	

	Minutes of the thirty fifth meeting of the Human Tissue Authority



	

	Date
	17 March 2009

	Venue
	Midland Hotel

Peter Street

Manchester

M60 2DS


	Present
	

	Members

Ms Shirley Harrison (Chair)

Mrs Jodi Berg

Dr Kate Robson-Brown
Mr Brian Coulter

Professor Ceri Davies
Mrs Pamela Goldberg

Professor James Ironside
Ms Ruth Musson

Dr Andrew Reid

Mr Keith Rigg

Ms Catharine Seddon

Ms Helen Shaw

Professor Sir James Underwood
	In attendance

Mr Adrian McNeil (Chief Executive)

Ms Vicki Chapman (Director of Policy and Strategy)

Mr Geoff Gibbs (Interim Director of Resources)

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 sixth public meeting and said that the Authority was pleased to see the record number registering to attend.
2. She added that Manchester was a centre of excellence for cancer and medical research and extended her congratulations on the recent award of Academic Health Science Centre status. 

3. The Chair explained that the meeting would be divided into two parts, with the two substantive items at the beginning, followed by a question and answer session. The standing items and other matters would be dealt with in the second half of the meeting after lunch. 

4. She formally welcomed Geoff Gibbs, the new interim Director of Resources, and said goodbye to Priya Goyal, Authority Secretary and Head of Policy. She said on behalf of the Authority that she was very appreciative of Priya Goyal’s contribution and she wished her well in her future role.

5. The Chair also said goodbye to two Authority Members, Ms Michaela Willis (in her absence) and Professor James Underwood. She extended her warm thanks for their very valuable contributions to the Authority and for keeping the Authority focused on why it had been set up. James Underwood replied, adding his own thanks to Michaela Willis. He felt privileged to have been a Member of the Authority and was impressed by what it had achieved.

6. Apologies had been received from Professor Michael Banner and Ms Michaela Willis.
	

	Item 2
	Declaration of interests
	

	
	7. Kate Robson-Brown and Ceri Davies declared interests as persons designated on licences for their establishments.
	

	Item 3
	Revised codes of practice: remaining issues               [paper: HTA (07/09)]
	

	
	8. Vicki Chapman introduced the item. 

9. She said that the revision of the codes of practice had been an exhaustive process and the project was now in its final stages. She acknowledged the hard work that had been put into the process by all those involved, including the Executive and Members. 

10. She added that comments from Members, the Department of Health (DH) and the Devolved Assemblies had now all been incorporated. The next step would be to liaise with DH solicitors before formal sign-off by the Secretary of State; the revised codes would then be laid before Parliament. She said that if the codes were approved by Parliament, the final versions would be published on the HTA’s website in September this year, together with Directions bringing the revised codes into force and a rationale explaining how the Authority had dealt with the comments raised during the consultation.

11. Vicki Chapman explained that the aim of the discussion was to agree the text on the two remaining issues, which had been debated at the joint meeting of the policy and regulation Members’ groups.

12. On the first issue on the retention and disposal of tissue following a coroner’s post-mortem examination, Brian Coulter said that he welcomed the revised text as it preserved the principle of treating human tissue in a dignified way, whilst removing uncertainty about how communication channels should be handled. He said that there was some slight inconsistency in the semantics used in the text which would benefit from further consideration. He also suggested that the text should make it clear that if families did not make a decision about what they wished to happen to the tissue, it would be disposed of after three months.

13. Andrew Reid added that a meeting was being hosted by the Ministry of Justice at the beginning of April which might inform the model protocol and the roles and responsibilities of coroners and pathologists; the protocol would be published on the HTA’s website once finalised, and the link included within the codes.

14. On the second issue on consent decisions in respect of fetal tissue and stillbirths, Members agreed the revised text as set out in the paper.

15. It was agreed that the final text on both issues would be incorporated into the codes, which would then be sent to DH solicitors. 
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	Item 4
	Licence fees 
              [paper: HTA (08/09)]
	

	
	16. Adrian McNeil introduced this item. 
17. He emphasised that the Authority took consultation seriously. He also explained how complex and multi-faceted the Authority’s regulatory remit was, especially in the human application sector as a consequence of the European Directives on tissues and cells. He added that recruiting new staff had taken longer than anticipated, and therefore the Authority had looked to make reductions in the proposed fees, within the limits of what was financially prudent. 
18. Adrian McNeil said that the Authority proposed to look again in 2009/10 at how fees might be charged by activity within each of the sectors; and that it would look also at where it might further reduce the cost of regulation. He explained that the Authority would need to keep to the revised fee structure for 2009/10 until then. He added that a rationale setting out how the Authority arrived at its revised fee structure would be published on the HTA’s website.
19. Catharine Seddon asked how the proposed fees compared with those charged by other regulators. Adrian McNeil said that an initial analysis had been undertaken but that it was difficult to compare like for like costs. He said the most important thing was for the Authority to be assured that it was conducting the necessary activities under its remit at minimum cost.
20. Catharine Seddon also asked whether the size of the establishment would be taken into account in the revised fee structure. Adrian McNeil responded that smaller size did not necessarily equate to less risk, and therefore a reduced fee. He also added that it was important to avoid incurring more costs for the Authority by undertaking a detailed costing exercise for each activity.
21. The Chair said that the Authority had undergone a review by the Department for Business, Enterprise and Regulatory Reform (BERR) in December 2008 (based on the March 2005 report by Philip Hampton Reducing Administrative Burdens: Effective Inspection and Enforcement). Initial feedback had suggested that the Authority was regulating according to the principles of better regulation, including adopting a risk-based and proportionate approach.

22. James Ironside asked about the surplus and how it might be used in a revised fee structure. Adrian McNeil said that the intention was to review whether it was possible to use the surplus as part of the new fee proposal after 2009/10.
23. Members agreed the reductions to the fees for satellites, that there would be no fee for third party agreements in 2009/2010 and the revised fee structure for 2009/10.
24. Members agreed that when fees were considered again in 2009/10 with a view to proposing a new structure for 2010 and beyond, it would be important to look at how the surplus might be used to reduce the cost to licensed sectors. Further thought should also be given to a stratified approach taking account of the cost effectiveness of such an approach, and whether there was any scope for costing by activity within each sector. In addition, the review should look at the pros and cons of a fixed fee for three years against an annual charge and indicative fees for the next two years.
25. Clear transparent messages on the revised fee structure should be communicated to the sectors; and for the next consultation, stakeholders should be notified of any changes as far in advance as possible to enable them to plan their budgets.
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	The meeting adjourned to allow for a forty five minute question and answer session, followed by lunch.
	

	Item 5
	Chair’s report
	

	
	26. The Chair said that following the Members’ away-day in February, the strategic plan would be revisited during the afternoon of the Authority meeting in May. She added that further work would be done with Members’ groups before the meeting with a view to reviewing and revising the strategic aims and objectives for 2010/11. She thanked Members for their contributions to the process so far.
27. The Chair said that this year’s annual report-back meeting would be held on 14 July where the annual review would be launched; further details would follow on the HTA’s website.
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	Item 6
	Chief Executive’s report                            [paper: HTA (09/09]
	

	
	28. Adrian McNeil introduced the item. He provided an update on HTA organisational development under the three areas:

Recruitment

·    The recruitment process had not been as successful as had been hoped, but the Authority aimed to recruit to its full complement of staff by October this year. The budget had been remodelled accordingly.
Accommodation

·    The office move to the second floor would take place over Easter as planned; the process was being managed by Geoff Gibbs.
Service agreements

·    Service agreements with the HFEA were on target to be terminated by the end of March 2009. Options on how to resolve the issue of staff pensions were being considered.

29. Vicki Chapman gave an update on the key elements of the policy directorate’s work. 

30. Under objective 1 (legislative changes), she said that the Authority had been involved in developing the negotiating strategy with DH on the EC Donation Directive, together with other stakeholders. She added that the Authority was currently in discussion with DH about which organisation(s) might fulfil the competent authority role.

31. Under objective 15 (manage the live organ and bone marrow transplant approval programme), she provided a breakdown of the number of Independent and Accredited Assessors who had been reaccredited. 
32. Sandy Mather gave an update on the key elements of the regulation directorate’s work.

33. Under objective 1 (legislative changes), she said that the Authority would be meeting with DH to discuss how to maintain a proportionate approach towards end users of acellular material within the framework of the Quality and Safety Regulations.

34. Shaun Griffin gave an update on the key elements of the communications directorate’s work.

35. Under objective 5 (major existing stakeholder relationships are reviewed), he said that the research evaluation project which aimed to assess the impact of human tissue legislation on tissue based research had closed on 20 March. He explained that the results from this project would inform future advice and guidance that the Authority issued to the research sector.

36. Under objective 2 (develop a proportionate regulatory approach), he said that the stem cell route map, which aimed to guide stem cell researchers through the requirements of different legislative frameworks, was due to be published later this year.

37. Under objective 9 (targeted sector-specific communications are developed), he reported that a ‘new look’ HTA website would be launched in June, which would include an enhanced search capacity. He added that the content would be updated throughout the rest of the year.

38. Geoff Gibbs gave an update on the key elements of the resources directorate’s work.

39. He said that the Audit Committee would consider the Internal Audit Plan for 2009/10 at its May meeting and ensure that the proposed audits brought added value to the Authority and were realistically scheduled to minimise disruption to staff workloads.

40. Under objective 23 (arrangements have been put in place to maintain a stable workforce), he said that a performance assessment model had been developed.

41. Jodi Berg said that it would be useful to arrange a lessons learned session on the Appeal that had recently been held.

42. Under objective 3 (ensure that we meet our required duties and obligations), Jodi Berg also asked about the nature of the serious adverse events that had been reported. Sandy Mather said that most of these related to eye banks and whether the correct procedures had been in place for ensuring the quality and safety of ocular tissue.

43. Ruth Musson asked about recruitment of staff in the regulation directorate. Sandy Mather said that five of the posts had been filled. She added that since the Authority had employed a dedicated HR resource, the recruitment process had been smoother.
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	Item 7
	Financial report                                         [paper: HTA (10/09)]
	

	
	44. Geoff Gibbs presented this item. 

45. He said that a £14k surplus was expected at the end of the current financial year which was a commendable result.
46. He added that the Authority would continue to put pressure on debtors in order to collect as much income as possible by year-end. 
47. Geoff Gibbs invited Members to provide feedback on how the format, content and style of future reports might be improved.

48. Members noted the financial position.
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	Item 8
	HTA budget 2009/10                                  [paper: HTA (11/09)]
	

	
	49. Geoff Gibbs presented this item. 

50. He mentioned that the income forecast included the recommended licence fee increases and the expenditure reflected the agreed establishment of 67 staff. He explained that it was a ‘break-even’ budget.   
51. Geoff Gibbs explained that in Appendix 1, 2009/10 budget summary, a comparison of the year on year increases in the CEO and Board budget, might be misleading. Certain expenditure, including recruitment and other HR costs, corporate staff development and strategic away-days had now been included in the CEO and Board budgets respectively.

52. He apologised for three inaccuracies in the paper:

·    In table 3, the variance for staff related costs should read £232k, and for organisational development costs, £346k.

·    In table 4, the budget year in the first column should read 2009/10.

·    In table 4, there should be no brackets around the £410k in the variance column for DH capital funding. 
53. Members approved the Authority’s budget for 2009/10. 
	

	Item 9
	HTA strategic plan 2009/10                      [paper: HTA (12/09)]
	

	
	54. Vicki Chapman presented the paper.

55.  She explained that the attached draft of the strategic plan had been updated to take account of comments at the January Authority meeting. 

56. She reminded Members that, following the away-day in February, further work would be done through Members’ groups and the May Authority meeting, with a view to reviewing and revising the strategic aims and objectives for 2010/11.

57. Members noted that the current draft of the strategic plan for 2009/10 would be used by the Executive to prepare a more detailed business plan for sharing with DH by the end of the month.
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	Item 10
	Minutes of 20 January 2009                     [paper: HTA (13/09)]
	

	
	58. The Chair said that as part of the new process for Authority papers, the Executive would be sending out the Minutes for Members to agree accuracy via email, as had been done this time round with the Minutes from the January meeting. Matters arising would be discussed in the usual way during the meeting.

59. The minutes had been agreed as an accurate record.
	All

	Item 11
	Matters arising


	

	
	60. Paragraph 6: Vicki Chapman said that an ad-hoc group on the definition of death was being arranged, with a paper for Members’ consideration. She added that recommendations would be shared with the Authority.

61. Paragraph 42: James Ironside asked about the guidance for Independent Assessors (IAs) and transplant teams. Priya Goyal said that a list of revisions had been compiled and the guidance document in its entirety would be revised in the next business year.
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	Item 12
	Any other business
	

	
	62. None was raised.
	



The meeting closed at 15.00 pm 

