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	Minutes of the forty-ninth meeting of the Human Tissue Authority


	

	Date
	24 May 2011

	Venue
	The Westminster Conference Centre
1 Victoria Street
London
SW1H 0ET

	
	



	Present
	

	Members
Baroness Diana Warwick (Chair)
Professor Michael Banner
Mrs Jodi Berg
Mr Brian Coulter
Professor Susan Dilly
Mrs Rosie Glazebrook
Mrs Pamela Goldberg
Mrs Suzanne McCarthy
Professor Gurch Randhawa
Mr Andrew Reid
Ms Catharine Seddon



	In attendance
Mr Craig Muir (Chief Executive)
Dr Alan Clamp (Director of Regulation)
Dr Shaun Griffin (Director of Communications and Public Affairs)
Mrs Sue Martin (Director of Resources)
Mr Allan Marriott-Smith (Director of Strategy and Quality)
Mrs Victoria Marshment (Authority Secretary)

Ms Caroline Browne (Head of Regulation) (Items 8 and 9)


	
	Observers
Mr Peter Jones (Department of Health)
Mr Patrick Irwin (Department of Health)



 
  



	Item
	Title
	Action

	Item 1
	Welcome and apologies
	

	
	1. Baroness Warwick welcomed Members and observers to the forty-ninth meeting of the Human Tissue Authority.
2. Apologies had been received from Mr Keith Rigg.
3. The Chair welcomed Victoria Marshment as the newly appointed Head of Performance and Authority Secretary.
	

	Item 2
	Declarations of interest
	

	
	4. There were no declarations of interest.
	

	Item 3
	Minutes of 22 March 2011 [paper: HTA (21/11)]
	

	
	5. The minutes of 22 March 2011 were adopted.
	

	Item 4
	Matters arising
	

	
	6. All actions from the previous meeting had been completed or were in hand.
7. Allan Marriott Smith provided an oral update on progress with the work on organs that cannot be transplanted to the intended recipient.  Guidance (including a recommended consent form and information sheet) was sent to transplant units on 16 May.  The process will become operational on 31 May, and a review will be undertaken after six months to assess the efficacy of the process. Input will be sought from NHSBT and transplant units.
	

	Item 5
	Chair’s report
	

	
	8. The Chair gave an update on the recruitment of the new Chief Executive. The role had been advertised on the Department of Health, NHS and Civil Service internal recruitment websites with a closing date for applications of 30 May. Craig Muir had secured the agreement of the Department of Health to remain on secondment to the HTA until the end of September.
9. The Chair gave an overview of this year’s Member appraisal process. There was general agreement that the Board was working well.  Members were clear in their role as a critical friend to the Executive and felt there was a good balance in membership.   Members had expressed a desire to gain a better understanding of the different sectors the HTA regulates and of the other regulators in the health sector. The Chair will work with the Executive to develop a learning and development programme.
10. The Chair informed Members of changes to the membership of the Audit Committee.  Michael Banner will continue to chair the Committee to ensure a smooth transition to the new internal audit arrangements. Brian Coulter will step down following the June meeting. The Chair thanked Brian for his contribution to the work of the Committee. Catharine Seddon will join the Committee from September and a further Member will be appointed when Professor Banner stands down as chair in June 2012.
11. The Chair updated Members on progress with an employment tribunal case involving an ex-HTA staff member.
12. The Chair attended the All Party Parliamentary Group (APPG) on Transplantation on 10 May. Keith Rigg was a member of the panel.  Subsequently, Paul Uppal MP, a member of the APPG, laid a Parliamentary Question on the future of the HTA’s living organ donation function.  The response confirmed the Government’s preference to transfer this function to the Care Quality Commission (CQC).
13. The Chair attended the EUODD workshop event on 19 May, jointly hosted by the HTA and NHSBT, which had proved a very successful day (see Item 7).
14. The Communications Strategy had started well with a half page article on altruistic organ donation in The Observer.  The Chair thanked Sara Coakley and the transplant team for the work they had done on this and noted that this was a one of a number of media opportunities that had been created.  Members were interested as to whether media coverage increased the number of website hits.  
Action:  To identify further learning and development opportunities for Members including a programme of seminars.  
Action:  To produce a quarterly report on the delivery of the Communications Strategy, including relevant information on website hits. 
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	Item 6
	ALB review and shared services update [paper: HTA (22/11)]	              
	

	
	15.  Craig Muir introduced the paper which provided an update on progress with implementing the recommendations of the ALB review. It is still the Government’s intention that the HTA’s functions remain together, although there is still a question about the location of our research functions.
16. The Public Bodies Bill is now with the House of Commons, the second reading stage is planned to begin in late May/early June.  
17. The HTA is working closely with the CQC and is seeking to take discussions forward on a tripartite basis including the HFEA. Current work focuses on two main areas: frontline regulation and governance.
18. The Chair and Chief Executive had undertaken a joint session to update staff on the latest progress with the Bill. Although the uncertainty about the HTA’s future has placed pressure on the HTA team, morale is generally thought to be good, with the success of the ODD workshop providing a boost to the organisation.
19. Sue Martin provided an update on progress with the shared services agenda.     
20. Members expressed concern that governance of shared services can be problematic, especially in the areas of payroll and transactional finance.  It will be particularly important for the HTA to retain control over its strategic finance and communications functions and if these were in any way jeopardised by the shared services agenda, the Authority should consider escalating this within the Department of Health.
	






















	Item 7
	Update on the implementation of the Organ Donation Directive [paper: HTA (23/11)]
	

	
	21.  Alan Clamp gave an oral update the EUODD Workshop.  A hundred delegates attended and two thirds of transplant centres were represented.  Although there was a potentially difficult message to communicate, the day went exceedingly well. 
22. Delegates identified a manageable number of issues and acknowledged that it was better to be aware of these at this stage rather than later in the process.  Feedback had been broadly positive, with 90% of attendees agreeing the event was useful.
23. The Department of Health will be consulting on the draft Statutory Instrument for three months from August 2011.  Directions will be issued by the end of the calendar year.  Licence fees will be announced in December 2011and there will be a programme of workshops for Designated Individuals delivered in early 2012.
24. The paper identified the risk status of the EUODD project as being amber, it was noted that due to tight timescales it is unlikely that the project status will ever achieve green.
25.  The commitment of the HTA’s partners; NHSBT, the Department of Health and transplant centres was very high at the workshop and there is no reason to suggest at this stage this will drop.
26. The Executive reported that it is working on contingency plans if further resource is required in order to deliver the organ donation directive by August 2012. A paper will be presented to the June Members group on the approach being taken. 
27. Ring-fenced funding from the Department for the implementation of the EUODD is being used to pay the costs of staff who have been redeployed onto this project. This provides scope within the budget to recruit if necessary.
28. The Authority thanked the team working on the EUODD for their hard work and commitment.
Action:  Business plan prioritisation to be an agenda item at the Members’ Group meeting on 28 June.      
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	Item 8
	Update on post mortem tissue retention in Home Office cases [paper: HTA (24/11)]
	

	
	29. Alan Clamp introduced the paper.  There is a need to support coroners and pathologists to ensure tissue is not retained without consent. Confusion exists as there are different legislative provisions which apply in certain circumstances and it is not always clear which should be followed.  There is broad consensus it will be beneficial if communication channels between coroners and pathologists are open, well established and standardised. 
30. The report on the results of the police audit of retained tissue from all 50 police forces will be published in 2013.  A new Code of Practice for forensic pathologists is in the final stages of development and guidance on the legal issues in forensic post mortems is due to be published. 
31. Members suggested that the HTA provide information to support families who are going through this process, which will allow them to ask questions.  It is important the police understand they have a pivotal role in ensuring they communicate when the retention of tissue is no longer required under PACE. It is also important that the interface with pathologists is established at the mortuary where the tissue is being held.  
Action: To consider developing public facing documents on processes relating to Home Office and other post mortem examinations.
Action: To facilitate communication between Home Office Pathologists and establishments where tissue may be stored.
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	Item 9
	Post Mortem Sector Report – June 2011 [paper: HTA (25/11)]
	

	
	32. Alan Clamp introduced the paper which had been redrafted following the March meeting.  The main body 
of the report will be published on the HTA website, and the accompanying annexes will be sent directly to the establishments and Designated Individuals.  Susan Dilly and Suzanne McCarthy were thanked for providing input and editing support .
33. Generally speaking establishments had been co-operative and accepted that they were required to complete the audit. Of the five establishments yet to provide full information (197 of 202 establishments have now provided full information), only one has yet to carry out the audit in any form. Where establishments continue not to meet the HTA’s General Directions, options for escalation include directions and licence conditions, followed by the possibility of regulatory action.  A balanced decision needs to be taken on whether there are reasonable mitigating factors which can be substantiated.
34. Where alterations were made by the HTA to the establishment’s self assessment this was based on information from inspections. It was confirmed that if a deadline for improvement/s is missed then an establishment’s score may be readjusted.
35. Overall, the findings of the report are broadly positive. The post-mortem sector continues to have a strong focus on implementing systems that meet regulatory requirements and ensure tissue is kept only with the appropriate consent.  This has resulted in a high level of compliance with HTA standards and a low incidence of unauthorised tissue retention. There remain one or two areas of concern, some of which have been put right immmediatley by establishments, others which will need addressing over a longer timescale.
36. An action plan has been developed based on the results of the audit.  This should be combined into the Regulatory Activity Report and progress reported via this mechanism.
37. Members approved the report for future publication
Action:  The PM sector action plan to be combined within the Regulatory Activity Report as a mechanism for reporting progress.
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	Item 10
	Living Organ Donation consultation [paper: HTA (26/11)]
	

	
	38. Allan Marriott Smith introduced the paper and explained this had been circulated to IAWG members for comment.  In discussion a number of themes emerged:
i. Consultation at this stage was not suitable.  The draft document did not make clear what the focus of the consultation was.  There was a need for less focus on technical and procedural issues and more on the key issue of the risk of reward in the context of a world where organ trafficking was a reality in some parts.
ii. The review of the year event in July should be a forum for discussion on the issue of less established relationships and the risks they give rise to.  It would be of value to have a speaker from the Netherlands to explain the approach taken in directed organ donation between relative strangers there.
iii. Any engagement with the sector and public on this matter should focus on the framework we are seeking to establish and explore relationships formed via social media and more distant relationships.
iv. Members concluded more work was needed before conclusions could be drawn on a possible consultation exercise. 
Action:  A discussion paper to be drafted for the Members’ Group meeting on 28 June setting out proposals for next steps.
Action:  A speaker from the Netherlands to be secured for the review of the year event.
Action:  An interim practical guidance note to be drafted for cases of this nature.
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	Item 11
	Regulatory Activity Report 1 January to 31 March 2011 [paper: HTA (27/11)]
	

	
	39. Alan Clamp introduced the paper, which was in a new format developed by the Regulation Members’ Group.
40. Members welcomed the clarity of the report and noted that there were occasional delays in reporting serious adverse events and reactions.  The HTA is seeking to provide further information to relevant sectoral groups (e.g. British Association for Tissue Banking) on what qualifies as “serious” and the importance of timely reporting.
41. Freedom of Information requests may be made based on information in the report and a balance must be struck between providing information as required and protecting the families involved.
42. The Authority noted the contents of the paper.
Action: Issues around Serious Untoward Incidents and Freedom of Information Requests to be discussed at the next Regulation Members’ Group. 
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	Item 12
	Summary of post-inspection feedback [paper: HTA (28/11)]
	

	
	43. Alan Clamp introduced the paper which gave an overview of post-inspection feedback received over the past year.
44. Members noted the generally positive feedback and asked whether anonymous responses tended to be negative.  It was thought anonymous responses were due to the design of the form rather than a desire to leave poor feedback: the anonymous responses were equally positive.  The move to an online form should prompt a reduction in the number of non-attributable feedback.
	







	Item 13
	Absence of a presumed genetic link [paper: HTA (29/11)]	              
	

	
	45. Allan Marriott Smith introduced the paper which recommended an adjustment to the existing policy position.
46. The Authority noted the new policy position and the intention to provide updated guidance to transplant units.
Action:  A letter to be drafted and sent to transplant units notifying them of the new policy position. 
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	Item 14
	Human Tissue Authority public meeting and Annual Review event update [paper: HTA (30/11)]	              
	

	
	47. Shaun Griffin introduced the paper which set out arrangements for the July public Authority meeting.
48. The Chair urged Members to attend the afternoon session in addition to the morning meeting.
49. The Authority accepted the paper for information.
	

	Item 15
	Strategic performance review April 2011 [paper: HTA(31/11)]	              
	

	
	50. Allan Marriott Smith introduced the paper and provided further information on the KPI on vacancy rates.  This was a new KPI for 2011/12 and seeks to track whether the organisation has the required number of staff to deliver the agreed business plan.  8% of roles are currently vacant against a target of 5%, this equates to 4 roles out of 50.
51. Work to establish the confidence of the post mortem sector in our regulation will be delayed until later in the year.
	




	Item 16
	Financial report April 2011 [paper: HTA (32/11)]
	

	
	52.  Sue Martin introduced the paper and informed Members that copies of the draft annual report and accounts were available on request.
53. The deficit presented in the accounts is due to the credits issued in 2010/11 having been quantified using pre-audit figures which were marginally different from the audited figures.  The National Audit Office is content with this and the matter will be discussed at the June Audit Committee meeting.
	

	Item 17
	Any other business
	

	
	54. Members noted that a number of public sector bodies have been asked to develop proposals for their contribution to the Big Society agenda. The HTA may be asked to do likewise.
Action: Members wishing to sit in on an Independent Assessment as a development activity should contact Victoria Marshment.
	


All






The meeting closed at 1.15 pm
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