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	Minutes of the twenty fifth meeting of the Human Tissue Authority
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	Date
	15 January 2008

	Venue
	Law Society

113 Chancery Lane

London

WC2A 1PL


	Present
	

	Members

Ms Shirley Harrison (Chair)
Professor Michael Banner

Professor James Ironside
Ms Jane Jeffs
Ms Ruth Musson
Mr Keith Rigg
Dr David Sharpe

Ms Michaela Willis
Professor Sir James Underwood
	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 Peter Jones (Department of Health)


	Item
	Title
	Action

	Item 1
	Welcome and apologies
	

	
	1. The Chair welcomed as observers at the meeting: Morounke Maxwell-Yates, (Head of Resources) and Maryam Gadache, (Information Analyst) who were new starters to the Authority.
2. Apologies had been received from Dr Kate Robson-Brown, Dr Ceri Davies, Professor El-Nasir Lalani, Dr Andrew Reid and Ms Helen Shaw.
	

	Item 2
	Declaration of interests
	

	
	3. None were declared. 
	

	Item 3
	Minutes from 20 November 2007
[paper: HTA (01/08)]
	

	
	4. The minutes were agreed as an accurate record subject to the following amendments:
· Paragraph 10: replace ‘following a coroner’s inquest’ by ‘following termination of a coroner’s authority’.
· Renumber paragraphs to follow a sequential order.
	PG


	Item 4
	Matters arising
	

	
	5. Paragraph 5: Peter Lemmey explained that the paper on the criminal prosecution process would be discussed as a separate agenda item later on in the meeting. He went on to make the following comments:
Paragraph 7: the training session for Members’ transplant panels would take place in the first half of 2008.
Paragraph 8: the first meeting of the Advisory Committee on the Safety of Blood, Tissues and Organs would take place on 23 January. He noted that the committee’s acronym had changed from ACSBTO to SaBTO.  
Paragraph 21: He also reported that he would be giving oral evidence to the Lords Select Committee on 13 March on the European Union Commission’s proposal to introduce a Directive on organ donation. 

6. Paragraph 37: Adrian McNeil said that he had contacted Members about pushing back dates for Authority meetings. He said that, as he had received a mixed response, he and the Chair had decided not to change the meeting dates up to March 2009. These would be further reviewed after this date. Members requested an email confirmation of the dates of meetings. Members agreed that, if necessary, the financial report could be circulated a few days after the rest of the papers.
7. Paragraph 38: The Chair said that private sessions for members would be reinstated as required, with the first being at the March meeting.
	PL


PL
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SH

	Item 5
	Chair’s Report
	

	
	8. The Chair reported that she had been asked to join the Organ Donation Taskforce from the 18 January. 
9. She mentioned that she had attended the press conference about altruistic donation on the 14 December and had been pleased with the publicity.
10. She reported that recruitment of new Members by the Appointments Commission was under way.
	

	Item 6
	Chief Executive’s Report            [paper: HTA (02/08)]
	

	
	11. Adrian McNeil introduced the item. He said that the report indicated performance against Business Plan targets for the quarter up to 31 January 2008. He explained that the monthly progress update for December 2007 had been subsumed into this report. 

12. Michael Banner asked for clarification on the headcount. Leslie Boodram explained that this was currently at 37 with five vacancies.

13. Objective 7: Michaela Willis asked about the 37 inspections that had been carried out. Sandy Mather explained that the unannounced inspection as well as arising problem areas had been reported in the last Regulatory Action Report. She clarified that a total of 77 inspections had been carried out by the end of 2007. Jane Jeffs asked about the mock inspection as part of the Home Office exercise on mass fatalities. Sandy said that the Authority’s presence had been welcomed and that the visit had resulted in site recommendations and amendments to the compliance report.
14. Objective 10: Peter Jones asked to what extent the Authority was responsible for patient safety. Peter Lemmey said that it fell within the Authority’s remit to regulate the safety of stored tissue - with consequent implications for patient safety. The wording in subsequent CEO reports would be amended to reflect this. 
15. Objective 1: The Chair said that she had reviewed the e-learning package for Designated Individuals and had found it very good. She thanked all those who had been involved. 
	PL

	Item 7
	Financial Report 
[paper: HTA (03/08)]
	

	
	16. Leslie Boodram introduced the item. He said that, as the end of the financial year was fast approaching, it would be important to continue to exert strong financial controls in order to achieve a satisfactory financial position.  He emphasised that the Authority was in a financially healthy position: the forecast was now showing c£50k underspend, but the exact position might vary slightly by the end of the financial year. 
17. Michaela Willis asked about the five vacancies. Leslie said that candidates had been shortlisted for the Policy Officer post. For the remaining posts: the Regulation Manager, Regulation Officer and Media Manager, an advertisement was being prepared, and the final position of the secretarial post was under review. 
18. Keith Rigg asked about the underspend. Leslie said that this was in part due to vacancies but also because the funds allocated for legal actions and knowledge management had not been fully spent. He expected the underspend to be carried forward to the next financial year.
19. James Ironside asked about the transitional costs for RATE and about timeliness of payment of licence fee invoices. Leslie said that the DH had agreed to meet the transitional costs for RATE. A very robust debt recovery process had resulted in the payment of all outstanding invoices from last year and that it was his expectation that the same would apply for this financial year.
	LB



	Item 8
	Draft Business Plan and indicative budget for 2008-9
 [paper: HTA (04/08)]
	

	
	20. Adrian McNeil introduced the item. He explained that the Plan was still work in progress and that the next stage of work involved sizing the activity. He said that the assistance of a consultancy had proven helpful in compiling the Business Plan.
21. Leslie Boodram elaborated on the financial position. He said that the Plan was currently showing an indicative deficit. The position had been presented to the DH in December and that the Authority would shortly be presenting a formal business case for additional funding.

22. Peter Jones said it would be necessary for the Authority to set out options detailing costing by activity before the DH would consider any proposals to increase funding.

23. Michael Banner said that he would prefer to see the costs broken down by Directorate level as in the monthly financial report. Leslie explained that the presentation by expenditure type followed the format of the final accounts, but that a table could be produced in the Plan to indicate spending by Directorate. 
24. Michael asked about the presentation of costs for new work. Leslie said that four main themes had been identified within the Plan and an exercise was currently underway to map resources against these. 
25. Michael also asked how appropriate the vision and purpose were to the context of the Plan. Adrian explained that these concepts were reflected in the Authority’s Strategic Plan, including how the Authority might better contribute to the regulatory community.
26. James Ironside expressed concern about the risk to achieving the Business Plan because of limited staff capacity. Adrian said he and the Senior Management Team were clear that the fundamental objectives of the Plan relating to key operational activity would be met. The risk to the plan arose from the difficulty in sizing new or unforeseen activity such as presumed consent and additional work relating to the Quality and Safety Regulations. He agreed with Keith Rigg’s concern that new pressures, unknown as yet, might also impose additional statutory requirements.
27. Leslie said that the final Business Plan would be presented for sign-off at the public meeting in March.
	LB
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	Item 9
	Revised Codes of Practice on Consent and Donation of organs for transplantation [paper: HTA (06/08)]
	

	
	28. Peter Lemmey introduced the paper. He said that these two codes represented the first substantial report to the Authority on the Codes Revision programme. The codes had been revised in a way which reflected, inter alia, enquiries and licensing experience. He said that both codes had been discussed in detail at meetings of the Project Board and the Members’ Policy Group. 
Code of Practice on Consent

29. Peter said that all the comments raised at the Members’ Policy Group had been incorporated or were being worked on. Members raised the following points:
Different types of consent
· This section needed amendment to better set out the different references to consent. All consent must be valid in the context of the Act. The key points should bring out the various ways in which consent may be expressed; that it may differ in scope (generic or specific) and duration (enduring or time-limited); and that the process leading to consent must assure its validity. 
Withdrawal of consent


· The provisions for adults lacking capacity under the Mental Capacity Act should be considered.

Tissue from the Deceased: when is consent required?
· The issue of disposal of material following a Coroner’s post-mortem should be discussed in further detail when the disposal code was presented to the Authority.
Use of images

· The last paragraph about images should be deleted, as providing a summary of what is in the GMC guidance might be misleading.
Consent and the use of DNA
· At the time of discussing consent, the family should be asked if they wished to know of any results that had potential significance such as a genetic condition.

Code of Practice on Live Organ Donation 
30.  Peter explained that this code had been considered additionally by the Transplant Working Group. Members raised the following points:


Requirements of the legislation
· Evidence of relationship should be included in the list.

Appropriate consent - children
· The code’s references to appropriate consent for children and Gillick competent children should be consistent with the requirements set out in the Guidance for Transplant Teams and Independent Assessors; and legal advice was needed on the correct legal term to be used: Gillick or Fraser.

Qualifying relationships

This section needed to be consistent with the revised Consent code.
31. It was agreed that both codes should return to the Authority for further discussion.
	
PL



	Item 10
	Presumed consent [paper: HTA (07/08)]
32. Peter Lemmey introduced the paper. He explained that the aim was to gauge Members’ views on the issues and implications of a change to an opt-out scheme for deceased organ donation. The Chair would find such views of value when attending the Organ Donation Task force and he himself would need to bear them in mind when appearing before the Select Committee. 
33. He added that although promotion of organ donation was not in the Authority’s remit, increasing the number of transplants was already a factor which contributed to its work.

34. He said that the paper examined some of the factors which should influence the debate and, by implication, affect the Authority. Members raised the following comments:

· It would be important to maintain the integrity of the Act;

· The implications for the rest of the Act had to be considered;

· Any changes should be made in a properly considered way that took account of the wider context for organ donation;

· An informed public debate was to be encouraged;
· The issues affecting different cultures needed to be closely examined;

· The implications of brain stem cell death should be taken into account;

· Any decision needed to be based on evidence.
35. Members agreed that it would be useful to have a written statement setting out the Authority’s agreed position on presumed consent.
	PL/SG

	Item 11
	Directed deceased donation [paper: HTA (08/08)]
36. Peter Lemmey introduced the paper. He said that UKT and DH Ministers had been made aware of a number of exceptional cases that had arisen over the last year in which directed deceased donation might be seen to be acceptable. 
37. He said that the DH 1999 Rules had not dealt with this issue and that it fell within the Authority’s remit to address the policy gap.
38. He explained that the Authority had been working closely with UKT which had advised about competing priorities on the organ donor waiting list. 
39. Members agreed that a significant departure from the original position proscribing directed deceased donation required further analysis and subsequent discussion in order for the issues to be considered in further depth. 
	
PL

	Item 12
	Criminal prosecution process
40. Peter Lemmey introduced the paper. He explained that this issue had been brought to the Authority on previous occasions and that the report now covered the process itself and included final legal advice on the matter.
41. He explained that there was a distinction between straightforward cases and those which required police and the involvement of the Criminal Prosecution Service (CPS). He said that there needed to be a balance between the need for swift action and formal accountability. He said that the Senior Management Team would be the formal body for making decisions.
42. Sandy Mather added that where offences related to regulatory activity, these would be dealt with using the appropriate regulatory tool.
43. Peter said that it was unlikely that the Authority would pursue cases where the police and CPS had decided not to go ahead. 
44. The Authority approved the approach recommended in the paper.
	

	Item 13
	Report back from Audit Committee

45. Michael Banner reported on the Audit Committee held that morning. He said there were no issues to bring to the full Authority and commended Leslie Boodram for improving auditing processes and keeping Members regularly informed.

46. The Chair thanked Michael for continuing to agree to act as Chair of the Audit Committee.
	

	Item 14
	Any other business

47. Shaun Griffin circulated an information note about the Public Authority meeting being held on 18 March.

48. Sandy Mather was congratulated for the success of the Quality and Safety Regulations Conference held on December 12 2007.

49. The Chair said that more attention would be paid to agenda management in the future to prevent overcrowding of items at meetings.
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The meeting closed at 2.30pm
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