. 



The current structure of Masters, PhD 
and postdoctoral training outlined above, 
together with other academic programmes 
(for example, those supporting the 



education and training of healthcare 
scientists in clinical cytogenetics and 
molecular genetics), provide an effective 
mechanism for clinical academic training 
for the multiprofessional specialist team 
that needs to be further developed and 
enhanced. 



Most of these programmes are based in 
active research centres and are regularly 
refreshed to maintain their training at the 
forefront of research. We believe that the 
best way forward would be to identify a 
network of university centres – many of 
which will have strong links to a Regional 
Genetics Centre, Biomedical Diagnostic 
Hub or Genomic Technology Centre – 
that are best equipped, based on current 
expertise, to deliver relevant Masters and 
doctoral programmes, whether as a route 
into further research or to help to build a 
highly skilled cadre of specialists within 
genomics and in particular the use of 
genomic technologies and bioinformatics. 



We recommended that, in conjunction 
with the higher education sector, NIHR 
and other funding bodies, there should 
be further developments in Masters, 
doctoral and postdoctoral training 
programmes in clinical genetics, 
epidemiology and bioinformatics 
to support clinical academic career 
development and research capacity 
and capability building for the future. 



7.5 Finding the educators 
While this chapter has for the most part 
taken a long-term outlook, there is one 
urgent issue that must be addressed: a lack 
of educators within the field of genomics. 
The pool of those qualified to teach 
genomics is relatively small and those in 
this position may also have other 
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commitments such as service delivery 
and R&D. 



At postgraduate level, healthcare scientists 
have started to address this issue through 
the DH Modernising Scientific Careers 
programme, in which genetics training 
has taken a lead and where NHS practice-
based educators have been developed, 
with parallel developments in higher 
education teaching staff. Similarly, the  
work of the NGEDC cited above indicates 
that expertise in educating the workforce 
does exist. 



However, we recommend that joint 
working between the NHS and the 
educational sector is urgently required 
to ensure that educators are effectively 
trained and developed. In particular, we 
believe that work should be done through 
the Medical Schools Council, the Council 
of Deans of Health and other strategic 
NHS and higher education groups to 
both expand the number of educators in 
genetics and genomics and enhance the 
ability of these staff to keep up with new 
developments in the field so they can teach 
these with confidence. 



7.6 Keeping knowledge current 
Finally and crucially, it must be underlined 
that we are still in the relatively early stages 
of the genomics revolution. Training at 
this stage will necessarily reflect existing 
technologies and validated clinical uses of 
genomics. But, within a few years, these 
may be superseded by more advanced 
approaches. One obvious shift will be when 
it becomes as cheap to map the entire 
genome as to conduct individual tests; 
at this point, the use of genomics within 
clinical practice will change dramatically. 
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It is therefore essential that genomics 
training is not seen as a one-off, nor that 
it is associated solely with a specific 
technology, test or disease. Instead, it 
must become part of an ongoing review 
of pre and post-registration curricula and 
a key element of the CPD landscape 
within the NHS and public health. Training 
must ensure that those involved in using 
genomic testing technology – whether in 
a specialist lab or in future near-patient 
testing – understand the need for flexibility 
as technology evolves. Equally importantly, 
they must understand their pivotal role in 
providing specialist advice and expertise 
to the wider workforce. 



In order to achieve this, we recommend 
that, within the formation of HEE, 
consideration should be given to how 
it can be ensured that education and 
training curricula evolve to keep pace 
with the changing face of genetics 
and genomics, perhaps through wider 
arrangements for evolving training within 
and across healthcare science. 











8. Developing the legal and ethical framework 



As has been indicated throughout this 
report, the emergence of genomic 
technologies brings to the fore some 
important ethical and legal issues. These 
are not new: indeed, many of them have 
already been discussed in the context of 
advances in Clinical Genetics. However, 
as in so many other areas, genomics 
transforms the scale of the challenge: 
information from many large patient 
cohorts will be needed to fully exploit the 
potential that genomic technology has for 
transforming healthcare. 



In order to realise our vision for the use 
of genomic technologies both within the 
NHS and in public health, it is essential 
to develop policy for genomic medicine 
within an ethical and legal framework 
which maximises potential health benefits 
while minimising potential harms such as 
information misuse, stigmatisation and 
discrimination. 



In this chapter, we have not attempted to 
define what that framework should be. 
Instead, we have sought to summarise the 
issues that need to be considered when 
devising the framework, and set out the 
case for generic consent. 



8.1 Securing the common good while 
respecting personal privacy 
Genomic technologies are based on 
an ability to identify and study genetic 
variations from the ‘norm’ – and their impact 
on health, development, resistance to 
drugs, susceptibility to disease, etc. The 
more genetic data is available to define the 
norm, and to find out how common different 
variants are, the greater the potential benefit 
to society. As current and potential users of 
health services, it is in our common interest 
to ensure that as much genetic data as 



possible and practical is sequenced, and 
added to the global knowledge base. 



This needs to be done in a way that 
respects personal privacy. An individual’s 
genetic information is sensitive personal 
data, and a whole genome cannot be truly 
anonymised. This means that there is a risk 
of the information being misused. While 
few patients are likely to object to having a 
genetic test for diagnostic purposes and to 
inform their treatment, and most patients 
will consent to research use of their data 
if asked, it is essential that authorised and 
appropriate access to that information is 
safeguarded. 



One of the principles that underpins both 
treatment and clinical research studies 
is that patient consent must be sought. 
However, the legal frameworks for consent 
were developed before the recent advances 
in our knowledge of the human genome 
and therefore the boundaries of consent are 
not clear when it comes to obtaining and 
using genetic information. 



8.2 Specific issues around consent 
for use of genetic information 
In general, consent is requested in relation to 
specific studies, after approval of the patient 
consent process by the National Research 
Ethics Service. This can be time consuming 
and resource intensive, as well as restricting 
the use of the sample to the particular study. 
Hospitals can have several different studies 
and consent information to deal with, and 
the consenting process involves research 
nurses having individual conversations with 
patients about the particular study. This is 
important in interventional studies, where 
the patient needs to understand the impact 
of the experimental course of treatment, 
but is over-burdensome for large-scale,  
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non-interventional, observational studies 
that pose limited risk to the patient – such as 
many genomic studies. Better understanding 
of disease and the development of new 
tests and treatments will require the routine 
collection and analysis of diagnostic 
samples from large patient cohorts. 



Generic consent for non-interventional 
research use of genetic data offers an 
alternative approach. Under this model, 
patients give consent to their tissue or data 
being used in future research studies, the 
details of which may not be clear at the 
time the sample is taken. The approach is 
already used in some studies and tissue 
banks; however, wider adoption of this 
approach is necessary to maximise the 
benefit of genomic studies. As part of its 
Stratified Medicine Programme, Cancer 
Research UK reviewed how consent is 
obtained on NHS surgical consent forms; 
less than a quarter of the hospitals polled 
included an option allowing patients to 
give consent for use of their sample for 
research purposes. Yet, interestingly, 
feedback from consumer liaison groups 
suggests that patients would be supportive 
of this approach and, indeed, many were 
surprised that it was not happening already. 



The nature of genomic research creates an 
additional challenge for generic consent – 
namely, what happens if the study reveals 
information that has a potential impact 
on the patient and/or their family. Many 
genetic research studies simply seek to 
use the genetic information contained 
within a sample and require no direct 
patient involvement, meaning that patients 
typically will not expect feedback on any 
individualised findings. However, if clinically 
relevant information, which is incidental to 
the research question, is discovered – 



in particular about a condition which is 
serious or preventable – the researchers 
and/or clinicians involved may believe that 
there is a duty to feed back to the patient. 
This may be the case even if patients have 
declined, when originally giving consent, 
the opportunity for individual feedback. 



A number of organisations, including the 
Wellcome Trust and the Human Genetics 
Commission, are currently developing 
policy recommendations on these 
issues. The Wellcome Trust and the MRC 
are running a project to find out more 
about public attitudes to health-related 
findings in research. This was stimulated 
by discussions relating in particular to 
UK Biobank and other large population 
cohorts as to what should be done about 
incidental findings when using imaging 
for research and feedback of genetic 
information. The project will use qualitative 
information supply by lay focus groups and 
in-depth interviews with the general public, 
individuals with medical conditions and 
research participants to examine expert and 
public attitudes to the feedback of clinically 
relevant information arising in the course of 
research participation. The results of these 
will be discussed with an expert group of 
researchers, lawyers and ethicists with a 
view to the funders agreeing a final report 
and policy on feedback by early 2012. 



The findings of this survey will need to be 
brought together with other studies to form 
the basis for consistent guidance. 



Even if the patient has not requested 
feedback, the nature of genetic information 
means that researchers may discover 
information that affects family members. 
There is considerable anxiety among 
healthcare professionals about how to 
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communicate genetic information relating 
to increased risk, unless specific consent 
has been sought from the patient or their 
family. This anxiety can be allayed by 
developing generic consent processes 
and forms, as recommended by the Joint 
Committee on Medical Genetics,26 that 
record patients’ agreement to their records 
being accessed to enable the better care 
and advice of others. 



If generic consent is sought in common 
terms for confidential clinical use and 
for research studies approved within 
the framework developed by the Health 
Research Agency, patients can balance 
their individual privacy interests with 
their shared interest in supporting a 
ealth system that can maximise the 
potential of genomic technology 
within medicine. 



Selective feedback 
The UK10K project has devised a 
consent model that allows information 
to be fed back to the patient only if it 
is pertinent to their disease or clinically 
relevant, i.e. if it could influence their 
current treatment or if there is a clinical 
treatment that could be used to 
mitigate the impact of the gene defect. 



8.3 Relevant legal considerations 
While the legal framework underpinning 
consent for genomic studies is still being 
developed, there are several key areas 
of law that can inform discussions. 
However, it must be underlined that the 
legal requirements of consent vary subtly 
depending on the specific area of law that 
applies. Any particular consent model may 
need to satisfy the requirements of more 



than one overlapping legal framework. 
The main relevant areas of law are: 



•	 Taking bodily samples from living 
people requires sufficient justification 
to satisfy the law of ‘trespass to the 
person’ (assault and battery). This 
requires ‘real’ consent, which implies 
knowledge of the ‘nature and purpose’ 
for which a sample is taken – which, 
as we discuss further below, cannot 
always be confirmed specifically when 
it comes to genomics. We understand 
that the nature and purpose can 
be provided in very general terms, 
which suggests that use of a sample 
for future, as yet unknown, studies 
within a broadly defined category 
is not automatically precluded. This 
approach is already used in many 
biobank studies, including by UK 
Biobank, with a specifically devised 
ethics and governance framework. 
However, we are not aware of this 
having been tested in the courts. 



•	 Storage and use of samples in 
England and Wales is governed by 
the Human Tissue Act 2004 (as is 
the taking of samples from people 
once they are deceased). The Act 
determines when consent to take a 
sample should be obtained and who is 
qualified to give it. It does not specify 
the format of consent, although there 
is some guidance in the codes of 
practice. Code of Practice 9 – Research 
advises that generic consent can be 
relied on provided that it is “valid”.27 



Code of Practice 1 – Consent advises 
that information about “the nature 
of the intended activities and the 
reasons for them” should be tailored 
to circumstances, and leaves it to local 



26 Joint Committee on Medical Genetics (2011) Consent and confidentiality in clinical genetic practice: Guidance on genetic testing and 
sharing genetic information, London: Royal College of Physicians 



27 Human Tissue Authority (2009) Code of Practice 9 – Research, paragraph 47 
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trust policy to specify the minimum 
information that should be provided.28 



•	 Any processing of sensitive personal 
information requires a justification 
under the Data Protection Act 1998. 
Consent is a primary justification 
under this legislation but not the only 
one; medical and research purposes 
are also recognised. A number of 
provisions exist to balance private and 
public interests in this area: 
–	 Section 251 of the National 



Health Service Act 2006 allows 
the common law duty of 
confidentiality to be set aside in 
specific circumstances where 
anonymised information is not 
sufficient and where patient consent 
is not practicable. Applications 
for approval to use section 251 
are dealt with by the Ethics and 
Confidentiality Committee. 



–	 Under section 33 of the Data 
Protection Act 1998, researchers 
are allowed to utilise personal data 
for research without the consent 
of the individual, subject to certain 
conditions.29 



–	 The common law also recognises 
exceptions to the duty of 
confidentiality (where a breach 
would otherwise constitute 
unauthorised sharing of information 
that was thought to be given in 
confidence). Although not clearly 
defined for genomic research, 
they do include a public interest 
exception, where the public interest 
of disclosure must outweigh the 
public interest of maintaining 
confidentiality. 



•	 The Human Rights Act 1998 requires 
public bodies to act in accordance 
with the European Convention on 
Human Rights (ECHR), in particular 
Article 8. This permits intrusions into 
a person’s private and family life only 
if “necessary in a democratic society” 
and “proportional” to other defined 
“legitimate aims” which include the 
interests of public health and the rights 
and freedoms of others. Any challenge 
to a generic consent structure is likely 
to include reference to the ECHR. 



These laws refer specifically to research in 
the UK; different approaches exist across 
Europe – e.g. there are significant variations 
in the interpretation of the requirements of 
the data protection directive across Europe. 
The more conservative the interpretation, 
the more restricted genomic research will 
be. It is in the UK’s interests, therefore, as 
it seeks to strengthen its reputation as a 
global leader in genomics and advanced 
research, to ensure that the legislative 
framework balances the need of the 
individual for privacy, the wishes of the 
individual to give consent for data to be 
used in research, and the common good. 



8.4 The case for generic consent 
The HGSG believes that introducing a 
national system for routinely requesting 
generic consent for the confidential use 
of the genetic and clinical data in patient 
records would significantly accelerate 
the development of new treatments and 
increase the attractiveness of the NHS as a 
place to do research, in a way that private 
or regional health systems cannot. It would 
also put the patient at the heart of the 
debate as their decision to consent or not 
would be made easier and simpler to enact. 



28 Human Tissue Authority (2009) Code of Practice 1 – Consent, paragraphs 97–99 
29 Administrative Data Liaison Service (ADLS), www.adls.ac.uk/ 
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An initial review of the legislation in this 
broad arena suggested no insurmountable 
issues to generic consent, as long as a 
balance between individual protection and 
societal benefit can justify the necessary 
flexibility in interpreting these laws. 
However, it would require a co-ordinated, 
rational and cautious approach to protect 
the right of the individual to privacy while 
ensuring that minority interests do not hold 
back this area of significant shared benefit. 
A model for this was recently discussed in 
the British Medical Journal.30 



We therefore recommend that, as a key 
aspect of the continued provision of high 
quality public engagement on the ethical, 
legal and social issues associated with 
further integration of genomic technology 
into mainstream healthcare provision, 
a national model for generic consent 
should be developed, through broad 
consultation with all relevant partners 
and stakeholders. 



The HGSG is convinced that the existing 
genetic consent processes are onerous 
to deliver, run the risk of delay and are 
not optimised for national generic use. 
However, individual hospitals are now 
starting to include genetics in generic 
consent. We believe that a more effective 
route would be to integrate it into existing 
clinical practice. 



Clearly, the success of routinely requesting 
generic consent is dependent on being 
able to assure members of the public that 
their genomic data is stored securely, and 
that its use will be carefully monitored and 
guarded. This is an issue that the Institute 
of Biomedical Informatics (proposed in 
chapter 6) would be placed to advise 
on, working to the guidance set by the 
Information Commissioner’s Office on the 
use of personal and health data. 



There will also be a training requirement 
for any healthcare professional managing 
a consent process to make sure that 
they provide patients with the correct 
information. In research programmes, this 
is typically done by specialised clinical 
or research nurses, but when moving to 
a model of generic consent, many more 
professionals may be involved. Similarly, 
there may be a training requirement for 
people dealing with issues of feeding back 
incidental or unanticipated findings. 



30 Kanellopoulou NK, Kaye J, Whitley EA et al (2011) Dynamic consent – a solution to a perennial problem? Rapid Response to 
Sheehan M (2011) Broad consent is informed consent [letter], British Medical Journal 343:d6900 
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Throughout this report, we have examined 
the systemic changes that we believe 
will be needed if mainstream healthcare 
is to reap the full benefits of advances in 
genomic technology, and referred to a 
series of building blocks that must be in 
place to realise our vision. But there is one 
important building block that we have not 
yet considered: engaging the public in 
developments in genetics and genomics. 



This final chapter focuses on why public 
support is so important in this field, and 
what can be done to secure it. 



9.1 Engagement to support shared 
decision-making 
Regardless of the potential benefits of 
genetics and genomics, developments in 
this field are often viewed as controversial 
and have the potential to challenge 
society’s values. More specifically, in a 
clinical context, genetic information can 
lead to conflicting priorities: information 
about a person’s genome not only will 
inform their own care and treatment, 
but may also have implications for their 
relatives. In this context, traditional 
boundaries of confidentiality are 
challenged. 



Evidence suggests that public awareness 
around genetics is generally low. The 
Wellcome Trust Monitor survey of 200931 



found that while two in ten adults and 
14–18-year-olds had seen or heard “a 
great deal” or “quite a lot” about genes 
and genetics in recent months, some five 
in ten reported that they had encountered 
“not very much” information or “none at 
all”. When it came to understanding the 



ethical issues relating to genetic research, 
four in ten agreed that they had a good 
knowledge, but three in ten disagreed. 



This gap in public awareness may not 
have had much impact at a time when 
Clinical Genetics was confined mainly to 
single-gene disorders and the treatment of 
families with inherited genetic conditions. 
However, as we move into an era when 
genetic testing and genomic technology 
will become more widely used in the NHS – 
from pre-natal testing to diagnosis of 
disease to whole genome sequencing 
– patients may feel that they do not 
understand or know enough about methods 
of diagnosis and treatment to agree to it, 
or be sufficiently empowered to take part in 
shared decision-making. 



This not only will affect treatment decisions 
for common complex conditions, but 
also needs to be considered in the 
light of the predicted growth of direct­
to-consumer genetic tests and the fact 
that more widespread use of whole 
genome sequencing increases the risk of 
discovering incidental clinically relevant 
findings when participating in research or 
receiving diagnostic treatment. 



Greater awareness of the genetic basis of 
disease may also help to explain treatment 
decisions. The furore over access to 
Herceptin® is a case in point here; while 
access was undoubtedly inequitable, 
with variations in prescribing practice in 
different regions, the fact that the drug 
offers markedly better outcomes only for 
those with a specific genetic variant was 
largely ignored. 



31 Wellcome Trust (2010) Wellcome Trust Monitor: Survey report, www.wellcome.ac.uk/About-us/Publications/Reports/ 
Public-engagement/WTX058859.htm 
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9.2 Engagement to support the 
common good 
As well as contributing to the effective use 
of genomic technology within individual 
clinical care, public engagement in this 
field has another vital role: supporting the 
common good. 



As we have discussed, genomics is 
fundamentally concerned with identifying 
and studying genetic variations from the 
norm. Hence, it is in the common interest 
to ensure that as much genetic data as 
possible and practical is sequenced. 
This requires, at the most basic level, 
a willingness among patients and the 
public to allow their genetic information to 
be part of the common knowledge base. 
Such willingness will depend on public 
trust in the application of technologies in 
diagnosis and treatment and, in particular, 
trust that information resulting from these 
technologies – in particular, personal 
information – is appropriately managed 
and safeguarded. 



Responses to the Wellcome Trust Monitor 
survey showed that when asked about 
whom they would trust with responsibly 
using human genetic information held on 
medical databases, 82 per cent of adults 
and 83 per cent of young people aged 
14–18 said they trusted their GP/family 
doctor and 61 per cent and 69 per cent 
respectively said they trusted the NHS. 
This apparent level of trust is a strong base 
on which to build. 



While a discussion of policy measures to 
ensure genetic data protection and security 
is outside the scope of this report, it is clear 
that in order to facilitate the assembly of a 
common knowledge base, robust measures 



must be in place to maintain public 
confidence in how genetic information is 
being stored and used. 



9.3 An integrated approach to 
public engagement 
Public engagement is a complex issue 
covering the attitudes and involvement of 
both the general public and those patients, 
families and communities more directly 
affected by genetic conditions and by the 
potential applications of genomic medicine. 
Effective engagement will therefore require 
a co-ordinated strategic approach and 
organisation of effort across a wide range 
of areas and channels, from public health 
to science in general and, in particular,  
via education. 



Young people will be growing up in a world 
where genomic science has advanced and 
has a significant influence on medicine and 
public health; by engaging with them today, 
we can prepare them to become informed 
citizens, patients and consumers and alert 
them to potential careers in this field. 



Crucially, too, in developing a public 
engagement approach, attention must 
be paid to the specific needs of different 
audiences. For example, patients with a 
specific genetic condition and their relatives 
will require specific information. Some 
communities may need information tailored 
to health concerns in their community – for 
example, cousin marriage in certain Muslim 
and Jewish communities. 



Given this broad range of audiences and 
issues, which go beyond pure healthcare 
into education and a range of social and 
cultural issues, we believe that there 
is a need for an integrated approach 
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to engaging the public. That is why we 
recommend that the Government should 
ensure the continued provision of high 
quality public engagement on the ethical, 
legal and social issues associated with 
further integration of genomic technology 
into mainstream healthcare provision. 



The Government is best placed to ensure 
that the required integrated approach is 
taken. However, this does not and need 
not mean that engagement should only be 
conducted by the Government. 



9.4 Consolidating existing 
engagement material 
A wide range of organisations are 
already active in engaging the public in 
genetics and science in general, and any 
strategy for engagement could benefit 
from involving these organisations. Many 
have specific expertise and insight into a 
specific audience; many have also created 
engagement materials, including leaflets 
and other printed materials, websites, 
public events, online games and films for 
use in classroom teaching. 



A useful starting point would therefore 
be to undertake a stakeholder mapping 
exercise to understand the landscape of 
potential partners and identify synergies 
and gaps, in order to build on existing 
work. It may be that the best course of 
action is to disseminate existing resources 
more widely but there may also be scope 
to create new resources where there are 
gaps. The Science for All32 group, set up by 
BIS in 2009 to look at public engagement, 
developed a tool to help organisations 
think about the motivations for public 
engagement and provides a common 
framework to describe types and purposes. 



Having gained an understanding of the 
wider landscape, it should be possible 
to help develop a more co-ordinated 
approach that avoids reinventing the wheel 
and makes best use of existing resources 
and partnerships. 



32 http://interactive.bis.gov.uk/scienceandsociety/site/all/2010/09/23/public-engagement-for-science-and-society-a-conversational-tool/ 
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Appendix 1: Human Genomics Strategy Group 
Terms of Reference 



1. The Human Genomics Strategy Group 
(HGSG) will be a cross-departmental 
group consisting of key individuals and 
organisations in the field of genetic 
research and its application to medicine. 
It will monitor advances in genetic and 
genomic research, both basic and 
translational, to evaluate their benefit to 
healthcare services in the NHS. 



2. To enable this, the Group will: 
•	 monitor progress on the Government 



response to the 2009 Genomic 
Medicine inquiry 



•	 develop, in discussion with relevant 
partners, strategic options for 
genomics in the NHS informed by 
advances in research and technology 
in the field of genomics 



•	 oversee broader developments in 
relation to genetics in NHS services, 
and 



•	 provide, through an annual report, 
advice on potential benefits to 
NHS patients. 



3. The Group will share its findings with 
other relevant committees, reporting on 
their impact on services and how they 
might be introduced into mainstream 
practice. This would include, for example, 
the Diagnostics Clinical Committee, 
the Ministerial Industry Strategy Group 
(MISG) and the Ministerial Medical 
Technology Strategy Group (MMTSG). 



4. All members of the Group will be 
appointed for a period of two years 
(starting from the date of the first 
meeting). Members may be re-appointed 
for an additional two years upon 
notification by the secretariat. 



5. The Group may commission other 
bodies or individuals to conduct research 
or provide papers to the HGSG for 
consideration and decision-making. 



82 











Appendix 2: Human Genomics Strategy Group 
membership 



Professor Sir John Bell (Chair) 
Dr Ian Barnes 
Professor Gifford Batstone 
Professor Sir John Burn 
Dr Hilary Burton 
Dr Trevor Cole 
Val Davison 
Professor Charles Easmon 
Professor Peter Farndon 
Professor Sue Hill 
Dr Christine McCartney 
Professor Gilean McVean 
Professor Jonathan Montgomery 
Mr James Peach  
Professor Munir Pirmohamed 
Mrs Jacquie Westwood 



Department of Health 
Dr Mark Bale 
Dr Elaine Gadd 
Ms Tarin Khanam 
Mr Colin Pavelin 
Dr Cathleen Schulte 



Department for Business, Innovation 
and Skills 
Dr Helen Bodmer 



Technology Strategy Board 
Dr Zahid Latif 



Biotechnology and Biological Sciences 
Research Council 
Dr Celia Caulcott 



Medicines and Healthcare products 
Regulatory Agency 
Dr Neil Ebenezer 



Medical Research Council 
Dr Declan Mulkeen 



National Institute for Health and 
Clinical Excellence 
Professor Adrian Newland 



Welsh Assembly Government 
Mrs Christine Morrell 
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Innovation Working Group 



Professor Sir John Burn (Chair) National Institute for Health Research Genetics Committee 



Dr Jonathan Allis GE Healthcare (to Feb 2011) 



Dr Mark Bale Department of Health 



Professor Gifford Batstone Department of Health 



Dr David Baty Clinical Molecular Genetics Society 



Dr David Bentley Illumina Inc 



Dr Helen Bodmer Department for Business, Innovation and Skills 



Dr Laura Boothman Academy of Medical Sciences (from Sept 2011) 



Dr Gillian Borthwick National Institute for Health Research 



Dr Tony Bradshaw BioIndustry Association (to Sept 2010) 



Dr Celia Caulcott Biotechnology and Biological Sciences Research Council 



Dr Chris Chamberlain AstraZeneca 



Dr Trevor Cole Joint Committee on Medical Genetics 



Ms Jill Dhell Department of Health 



Dr Angela Douglas Association for Clinical Cytogenetics 



Dr Michael Dunn Wellcome Trust 



Dr Neil Ebenezer Medicines and Healthcare products Regulatory Agency 



Dr Robert Frost Academy of Medical Sciences (to Sept 2011) 



Dr David Griffiths-Johnson Department for Business, Innovation and Skills 



Dr Jim Houlihan UK Intellectual Property Office (from May 2010 to Sept 2010) 



National Institute for Social Care and Health Research in the 
Welsh Government (NISCHR) (from May 2011) 



Dr Sarah Jones UK Intellectual Property Office (from Jan 2011) 



Professor Jonathan Knowles Oxford University 



Dr Zahid Latif Technology Strategy Board (from Feb 2011) 



Dr Joe McNamara Technology Strategy Board (to Feb 2011) 



Professor Gilean McVean Oxford University 



Dr Declan Mulkeen Medical Research Council 



Professor Munir Pirmohamed NHS Chair of Pharmacogenetics 



Mr James Peach Cancer Research UK 



Dr Rachel Quinn Academy of Medical Sciences 



Dr Nathan Richardson Medical Research Council (to Apr 2011) 



Dr Gavin Roberts Department of Health 
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Service Development Working Group 



Dr Ian Barnes (Chair) Department of Health 



Professor Gifford Batstone Department of Health 



Dr Elijah Behr St George’s Hospital, London 
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ALL Acute lymphoblastic leukaemia 
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Glossary of genetic/scientific terms 



Bioinformatics The application of computers and computational expertise to analyse, visualise, 
catalogue and interpret large biological datasets in the context of the genome 
sequences of humans and other species. 



Biomarker A characteristic that can be objectively measured and evaluated as an indicator 
of normal biological processes, pathogenic processes, or pharmacological 
responses to a therapeutic intervention. 



Biomedical 
informatics 



The application of bioinformatics and computational expertise in support of the 
practice of medicine and the delivery of healthcare. 



DNA Deoxyribonucleic acid (DNA) contains the genetic instructions used in the 
development and functioning of all cellular organisms. 



Gene The basic unit of heredity found in chromosomes. A length of DNA that carries 
the genetic information necessary for production of a protein. 



Genetics The science of genes and heredity. 



Genome The entirety of an organism’s hereditary information. 



Genomic 
technologies 



A range of tools that enable sequencing of the genome and analysis of 
genomic information against a reference point. 



Genotype Specific genetic constitution of an individual. 



Massively parallel 
sequencing 



A term used to describe the underlying technological approach used in next 
generation DNA sequencing technologies. 



Mendelian disorders Genetic disorders determined by the alteration or mutation in a single gene. 



Microbial genomes The genome of a bacterium. The ability to analyse microbial genomes is 
fundamental to the way in which genomic technologies will support infection control. 



Molecular pathology A discipline dealing with the origins and mechanisms of diseases at the level of 
macromolecules such as DNA, RNA and protein to provide precise diagnoses 
and possible avenues for treatment. It is interdisciplinary, including infectious 
diseases, cancer, inherited genetic disease and legal issues such as paternity 
or forensic identity testing. 



MRSA Methicillin-resistant Staphylococcus aureus (MRSA) is a bacterium responsible 
for several difficult-to-treat infections in humans. 



Mutation Relatively rare change in the sequence from the normal sequence. 



Pathogen A biological agent that causes disease or illness to its animal or plant host. 



Pharmacogenetics The study of the way in which variation in individual genes affects drug 
metabolism and responsiveness, and the application of this information 
into clinical practice. 



Phenotype The observable traits of an organism. 



Pyrosequencing Genetic analysis for sequencing/sequencing technology for accurate 
and quantitative analysis of DNA sequences. 



Stratified medicine The management of a group of patients with shared disease characteristics 
but different molecular characteristics by using molecular diagnostic testing to 
select the best therapy in order to achieve the best possible treatment outcome 
for that group. 
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Meeting attendees’ guidance, May 2012

Under the direction and guidance of the Chair, all members are responsible for ensuring that the meeting achieves its duties and runs effectively and smoothly.


Before the meeting


· Prepare for the meeting in good time by reviewing all reports (the amount of time allocated for each agenda item can be used to guide your preparation)


· Submit any reports scheduled for consideration at least 10 days before the meeting to the meeting administrator (using the standard report template)


· Ensure your apologies are sent if you are unable to attend and *arrange for a suitable deputy to attend in your absence

· Notify the Chair in advance of the meeting if you wish to raise a matter of any other business

*some members may send a nominated representative who is sufficiently senior and has the authority to make decisions.  Refer to the terms of reference for the committee/subcommittee to check whether or not this is allowable


At the meeting


· Arrive in good time to set up your laptop/tablet for the paperless meeting

· Switch off mobile phone/blackberry


· Focus on the meeting at hand and not the next activity


· Actively and constructively participate in the discussions


· Think about what you want to say before you speak; explain your ideas clearly and concisely and summarise if necessary


· Make sure your contributions are relevant and help move the meeting forward


· Respect the contributions of other members of the group and do not speak across others


· Ensure you understand the decisions, actions, ideas and issues agreed and to whom responsibility for them is allocated


· Do not use the meeting to highlight issues that are not on the agenda


· Re-group promptly after any breaks


· Take account of the Chair’s health, safety and fire announcements (fire exits, fire alarm testing, etc)


Attendance


· Members are expected to attend all meetings and at least 75% of all meetings held each year


After the meeting


· Follow up on actions


· Inform colleagues appropriately of the issues discussed


Standards


· All documentation will be prepared using the standard Trust templates.  A named person will oversee the administrative arrangements for each meeting


· Agenda and reports will be issued 7 days before the meeting


· An action schedule will be prepared and circulated to all members 5 days after the meeting


· The minutes will be available at the next meeting 


Also under the guidance of the Chair, members are also responsible for the committee/ subcommittee’s compliance with relevant legislation and Trust policies, up-to-date versions of which are available on the Trust’s website or via the Head of Governance or Trust Secretary.
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