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

1. Welcome and apologies
2. Declarations of interest

3. Minutes of 18 September 2008

HTA (41/08)

4. Matters arising

5. Financial report (I)

HTA (42/08)

6. Chief Executive’s report (I)

HTA (43/08)

7. Framework for Directed Deceased Organ Donation (D)
HTA (44/08)

8. Any other business

Verbal



	Minutes of the thirty first meeting of the Human Tissue Authority



	

	Date
	18 September 2008

	Venue
	Wellcome Collection Conference Centre

183 Euston Road

London 

NW1 2BE


	Present
	

	Members

Ms Shirley Harrison (Chair)

Professor Michael Banner

Mrs Jodi Berg

Dr Kate Robson-Brown
Dr Ceri Davies
Mrs Pamela Goldberg

Professor James Ironside
Ms Ruth Musson
Mr Keith Rigg

Ms Catharine Seddon

Ms Helen Shaw

Ms Michaela Willis

Professor Sir James Underwood
	In attendance

Mr Adrian McNeil (Chief Executive)

Dr Shaun Griffin (Director of Communications)

Dr Sandy Mather (Director of Regulation)

Ms Priya Goyal (Authority Secretary)

	
	Observers

Mr Peter Jones (Department of Health)


	Item
	Title
	Action

	Item 1
	Welcome and apologies
	

	
	1. The Chair welcomed members of the public to the fifth public meeting and explained that they would have an opportunity to ask questions after the meeting ended.

2. Apologies had been received from Mr Brian Coulter, Dr Andrew Reid, Mr Leslie Boodram (Director of Resources) and Mr Peter Lemmey (Director of Policy).
	

	Item 2
	Declaration of interests
	

	
	3. Members were reminded that they should declare an interest, if relevant, before each agenda item was taken. None were declared. 
	

	Item 3
	Minutes from 15 July 2008
              [paper: HTA (35/08)]
	

	
	4. Subject to the following change the minutes were agreed as an accurate record:

5. Paragraph 8: Michael Banner had asked that the business case be circulated to Members.
	PG

	Item 4
	Matters arising
	

	
	6. Paragraph 8: Michael Banner asked about the business case and how Members would be involved in its progression. Adrian McNeil said that the business case had been submitted to DH and a meeting arranged in October to discuss it with the head of the unit responsible for the performance management of Arms’ Length Bodies. Shirley Harrison added that Members would have the opportunity to discuss the business case at the Authority away day the following day (19 September).
7. Paragraph 10: Shirley Harrison reported that dates and venues had been confirmed for the codes consultation workshops in October to which Members had been invited as observers; these would take place in Newcastle and London.

8. Paragraph 22: Michael Banner asked about the review of fees. Adrian McNeil said this was well under way and that the senior management team would be discussing the proposed fee structure before presenting it to the Authority for approval. He explained that the first step was to finalise the amount of grant-in-aid from DH. 

9. Paragraph 31: Adrian McNeil updated Members on the position on directed deceased organ donation following the July Authority meeting. He said that members of the Executive had met NHS Blood and Transplant (NHSBT) and DH colleagues on 18 August to discuss the practical implementations of the principles. These had been developed to assess cases which might be considered as exceptions to the rules. The Executive had refined the principles, mindful that the cases permitted on an exceptional basis would be few in number and would not impact the national allocation system in an adverse way. The policy framework would be presented to the Authority in October for approval.

10. Paragraph 36: Adrian McNeil reported that the publication of part 1 of the guidance from the Academy of Royal Colleges (AMRC) on the diagnosis of death was imminent. He added that the policy directorate had started work to scope out how the definition of death applied to scheduled purposes in the Act in line with Members’ suggestions at the July meeting. Michael Banner requested that the published AMRC guidance be circulated to Members. James Ironside reiterated the importance and utility of convening an ad hoc group of Members to advise the Executive on the development of the policy.
	
AM

PL

PL


	Item 5
	Chair’s Report
	

	
	11. Shirley Harrison said that she had attended a productive meeting with Sir Leszek Borysiewicz, the Chief Executive of the Medical Research Council (MRC). He said that the MRC intended to respond to the Authority’s consultation on the revised codes of practice. 
12. She reported that she had attended the final meeting of the Organ Donation Taskforce on the 11 September. The group was now preparing its report.
13. She reminded Members that the public Authority meeting would be followed in the afternoon by the annual Report-back event; and the Authority away day would take place the following day. All meetings and events were being held at the Wellcome Trust.
	

	Item 6
	Chief Executive’s Report                          [paper: HTA (36/08)]
	

	
	14. Adrian McNeil introduced the item.
	

	
	15. Sandy Mather gave an update on the key elements of the regulation directorate’s work.
16. Under objective 14, she said that 41 licence applications had been received from procurement organisations and a larger number had been dealt with using third party agreements: this maintained a proportionate approach to regulation. The majority of licence offers had now been issued. James Ironside expressed concern about the lack of resources to carry out this substantive piece of work and hoped that this would be resolved soon following discussions with DH.
17. Under objective 3, Kate Robson-Brown asked about the policy on the sale of human bodies, body parts and tissue. Sandy Mather said she would circulate this to Members for information.

18. Under objective 10, Michael Banner asked about DH gateway requirements. Adrian McNeil said that the Gateway scheme was designed to reduce burdens on NHS managers: approval from the DH had to be obtained before sending any communication to the NHS. All ALBs were obliged to add this objective to their business plans.

19. Under objective 27, Jodi Berg asked about the other strands of the Authority’s communications. She said that it would be useful to have a quarterly update on receipt of complaints and requests for information, which included data on frequency, type and time spent in handling them. Sandy Mather said that currently two freedom of information requests and one complaint about a licensing decision were being dealt with in the Regulation Directorate. Shaun Griffin added that an external auditor had completed work on handling of enquiries across the whole organisation and produced a series of recommendations. These would be reviewed and implemented as appropriate.
	SM



SG

SG

	
	20. Shaun Griffin gave an update on the key elements of the communications directorate’s work. 
21. Under objective 1, he said that the Executive continued to contribute to the DH Organ Donation Taskforce programme delivery board. He added that he had been appointed as communications adviser to the board. He reported that the taskforce on presumed consent, of which Shirley Harrison was a member, was considering the impact of an ‘opt-out’ system for organ donation. Jodi Berg said it was important that, once the report was published, Members should have the opportunity to discuss it in detail in order to understand the implications for the Authority.

22. Under objective 4, Shaun Griffin reported that a series of meetings had been held with key stakeholders. He said that all had been highly complimentary about the Authority’s approach to regulation. Members agreed that it was important to report a balanced view and that any issues or concerns that Directors were facing should also be flagged. 

23. Under objective 7, Shaun Griffin announced that the summary inspection reports, key messages guide and annual review would all be launched at the Report-back event that afternoon.

24. Under objective 26, he said that a new knowledge management system would be launched at the end of October.

25. Shirley Harrison said that she found the current presentation of the report difficult to read; she requested that future reports be written in larger font and with the pages correctly inserted. 
	SG



All

SG

	Item 7
	Financial Report 
                                    [paper: HTA (37/08)]
	

	
	26. Adrian McNeil introduced the item. He said that the report showed the financial position up to the end of August 2008.

27. He referred Members to Table 1. It had been agreed with DH that the Authority could use the cumulative underspend from earlier years to fund organisational development initiatives this year. 
28. He referred Members to Annex B, Table 2. The Authority was about on track for the year to date and that the forecast was for an underspend of about £200k. This could change as the Authority was only half way through the year. He explained that this surplus was predominantly due to an increase in licensed establishments, not a result of an increase in fees. 

29. Shirley Harrrison said that until agreement was reached with DH about the headcount, it was not possible to use the underspend to recruit more staff.

30. Keith Rigg asked about the outstanding invoices. Adrian McNeil said that these had all been subject to the Authority’s debt recovery procedure. All were between 30-35 days outstanding. 

31. Michaela Willis asked about the excess income. Adrian McNeil said that the Authority would consider how to handle the surplus.
32. Ruth Musson asked about the number of staff leavers. Adrian McNeil said that spending on organisational development had included hiring experienced HR staff who had already introduced new measures to improve the procedure for recruiting staff.

33. Members noted the financial position.
	AM

	Item 8
	Regulatory enforcement policy
              [paper: HTA (38/08)]
	

	
	34. Sandy Mather introduced the paper.
35. She explained that the policy formalised the regulatory principles agreed by the Authority two years ago when it began regulating and when Members had worked with the Executive to develop enforcement standard operating procedures (SoPs). She explained that the policy was a high-level framework and that the detail was included in these SoPs.

36. She added that the enforcement policy had already been considered by the Regulation Members’ Group and incorporated changes they had suggested.  
37. Michael Banner said that further consideration should be given to phrasing in certain parts of the policy. He added that is was important to incentivise declaration of non-compliance.

38. Catharine Seddon said that it was important to distinguish the Representations procedure from Appeals. She added that it would be helpful to give further explanation of ‘increased risk’ and to illustrate the definition with an example.
39. Subject to the revised version being circulated to ensure it reflected the comments made, Members approved the enforcement policy.
	
SM

	Item 9
	Quarterly regulatory action report           [paper: HTA (39/08)]
	

	
	40. Sandy Mather introduced the paper. 

41. She advised Members that there had been an increase in regulatory action in this report compared with the previous one. She expected this trend to continue in the short to medium term before it levelled off. This was because the Authority had now moved into its next stage of regulation and also its role had become more consolidated in the minds of the public and professionals.
42. Helen Shaw asked about the revocation of licences. Sandy Mather explained that currently the only mechanism for announcing these was via this report.
43. Ceri Davies asked about the origin of the regulatory action panels. Sandy Mather said that these were convened to focus on the enforcement of licensing conditions and the appropriate regulatory action to take.
44. James Ironside asked about clinical pathology accreditation (CPA). Sandy Mather said that CPA was mainly concerned with accrediting laboratory areas. She added that prior to an inspection taking place by the Authority, contact was made with other regulators to find out if inspections had been undertaken in order to avoid duplication. 

45. Members agreed that it would be useful to include more detail in the report where a major decision had been made.
46. Members noted the regulatory action taken by the Regulation Directorate between 1 April and 31 August 2008.
	

SM

	Item 10
	Report of the second European meeting of competent authorities for tissues and cells              [paper: HTA (40/08)]
	

	
	47. Sandy Mather introduced the paper. She said that the purpose of the report was to brief Members fully about the competent authority meeting which had been held in May, including the benefits of the Authority’s participation. She added that this had been discussed and fully supported at the Regulation Members’ Group meeting in August.
48. She explained the benefit of the Authority committing more resources to contribute to the further development of commission funded projects: this was based on a sound ‘invest to save’ principle.

49. After discussion, Members agreed that there was a need to engage with the commission’s projects and that senior representation was required in order to be able to effectively influence decision-making. Michael Banner said it was important to engage the DH, the UKREP and the Department for Enterprise and Regulatory Reform to ensure a better chance of influencing the Commission. 

50. Members noted the report.
	SM

	Item 11
	Report back from Audit Committee
	

	
	51. Michael Banner, Chair of the Audit Committee, reported that there had not been a meeting of the Audit Committee and that he would give a verbal update on the outcome of the next meeting.
	MB

	Item 12
	Any other business
	

	
	52. None was raised.
	



The meeting closed at 12.40pm and was followed by a question and answer session

	

	Authority Paper 



	

	Date
	21 October 2008
	Paper reference
	HTA (42/08)

	Agenda item
	  N/A
	Author
	Peter Lemmey

	


Framework for Directed Deceased Organ Donation 

Introduction

1. On a number of occasions during the summer, Members considered directed deceased organ donation for transplantation; and whether and in what circumstances it might be permissible. 
2. At the July meeting, they noted that the Human Tissue Authority, NHS Blood and Transplant and the Department of Health all had a locus in determining the rules for directed deceased donation. The Authority agreed that, in cases where a person died whilst being worked up as a living donor, the directed donation should proceed after their death: to all intents and purposes these cases were a continuation of the living donation process. However, other situations in which individuals had put themselves forward as living donors, but had subsequently been unable to donate, were thought to be less clear-cut. Members were clear that if there was to be a change in policy, it had to be limited to exceptional situations that, cumulatively, did not have an adverse impact on the national allocation system. They felt that they needed more information about the possible implications of allowing such exceptions before they could consider the matter further. The Authority was concerned in particular about the likely number of exceptional cases; and whether the principles it had examined for permitting directed deceased donation were practicable in the operational setting.

Discussions with NHS Blood and Transplant and the Department of Health

3. Since then, we have discussed the approach we have taken and the Authority’s concerns with both NHS Blood and Transplant and the Department of Health; the information and further assurance sought by the Authority on both numbers and practicability are set out below.
4. NHS Blood and Transplant and the Department of Health have also considered the permissibility of directed deceased donation further, according to their own remits and responsibilities.
Further information sought by the Authority

5. Our discussions with NHS Blood and Transplant and DH have produced further information to allay the Authority’s concerns noted at the July meeting. The Authority wanted further assurance that cases which complied with the principles the Authority had drafted would be truly exceptional, and few in number. The Authority was particularly concerned that the working of the national allocation system for transplantable organs, reliant on clinical priority and organ match, should not be affected; nor should these exceptional cases take precedence over urgent clinical need. We have discussed the question of likelihood in detail with NHS Blood and Transplant and their Director of Statistics, Professor David Collett, has produced an analysis which is attached in Appendix A. They have confirmed that cases of direct deceased organ donation are likely to be very few in number, as the Authority had previously assumed. For an individual to die, that individual to be a potential donor, and at the same time also to have a relative in need of an organ to whom they would wish to direct the organ, would only occur in very rare circumstances. Professor Collett’s analysis suggests that this would be less than once a year. Others in NHS Blood and Transplant confirm that such cases would have virtually no impact on the national allocation system.
6. The Authority also wanted assurance that the five principles it had set out to govern the permissibility of directed organ donation were in fact practicable for donor coordinators and other clinicians to apply. Our discussions with NHS Blood and Transplant and DH suggest that these principles (set out below) would be practicable with the following alterations.
7. Principle 2 was broadened to refer to the need for appropriate consent, rather than the deceased having indicated a wish to be an organ donor. This terminology and approach is consistent with requirements for providing consent more generally – and allows for those cases where consent is given by the family on the donor’s behalf. This would bring the principle into line with guidance issued by the Authority on consent more generally, and followed by clinical teams in the field.
8. It was also suggested that principle 5 be amended to remove the reference to the intended recipient being on the allocation list and instead to refer to a transplant being clinically indicated for the intended recipient. This change reflects cases where patients may not currently be on the allocation list but a transplant is still their best option for treatment (for example a pre-emptive transplant for an individual with kidney failure, to avoid the need for dialysis). 
9. We have therefore redrafted the principles which would need to apply to make a directed deceased donation acceptable so they now read as follows:

1. that there are not others in urgent clinical need of the organ who may be harmed by the organ being directed;

2. that that there is appropriate consent to organ donation;

3. that the deceased had indicated a wish to donate to a specific named relative or friend in need of an organ, or that the deceased’s family expresses such a wish on the deceased’s behalf;

4. that the intention to donate was not conditional on the directed donation to their specified relative or friend going ahead;

5. that the need for a transplant is clinically indicated for the intended recipient.
Appendix A
Evaluation of the chance that a deceased donor may have a relative on the transplant waiting list ( Prof David Collett - NHSBT)
1. This evaluation investigates the chance that a particular deceased donor may have a relative on the waiting list for a solid organ transplant. The analysis is based on certain strong assumptions that are described.

2. Suppose that the probability that a member of the UK population is on the waiting list for a solid organ transplant is pW, where pW is the proportion of the population currently listed for a transplant. We will assume that this proportion is the same for each person, although it will vary according to factors such as age group, gender, and the particular organ that is needed. Since this proportion is small, the results may not be too sensitive to the actual value chosen and the extent of variation in these values across the population. However, the dependence of the results on the assumed value of pW can be examined.

3. Also let the number of relatives
  per donor be NR. In practice NR will vary between 0 and possibly quite a large number. The sensitivity of the results to different values of NR therefore needs to be explored.

4. Finally, suppose that there are D individuals who become deceased organ donors in a given year. There has been little change in this value over the last five years, in that it has ranged from 751 to 809.

5. For each of the deceased organ donors in a given year, there will be on average D x NR relatives on the waiting list. Each of these relatives has a chance pW of being on the waiting list for a transplant, and so the average number of relatives on the waiting list is D x NR x pW.

Values of D, NR and pW
6. At present there are 7900 patients on the waiting list for a transplant, and taking the UK population size to be 61,000,000, pW = 7900/61,000,000. We will take the number of deceased donors in a financial year to be D = 800, and so the average number of relatives on the waiting list is (800 x 7900 x NR)/61,000,000 = 0.1036 NR.

7. The table below shows the values of this quantity for a range of values for NR, the number of relatives per donor. By multiplying the number of relatives by 0.1036 we can arrive at an average number of relatives, as follows:.
	Number of relatives per donor
	Average number of relatives on list

	1
	0.10

	2
	0.21

	4
	0.41

	8
	0.83


8. On the assumption of 4 relatives per donor, we would expect that amongst 800 donors in a given year, there would be 0.41 relatives on the waiting list. This means that, on average, one relative would be on the list in a little under a two and a half year period. On other words, this means that these circumstances would arise once every two years. This time period is halved if there are assumed to be 8 relatives per donor, to just under once a year.  With just two relatives assumed per donor, a relative of an organ donor would be expected to be on the waiting list in a period of just under 5 years.

� In the context of this evaluation, the term ‘relative’ means anyone close to the deceased for whom directed donation may be considered.





