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	Date
	15 July 2008

	Time
	10.30am – 1pm

	Venue
	The Law Society

113 Chancery Lane, 

London 

WC2A 1PL


Agenda

(I) = for information; (D) = for decision

	
	

	1. Welcome and apologies
	

	2. Declarations of interest
	

	3. Minutes of 17 June 2008
	HTA (30/08)

	4. Matters arising
	

	5. Chair’s report (I)
	

	6. HTA Chief Executive’s business plan and communications report 1 June – 30 June 2008 (I)
	HTA (31/08)

	7. Financial report (I)
	HTA (32/08)

	8. Directed deceased organ donation (D)
	HTA (33/08)

	9. Audit Committee annual report 2007/08 (I)
	HTA (34/08)

	10. Definition of death (I)
	Verbal

	11. Any other business
	Verbal

	Lunch
	


	

	Minutes of the twenty ninth meeting of the Human Tissue Authority
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	Date
	17 June 2008

	Venue
	The Law Society

113 Chancery Lane

London

WC2A 1PL


	Present
	

	Members

Ms Shirley Harrison (Chair)

Dr Kate Robson-Brown

Mr Brian Coulter

Dr Ceri Davies

Mrs Pamela Goldberg

Professor James Ironside

Professor El-Nasir Lalani
Ms Ruth Musson

Dr Andrew Reid

Mr Keith Rigg

Ms Catharine Seddon

Ms Helen Shaw

Professor Sir James Underwood

Ms Michaela Willis
	In attendance

Mr Adrian McNeil (Chief Executive)

Mr Leslie Boodram (Director of Resources)

Dr Shaun Griffin (Director of Communications)

Mr Peter Lemmey (Director of Policy)

Dr Sandy Mather (Director of Regulation)

Ms Priya Goyal (Authority Secretary)

	
	Observers

Mr Gareth Jones (DH)

Mrs Lucy Atwal

Dr Chris Birkett

Ms Teena Chowdhury

Dr Chris Perrett

Ms Sarah Tilsed


(I) = for information; (D) = for decision

	Item
	Title
	Action

	Item 1
	Welcome and apologies 
	

	
	1. Shirley Harrison welcomed the following observers from the HTA executive: Lucy Atwal (Regulation Officer), Teena Chowdhury (Regulation Manager), Chris Perrett (Regulation Manager) and Sarah Tilsed (Regulation Assistant). Chris Birkett (Regulation Manager) was attending to note Members’ comments on the draft code of practice on Anatomical Examination.

2. Apologies had been received from Professor Michael Banner and Mrs Jodi Berg.
	

	Item 2
	Declaration of interests
	

	
	3. Ceri Davies declared an interest in the draft revised code of practice on anatomical examination as he was a teacher of anatomy.
	

	Item 3
	Minutes from 20 May 2008
              [paper: HTA (22/08)]
	

	
	4. The minutes were agreed as an accurate record.
	

	Item 4
	Matters arising
	

	
	5. Paragraph 7: Shirley Harrison said that a meeting would be arranged to decide the Authority’s approach to handling retention and disposal following coroner’s post-mortem examination. The Members involved would be her, Michael Banner, James Ironside, Ruth Musson, Andrew Reid and James Underwood. A meeting would subsequently be arranged with André Rebello (Honorary Secretary of the Coroners Society) and Peter Furness (RC Path) about implementation of the guidance, particularly the agreement of local protocols between coroners and pathologists. 

6. Paragraph 17: Brian Coulter commended the Executive for organising a very useful induction day which he felt had covered a good mix of topics.
	PL



	Item 5
	Chair’s Report (I)
	

	
	7. Shirley Harrison reported that the last meeting of the Organ Donation Taskforce would be held on July 15 and that the final report was expected in September. The Taskforce had said it would be useful if the Authority formed a view on the definition and diagnosis of death following publication of guidance from the Academy of Medical Royal Colleges.  

8. She said that she had found the refresher panel training for transplant approvals on 16 June very helpful and thanked the policy team for organising this session. She encouraged Members to attend the additional session which would be arranged for those who had been unable to make the earlier date.

9. She added that this would be El-Nasir Lalani’s last HTA meeting as he would be moving abroad to take up a new post. She extended her warm thanks for his keen contribution to Authority meetings, as well as his practical help in giving talks and presentations and assisting at training days. El-Nasir Lalani said that he had learnt a great deal during his three year tenure as a Member and that it had been a pleasure working for the Authority. Members wished him well in his new role.
	PL

PL



	Item 6
	Chief Executive’s Report (I)                     [paper: HTA (23/08)]
	

	
	10. Adrian McNeil introduced the item. This was the second report in the new format which reported progress against milestones.

11. He said he had recently received the consultants’ report on the capacity, workload and structure of the HTA executive. The senior management team would now prepare a business case for an increase in headcount, based on the report’s recommendations, for submission to the DH. 

12. He added that, in the last month, a number of staff had given notice of leaving the Authority. Sandy Mather explained that, without experienced HR assistance, the Regulation Directorate and others in the HTA had sometimes found it difficult to match the work to suitable staff. However, the presence of a senior in-house HR provider had made a significant difference to the way in which the HTA now recruited staff. She thought that this new-found professional help with recruitment would pay dividends and that the prospect of an OD strategy would result in a marked improvement in retention. Shaun Griffin said that the Communications directorate was currently short staffed and would be stretched to meet current workloads until posts had been filled.

13. Members said it would be useful to see what other regulators did to keep attrition low.

14. Objective 6: Kate Robson-Brown asked about the conference for Independent Assessors (IAs) on 5 November. Peter Lemmey explained that this was an annual event for the Authority to gather feedback from IAs, as well as for IAs to network and pool their experience. He added that Members were welcome to attend and further information would be circulated in due course.
	SMT

PL

	Item 7
	Financial Report (I)                                    [paper: HTA (24/08)]
	

	
	15. Leslie Boodram introduced the report, which showed the financial position up to the end of May 2008.
16. The Authority had approved an interim 2008/09 budget in March, subject to the deficit position being resolved. Meetings had been held with DH to discuss the case for additional funding and the Authority were responding to their request for further clarification. 

17. Turning to the financial position for this year, the Authority currently had a £17k overspend but was expecting to recover this position once the budget position had been resolved with DH.
18. He said that, as last year, the Authority would start forecasting from the end of June; and a further financial training session for Members would be held if there was sufficient interest. 

19. Members noted the financial position. 
	LB

LB

	Item 8
	Draft revised code of practice Anatomical Examination (D)   [paper: HTA (25/08)]
	

	
	20. Peter Lemmey introduced the paper and explained the stages it had been through in its preparation. He said that there were no major policy changes from the original code. Adrian McNeil thanked Ceri Davies for helping to critique the draft code. 

21. Members raised the following points:

The use of images

· This section did not sit well under the licensing section and would be better placed in a different part of the code.
Providing information to potential donors

· This section should precede the section on obtaining appropriate consent.

Obtaining appropriate consent

· The example in this section should be reworded to make the medical condition clearer.

· Paragraph 37: This guidance should be reworded to ensure consistency with coroners law in terms of its guidance on storage for anatomical examination.

Disposal

· This paragraph should make it clear that the Designated Individual who accepted a body ensured that robust systems were in place. 
Transfer of loan of cadaveric material

· An example should be added to illustrate this practice.
22. Members were asked to send detailed textual comments by email to Chris Birkett.

23. Subject to amendments sent by email, the Authority approved the draft of the code for consultation. 
	

	Item 9
	Annual Review (I)                                      [paper: HTA (26/08)]                          
	

	
	24. Shaun Griffin introduced the paper. As explained in the paper, the Annual Review would from now on be published separately from the Annual Report and Accounts. The Annual Review was the Authority’s flagship publication that met the HTA’s responsibility for accountability as a public body. 
25. Some points of clarification were raised and it was agreed that these would be incorporated into the review prior to publication. It was also agreed that next year’s review would be circulated in draft to the Communications Members’ group for comment before bringing it to the full Authority.
26. The Annual Review was approved, subject to the changes suggested by Members. 
	SG

SG

	Item 10
	Report back from Audit Committee (I)


	

	
	27. Helen Shaw said that she was standing in for Michael Banner as the Chair of the Audit Committee.

28. Members noted that: 

· the Audit Committee, which had met immediately before the Authority meeting, had received a clean report from the National Audit Office (NAO) 
· the report and accounts (in the following item) had been approved by the Audit Committee
· the annual report of the Audit Committee would be presented to the Authority in July.
	LB

	Item 11
	Annual Report and Accounts (D)             [paper: HTA (27/08)]


	

	
	29. Leslie Boodram introduced the paper. He said that the Annual Report and Accounts had been compiled in accordance with the Human Tissue Act and Government Accounting. 

30. The Authority had undergone eight substantial internal audits and two by the NAO, who had given an unqualified opinion on the accounts. He added that key financial targets had been met.
31. Subject to the Authority adopting these accounts, full approval would be given by the NAO on 23 June, following which they would be submitted to DH before being laid before Parliament on 19 July.

32. Subject to minor amendments which Members agreed to submit to Leslie Boodram, the Authority adopted the Annual Report and Accounts. 
	LB

	Item 12
	Codes revision : consultation arrangements (I) 

[paper: HTA (28/08)]
	

	
	33. Peter Lemmey introduced the paper. The proposals were based on the Authority’s experience of running the consultation process on its first set of codes. The consultation would run over 15 weeks (1 August to 15 November 2008). It would principally be web-based, but supplemented by workshops.
34. The consultation workshops were still in planning phase but it was likely that these would be held on consecutive days in October. He said input from Members would be valued at these events.
35. Shirley Harrison added that following consultation, James Underwood had agreed to review the codes to ensure consistency within and between them in terms of content and accuracy. 
36. Members noted the report.
	

	Item 13
	Directed deceased donation : update


	

	
	37. Peter Lemmey gave a verbal update. A workshop had been held on 19 May following the January Authority meeting. This involved the DDD ad hoc group of HTA Members, the HTA Executive, ethicists and representatives from UKT and DH. 
38. He explained the objective of the workshop and some of the points that had surfaced. The ad hoc Members’ group had met immediately after the workshop to consider the issues that had been raised. 
39. They felt that, before the principles were addressed, it was important to know what was the locus and responsibility of each of the HTA, DH and UKT. 
40. A paper on this had been prepared for the ad hoc Members’ group, who would be considering with the executive, immediately after the June Authority meeting, the content of the paper that would be presented to the Authority in July.
	PL

	Item 14
	Any other business
	

	
	 41. None was raised.
	


The meeting closed at 1pm

	

	Authority paper 

	

	Date
	15 July 2008
	Paper reference
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	Peter Lemmey

	


Directed deceased organ donation

Purpose

1. This paper invites the Authority to agree a set of principles to govern decisions on directed deceased organ donation for transplantation.

Introduction

2. The Department of Health (DH) issued guidance (‘the rules’) in 1999 which proscribed any kind of condition or direction being placed on donation of solid organs by deceased people or their families. In this context, a condition would serve to exclude certain recipients; a direction would identify one or more recipients.

3. The HTA’s remit to implement the consent provisions of the Human Tissue Act suggest that the elements of this DH guidance relating to consent are now the responsibility of the Authority. However, as explained later, there are others involved.

4. In the last few months the Authority has been asked on a few separate occasions if a directed deceased donation could be made on an exceptional basis. These requests prompted a paper that was submitted to the Authority in January. Members thought that the issues were much broader and more complex than the paper suggested and asked for more work to be done. This work is now being taken forward in collaboration with UKT and DH, who have agreed that a paper to our Authority should be among the first steps.

Why should the question of directed deceased donation be considered now?

5. On those occasions recently when potential donors have asked whether they can make a directed donation after death, or whether if they die before their intended living (and therefore directed) donation can be carried out then the direction of their organ can still be assured, the Authority has been contacted by UKT and the field for advice. 

6. Earlier this year there was press coverage of the Ashworth case and the HTA’s unwillingness to alter its stance on directed donation. At that time we said that the Authority had made a preliminary consideration of the matter in January 2008 and was going to consider it again in the summer.

Why should it be considered by the Human Tissue Authority?

7. Three organisations - HTA, UKT and DH – are agreed that they each have a locus in determining the rules for directed deceased donation.

8. The HTA’s general functions are set out in the Human Tissue Act 2004. These include giving guidance on the Act’s consent requirements for deceased donation of organs. UKT is required to consider and advise the Secretary of State and NHS bodies on ethical, legal and clinical issues which arise out of the organ and tissue donation and transplantation service; and to lead the development of donation and transplant standards and monitor the maintenance of such standards by NHS bodies. DH is responsible for legislation and overall policy direction, and provides the link between arm’s length bodies and Ministers. Ministers remain ultimately accountable to Parliament for the deceased donation system and therefore they need to be in agreement before any change is made in policy.

9. Following the workshop, Adrian McNeil discussed the division of responsibilities with both Chris Rudge of UKT and with DH and they agreed that all three organisations had responsibilities in this area. It was also agreed that the HTA should take the lead and that following our Members workshop in June, we would prepare this paper for the July Authority meeting and for subsequent discussion with UKT and DH.

History

10. The Authority has been asked to consider a small number of cases, characterised by various scenarios. Members had a preliminary discussion in January, at which they agreed that the topic merited examination at a workshop involving not only an ad hoc group of Authority Members, but other commentators and experts. This took place in May. A morning session with external invitees considered the question:

What are the principles that now apply to deceased donation: do they allow for consideration of directed deceased donation? 

In the afternoon, the Members’ ad hoc group considered how the matters raised at the morning session should be framed within a draft set of principles which the Authority as a whole might discuss in July. The ad hoc group also identified a need for further factual information, which they took into account when discussing the matter further after the June Authority meeting.

Consideration

11. The Members’ ad hoc group concluded that we should not recommend to Ministers that the rules covering deceased donation for organ transplantation should be changed. The sort of exceptional cases indicated are likely to be rare and do not provide grounds for reconsideration of the rules – with the unpredictable and unintended consequences that might set in train for the national allocation system. As the exceptional cases are likely to be very few in number they should not be allowed to influence the general programme. However, the group considered that it was possible to identify principles which might allow some exceptional cases, to be permitted in certain circumstances. Such principles – accompanied by practical guidance – would need to be understood and applicable by donor coordinators working in transplant units within the framework of deceased donation transplantation. The Authority’s remit does not extend to the approval of such cases individually; and, given that these are deceased donations, there would not be time for recourse to the HTA for approval in any event.

12. The ad hoc group considered that directed deceased donation may be acceptable, in exceptional cases, if the following principles were to apply:

· That there are not others in urgent clinical need of the organ who may be harmed by the organ being directed. 

· That the deceased had indicated a wish to be an organ donor. 

· That the deceased had indicated a wish to donate to a specific named relative or friend in need of an organ. 

· That the deceased’s intention to donate was not conditional on the directed donation to their specified relative or friend going ahead.

· That the intended recipient is on the allocation list. 

13. The implementation of such principles would need to be accompanied by guidance prepared in collaboration with UKT about how they are to be applied, including how the requirements are to be evidenced; how urgent medical need is defined and checked; and other definitional and practical information. It may also be desirable to monitor how consistently and accurately these principles are being applied. 

Way forward

14. A decision to handle exceptional cases in this way would need first to be agreed by the Authority, UKT and DH officials. The next step would be for Ministers to agree a change to their 1999 guidance. 

15. Individual cases would have to be dealt with according to the principles and guidance without prior consideration or approval. Subject to Ministers’ agreement to change, one approach may therefore be for DH officials to invite the Secretary of State to issue a Direction which would extend the remit of the HTA to prepare and promulgate the guidance and monitor implementation, to test the integrity of the principles and assess whether any changes in the approach are required.

Conclusion

The Authority is invited to agree the approach and principles contained in this paper, before they are discussed with UK Transplant and DH.

Appendix A

Directed deceased organ donation – additional information

Responsibilities of the organisations involved

1. These paragraphs set out the responsibilities of each of the organisations which have a remit in deceased donation for transplantation: the Human Tissue Authority, UK Transplant (UKT) under the auspices of NHS Blood and Transplant (NHSBT) and the Department of Health (DH). 

2. Following the May workshop on directed deceased donation, Adrian discussed the division of responsibilities for deceased donation with both Chris Rudge and DH and they agreed that all three organisations had responsibilities in this area. 

Responsibilities of the HTA

3. The general functions of the HTA are set out in the Human Tissue Act 2004 (the Act). These include providing general oversight and guidance as it considers appropriate in relation to activities within its remit.

4. The HTA is responsible for laying down standards and giving practical guidance on the consent requirements of the Act. These cover consent for deceased donation of organs. The HTA provides oversight and guidance on ensuring that appropriate consent is in place before organs can be removed, stored or used for transplantation. 

5. The Act states that, wherever possible, the wishes of the deceased be established before organs can be removed. The Act makes clear that where an adult has, whilst alive and competent, consented to organ donation taking place after their death, then that consent is sufficient for the activity to be lawful. A person who wishes to donate their organs after death will normally do this by registering on the NHS Organ Donor Register which is managed by UKT, carrying a donor card, or expressing their wishes in another way.  
6. If no record of the deceased person’s wishes exists, the Act permits consent to be obtained from the person nominated by the deceased person to act on his or her behalf; or if one does not exist, from a person in a “qualifying relationship” – such as a partner or other relative or friend.
7. The HTA works with UKT and DH to ensure that its superintendence of the consent provisions for deceased donation in the Act complements the system for deceased donation. 

8. Regulations under the Act require that the HTA approves all cases of living organ donation for transplantation. Currently, the following types of living organ donation may be approved:

· directed donation where there is a proven genetic or emotional relationship

· paired / pooled donation

· altruistic non-directed

The HTA undertakes this role through an independent assessment process. This process fully explores whether informed consent has been given by the potential donor. 

Responsibilities of UKT

9. The functions of UKT are set out in the NHSBT Directions 2005. 

10. The Directions set out UKT’s functions in relation to the transplantation of organs and tissues, which include providing an organ and tissue matching and allocation service, whilst ensuring the maximum and most effective use of organs/tissue and the equity and integrity of the organ sharing system (Annex A). 

11. UKT is required to consider and advise the Secretary of State and NHS bodies on ethical, legal and clinical issues which arise out of the organ and tissue donation and transplantation service and to lead the development of donation and transplant standards and monitor the maintenance of such standards by NHS bodies. 

12. The Directions also place responsibility on UKT to acquire, record, update and keep information about potential and actual donors and recipients of organs and tissues which are or may be available for transplantation and other related matters.

Role of DH
13. The DH is responsible for legislation and overall policy direction, and provides the link between arm’s length bodies (such as the HTA) and Ministers. 
14. Ministers remain ultimately accountable to Parliament for the deceased donation system and therefore they must be in agreement before any change in policy is agreed.
How UKT’s allocation system works

15. The following section sets out a summary of how the allocation system works. The allocation system is designed to ensure that patients are treated equitably and that donated organs are allocated in a fair and unbiased way based on the patient's need and the importance of achieving the closest possible match between donor and recipient. There are however some guiding principles:

· If there are no urgent patients on the waiting list, the organ is offered for patients on the non-urgent list who are nearest in age and blood group to the donor. 

· The location of donor and recipient is also considered to minimise the delay between retrieving and transplanting organs.

· Organs donated from children generally go to child patients to ensure the best match in size but, when there are no suitable child recipients, organs from young people are given to adults.

· Patients waiting for a heart or liver who are classified as urgent are given priority. This is because their life expectancy without a transplant can be measured in days or even hours. 

16. All patients who are waiting for transplants are registered on UKT’s National Transplant Database. 

17. The system for allocating organs is determined by the medical profession in consultation with other health professionals, the DH and specialist advisory groups. 
18. The blood group, age and size of both the donor and recipient are all taken into account to ensure the best possible match for each patient. 

19. There is a separate scheme for the allocation of kidneys; kidney pancreas and pancreas alone; liver and heart and/or lungs from deceased donors (Annex B). 

20. A computer programme is used by UKT to identify the best matched patient, or alternatively, the transplant unit to which the organ is to be offered.

Forecast of numbers of cases 

21. Approximately 1 in 8000 of the population is waiting for a transplant. If a single deceased donor has, for example, 5 ‘eligible’ relatives to whom a directed donation may be desired, the likelihood that any of those 5 relatives is on the transplant list is approximately 5/8000 i.e. 1 in 1600. With 800 donors per year, that would suggest that the possibility of directed donation might arise once every two years. If the number of ‘eligible’ relatives changes the likelihood may alter accordingly. It is therefore likely to happen exceptionally.

22. The calculations would therefore suggest that directed deceased donation should only happen once every two years; however, our experience has been more, suggesting that it might happen 1-2 times per year. 
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Audit Committee Annual Report 2007/08

Purpose of the paper

1. This paper provides the Authority with a report of the business undertaken by the Audit Committee (the Committee) for the year ended 30 June 2008.

Introduction

2. As part of the Audit Committee’s revised terms of reference it is required that a full report is submitted to the Authority on an annual basis.
3. This is the first report to be prepared.
Audit Business

Membership

4. The following changes have taken place:
· July 2007 - Ms Sharmila Nebrajani (Committee Chair) resigned and was succeeded by Professor Michael Banner as Chair;

· during 2007 - Ms Ruth Musson and Ms Helen Shaw joined the Committee; and 
· March 2008 - Dr David Sharpe stepped down.
5. In June 2008 Ms Pamela Goldberg and Mr Brian Coulter agreed to join the Committee. This is to provide stability and future proofing for years 2008 and 2009.
Annual report and accounts

6. The Committee has reviewed and agreed the annual report and accounts.  
Audit matters

7. The HTA has been subject to considerable audit activity. This included:
· external audit. The HTA has undergone two audits by the National Audit Office. Both of these audits returned satisfactory opinions

· Internal audit. Although all individual audits received substantial assurance opinions, the overall adequate assurance opinion reflected that two 2006/07 audit recommendations had not been implemented by the time of the follow up.These have now been implemented and a revised monitoring procedure put in place between HTA management and internal audit to ensure timely implementation of recommendations
· approval of the Audit plan. The Audit Committee has approved the audit activity plan for 2008/09 and beyond. This will entail up to eight audits throughout the year. The plan seeks to identify the most appropriate areas for audit and these are being planned for regulation, transplantation and performance management

· Internal auditors. The Committee approved the reappointment of RSM Bentley Jennison in May 2008 as the HTA’s internal auditors for a period of three years.

Policies
8. During the last year the Committee has reviewed the policies relating to:
· whistle blowing

· fraud response

· business continuity.

Risk

9. The Committee considers the Risk Register at all ordinary meetings.
Governance review

10. During the summer of 2007 the Audit Committee undertook a governance review. This defined:
· new terms of reference for the Committee.  This brought the Committees’ practices in line with current HM Treasury guidelines.  This was later included within the Authority’s Standing Orders

· the roles of the internal and external auditor

· the yearly timetable (business)

· the role of the Executive in relation to the Committee.

11. These elements were put together as part of an induction pack to be used for new Committee members.
2008/09 activitiy

12. The Committee is planning to take the following items of business during 2008/09:
· risk.  The HTA’s risk strategy will be reviewed and brought to the Committee later in the year
· Data Protection (DP).  Given the current high profile nature of this topic, the HTA is currently undertaking a DP review.  In addition, the Cabinet Office has issued guidance that organisations must have a responsible director making adequate disclosures to the Authority.  This responsibility will be discharged via the Committee. 
Conclusion

13. The Authority is invited to note this report. 
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