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	Date
	20 January 2009

	Venue
	The Law Society

113 Chancery Lane, 

London 

WC2A 1PL


	Present
	

	Members

Ms Shirley Harrison (Chair)
Professor Michael Banner

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 Michaela Willis
	In attendance

Mr Adrian McNeil (Chief Executive)
Mr Jeff Cant (Interim Director of Resources)

Ms Vicki Chapman (Director of Policy and Strategy)
Dr Shaun Griffin (Director of Communications)
Dr Sandy Mather (Director of Regulation)

Ms Priya Goyal (Authority Secretary)

	
	Observers

Mr Peter Jones (Department of Health)
Dr Vicky Gauden (Regulation Manager)
Dr Anthony Noble (Regulation Manager)


	Item
	Title
	Action

	Item 1
	Welcome and apologies
	

	
	1. Shirley Harrison welcomed the following observers from the HTA executive: Anthony Noble and Victoria Gauden, both Regulation Managers, who were new starters at the HTA. She also formally welcomed Vicki Chapman, the new Director of Policy and Strategy, and said goodbye to Peter Lemmey, Director of Policy. She said on behalf of the Authority that she was very appreciative of Peter Lemmey’s contribution from the beginning, when the Authority had first been set up; she wished him well in his future role.
2. Apologies had been received from Ms Helen Shaw and Professor Sir James Underwood. 
	

	Item 2
	Declaration of interests
	

	
	3. Michaela Willis declared an interest as she was shortly due to start a six month contract at the Royal Devon and Exeter Foundation Trust.
	

	Item 3
	Minutes from 18 November 2008
   [paper: HTA (50/08)]
	

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

· Ceri Davies’ title to be changed to Professor.
· Paragraph 15: amend to read: ‘Sandy Mather explained that these were, respectively, the Chemical, Biological, Radiological and Nuclear; and National Emergency Mortuary Arrangement’.
· Paragraph 31: amend to read: ‘Members said they had no basis to disagree with the proposed fee structure, but thought that more information should be given to the sectors to explain the rationale that lay behind it’.
	PG

	Item 4
	Matters arising
	

	
	5. Paragraph 5: Adrian McNeil said that the DH had now approved the business case and the Grant in Aid settlement had been agreed satisfactorily.
6. Paragraph 6: Vicki Chapman said that the policy team had been speaking to individual Members who had expressed an interest in this topic, and an ad hoc working group of Members would be convened in due course.
7. Paragraph 18: Vicki Chapman said that project code managers were working to incorporate comments received during the consultation by the end of January; a joint Policy and Regulation Members’ group meeting would be held on 10 February to consider any controversial issues that had arisen from the consultation. Papers for that meeting would be sent to all Members. A meeting of the codes revision programme board was scheduled for 11 February, where all the draft codes would be reviewed in detail. All Members would also have the opportunity to review the final drafts between 17-25 February. Members would be asked to focus on the controversial issues, which would be discussed at the public Authority meeting in March. 
8. Paragraph 19: Brian Coulter asked about the number of phase 2 inspections and whether the regulation directorate would achieve the target set out in the business plan. Sandy Mather said that significant progress had been made but that it was unlikely that the target for the business year of 120 phase 2 inspections would be met. This was due to the regulation directorate not yet being fully staffed and the Authority’s agreement to suspend phase two inspections during Q2 of the business year to allow staff to focus on processing procurement organisation applications.
9. Paragraph 38: Shaun Griffin reminded Members that the Authority meeting on 17 March would be held in public in Manchester. He said that Members should contact Betty Lamport if they were able to attend the dinner on 16 March and if they required a hotel room; Members should contact Daisy Thomas with any suggestions of key opinion leaders to invite to the dinner. He added that invitations for the meeting had been issued and that an open registration form was also available on the HTA website. He explained that the meeting would be divided into two parts; the first part would focus on the revised codes of practice and revised fee structure, and the standing agenda items would be discussed in the second part. A specific time slot would be allocated for the Q&A session.
	VC

All


	Item 5
	Chair’s report 

10. Shirley Harrison said that due to illness, some Members’ appraisals had been rearranged. She had also been unable to attend the meeting at the Royal College of Surgeons on the 16 December.
11. She said that she had visited an anatomy room on 1 December.
12. She added that she and members of the Executive had attended the transplants ethics symposium on 5 December.
13. Shirley Harrison reminded Members to complete the governance questionnaires which had been circulated to them.
	All

	Item 6
	Chief Executive’s report                           [paper: HTA (01/09]
	

	
	14. Adrian McNeil introduced the report. 

15. He said that he had accompanied Regulation Managers as an observer on an inspection of an anatomy establishment at the Royal College of Surgeons.
16. He provided an update on HTA organisational development under the three areas:
Recruitment

· Now that an agreement from DH had been reached about the increase in staffing, the recruitment process for the additional posts was well underway.
Accommodation

· The move to new office space on the second floor was only for a year, pending a move to more permanent accommodation. Therefore, plans for any major refurbishment had been scaled down. An additional bid for a Capital Grant would be submitted to DH to cover the costs of the second move. Jeff Cant added that a full evaluation would be provided of capital expenditure at the year-end and presented at the next Authority meeting.
Service agreements 
· Service agreements with the HFEA were due to be terminated by the end of March 2009. Subject to resolution of certain administrative issues, he was working with the HFEA towards transfer of staff contracts from the HFEA to the HTA on 1 April 2009.
17. Under business objective 27 (enquiries are handled in a timely, appropriate and accurate way), Jodi Berg asked for more information about the 66 enquiries received. Adrian McNeil explained that these represented the number received in the HTA enquiries mailbox during the period 1 December – 31 December 2008. Shaun Griffin said that enquiries were also received via the telephone and emails to individuals. He added that a cross-directorate project implementing the recommendations of an enquiries audit was due for completion in the current business year.
18. Jodi Berg reiterated the importance of including data about the number of complaints. Sandy Mather explained that a methodology on how to report on complaints was being developed for the next business year.
19. Sandy Mather said that a training event for Designated Individuals in the human application sector was being held on 25 March 2009 in Birmingham; Members, particularly newer ones, interested in chairing or attending the event were invited to contact her.
20. Ruth Musson asked about the announcement from Alder Hey on the disposal of existing holdings. Shaun Griffin explained that the HTA communications team had liaised with their equivalents at Alder Hey and the media to ensure that the requirements of the Human Tissue Act and the HTA were referred to appropriately. 
	

JC

AM


SMT



All


SG

	Item 7
	Financial report                                         [paper: HTA (02/09)]
	

	
	21. Jeff Cant introduced the report. He said that the Authority’s performance was stable and explained the key points in the report.
22. On the revenue side, he said that over a period of several years a significant surplus had built up. There were two main causes for this: (1) an unexpected increase in the number of licences being issued, resulting in an increased licence fee income and (2) understaffing resulting in less expenditure. 
23. In terms of capital expenditure, Jeff Cant explained that negotiations were underway for a Capital Grant for 2009/2010 to cover the second move.
24. Brian Coulter said that it would be useful to present underspend and overspend in the same format in future reports.  
	JC

	Item 8
	Regulatory Action Report 1 September – 31 December 2008 [paper: HTA (03/09)]
	

	
	25. Sandy Mather introduced the item. She reminded Members that the aim of the report is to ensure that Members are briefed about regulatory action without identifying or discussing any individual establishment. This is to avoid prejudicing any future action that may ultimately require involvement of Authority Members.
26. She said that there had been an increase in the workload of the regulation directorate in the post-mortem and human application (HA) sectors.  
27. Under paragraph 3, Andrew Reid and Keith Rigg asked about the licence applications that had been refused in the HA sector. Sandy Mather said that a licence could not be issued if material was not being stored. She added that the requirements of the Designated Individual (DI) in the HA sector, set by the European Union Tissues & Cells Directive, were more stringent and that in some cases the proposed DIs had been deemed unsuitable.
28. Under paragraph 6, Brian Coulter asked for further information about the inspection. Sandy Mather said that the inspection had been completed but that a member of the public had issued a complaint about the way it had been investigated. This complaint about the HTA was currently being investigated.
29. James Ironside, Brian Coulter, Pamela Goldberg and Michael Banner had particular suggestions for improvement to a subsequent Regulatory Activity Report. They suggested including more data and trend analysis, and if possible including, in a non-biased way, information about repeat offenders. There was also a request that complaints and whistle-blowing trends be included within future Regulatory Activity Reports with an analysis explaining how many complaints were successful, and any trends emerging from them. 
30. Sandy Mather explained that since the appointment of the new Head of Regulation for Licensing, Enforcement, Investigations and Inspections, the structure of the Regulatory Activity Report was being reviewed. In future, data would be presented in an improved format that provided better information and more quantitative data for Authority Members.  
	SM
SM


SM

	Item 9
	Draft strategic plan                                   [paper: HTA (04/09)]
	

	
	31. Adrian McNeil introduced the item. He explained that the strategic plan was a living document and that the format had been designed to make it easier to develop the 2009/10 business plan, which would make clear what needed to be done to deliver the strategic objectives for the year.
32. The next step would be to work with Members on 27 February to develop the high-level performance measures they wished to use to hold the Executive to account for delivery of the 2009/10 strategic objectives. 
33. Jeff Cant explained that a further piece of work on metrics was being developed in parallel with the strategic plan. Once the Authority had agreed the broad direction of travel set out in the strategic plan, more work would be done on the business plan. This would show in greater detail what activities would be undertaken in 2009/10 to deliver the strategic objectives. 
34. Jodi Berg said that the HTA’s aim to communicate with the public could be expanded by including a reference to plans to handle enquiries and complaints. This formed an important part of engaging with stakeholders and could be added as an additional high-level action for 2009/10.
35. Members agreed that the presentation of the strategic plan should ensure a logical flow of information, including clear links between the introductory text and the table. 

36. Members agreed that the draft strategic plan set out a framework for a strategic direction of travel and that further debate should take place to develop metrics and fine tune the plan. This would take place at the Authority strategy setting day on 27 February.
	All

SMT

	Item 10
	Moving from fixed term to continuous licensing           [paper: HTA (05/09)]
	

	
	37. Sandy Mather introduced the item. She said that approval was being sought from Members to move from a fixed term licensing system for all establishments to a continuous licensing system using targeted fixed term licences in exceptional cases. 
38. Sandy Mather explained that this paper had benefited from challenge at Directorate level, at Senior Management Team meetings and during meetings of the Regulation Members’ Group. She also advised that an earlier version of this paper had been sent to the Regulation Members’ Group in December and they had offered some suggestions for improvement.
39. Michael Banner asked about the number of phase 2 site visit inspections. Sandy Mather explained that there was a statutory requirement to conduct inspections in the human application sector every two years, whilst other sectors were targeted according to risk.
40. Members congratulated Sandy Mather on the paper and agreed with the proposal to introduce a continuous licensing system from the 2009/10 business year, whilst maintaining the option to use fixed term licences for targeted and exceptional cases
	

	Item 11
	Any other business
41. Andrew Reid asked about the role of the Independent Assessor (IA) in explaining risks to donors. Keith Rigg said that it was important that risks were explained to donors and understood by them, but that it was not essential for IAs to quote the statistics to donors. 
42. Priya Goyal added that the guidance for IAs and transplant teams would be revised in the next business year and further information would be included about explaining risks to donors.
	PG
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The meeting closed at 12.30 pm 
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