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	Date
	18 November 2008

	Venue
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113 Chancery Lane, 
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	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 Helen Shaw

Professor Sir James Underwood
	In attendance

Mr Adrian McNeil (Chief Executive)

Mr Jeff Cant (Interim 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)
Mr Ted Webb (Department of Health)
Ms Vicki Chapman (Director of Policy and Strategy designate)
Ms Theresa Clarke (Head of IT)

Mr Emyr Harries (Regulation Manager)
Ms Katie Rolfvondenbaumen (Regulation Manager)


	Item
	Title
	Action

	Item 1
	Welcome and apologies
	

	
	1. Shirley Harrison welcomed the following observers from the HTA executive: Emyr Harries and Katie Rolfvondenbaumen, both Regulation Managers, who were new starters to the Authority; and Theresa Clarke who had joined the Authority some time ago as Head of IT but had not yet attended an Authority meeting. She also welcomed Vicki Chapman, the new Director of Policy and Strategy at the Authority who would start formally on 1 December and Ted Webb, head of the Scientific Development, Bioethics, Reproduction, Embryology, Tissue and Transplantation branch at the DH.

2. Apologies had been received from Ms Michaela Willis.
	

	Item 2
	Declaration of interests
	

	
	3. Members were reminded that they should declare an interest, if appropriate, before each agenda item was taken.
	All

	Item 3
	Minutes from 21 October 2008
              [paper: HTA (45/08)]
	

	
	4. The minutes were agreed as an accurate record.
	

	Item 4
	Matters arising
	

	
	5. Paragraph 4: Adrian McNeil said that, as requested by the DH, he had recast the bid for Grant in Aid (GIA) for 2009/10. The DH had said they would be writing to all ALBs by the end of November to let them know the amount of funding for next year. He had urged the DH to agree the GIA settlement and the increase in staffing as soon as possible. Jeff Cant added that the bid for GIA was based on regulatory experience and represented the minimum amount required for the Authority to carry out the activities within its remit.

6. Paragraph 5: Peter Lemmey said that the Code of Practice for the Diagnosis and Confirmation of Death, published by  the Academy of Medical Royal Colleges (AMRC), had been circulated to Members. He added that an ad hoc working group of Members would be convened to consider how this guidance related to the HTA’s remit. Members were asked to let Shirley Harrison know if they wished to join the group.

7. Paragraph 6: Shirley Harrison said that the report of the Organ Donation Taskforce had now been published.

8. Paragraph 15: Peter Lemmey said that following the last Authority meeting, Shirley Harrison had written to the Department of Health to set out the Authority’s advice on directed deceased organ donation. 

9. Paragraph 14: Sandy Mather said that, following the last Authority meeting, a working group comprising HTA Members, nominated representatives from the Royal College of Pathologists, the Coroners’ Society, the Association of Anatomical Pathology Technologists and the Ministry of Justice had met to develop a communication protocol between coroners, pathologists and bereaved families. The meeting had been very positive and resulted in agreement to take forward several elements of this work.
	AM

PL

SM

	Item 5
	Chair’s report 

10. Shirley Harrison reported that she had attended the codes consultation workshops and the conference for Independent Assessors (IAs). She thought all these events had been very well organised and thanked the staff and Members for their contributions to making them so successful. Peter Lemmey added his thanks to Peter Jones for arranging for the Minister, Ann Keen, to speak at the IA conference. Her keynote speech had been well received.
11. Shirley Harrison said that she had spoken at a conference on the regulation of stem cells that had been arranged by the Economic and Social Research Council Genomics Network.

12. She and Adrian McNeil had met Tony Calland, the Chair of the British Medical Association’s Ethics Committee, to discuss matters of common interest; and they had attended an event for Chairs and Chief Executives of DH’s Arm’s Length Bodies. Shirley, Adrian and Shaun Griffin had also attended a meeting with Kevin Barron MP, Chair of the Health Select Committee. 

13. She and Sandy Mather had attended a thanksgiving ceremony in Sheffield for those who had donated their bodies to medical research and education.
	

	Item 6
	Chief Executive’s report                           [paper: HTA (46/08)]
	

	
	14. Adrian McNeil introduced the report. Under objective 18, he said he had written to the interim Chief Executive of the HFEA to give notice to terminate the service level agreements for the provision of financial services and human resources support. These functions would be provided by the HTA’s own staff from 1 April 2009.

15. Under objective 14, James Underwood asked what the acronyms CBRN and NEMA represented. Sandy Mather explained that these were, respectively, the Chemical, Biological, Radiological and Nuclear; and National Emergency Mortuary Arrangement.
16. Under objectives 12 and 17, Jodi Berg said it would be helpful to have an indication of the milestones. Under objective 27 she asked if data could be added about the number of complaints, including how many had been resolved, how many were outstanding and what issues were involved. On enquiries, Shaun Griffin said that various projects were being taken forward to implement recommendations from the enquiries audit.

17. Under objective 21, Helen Shaw asked about risk management. Adrian McNeil said a new approach had been agreed and this would be implemented in the next business year.

18. Under objective 3, Keith Rigg asked about the post-consultation phase of the codes of practice revision programme. Peter Lemmey said that the formal public consultation had now ended and the results were being analysed by the consultancy firm Opinion Leader. The codes revision programme board would convene to discuss Members’ involvement in the revision process. The final codes would be presented for approval to the Authority during meetings in the first quarter of 2009.

19. Under objective 14, Brian Coulter asked about the number of phase 2 inspections. Sandy Mather explained that 13 had been completed in October and that a cumulative total for the quarter would be provided in next month’s report. She expected the final number for the business year to be close to the target. Members agreed that it would be helpful if the report also gave running totals to show what had been achieved in the year to date.

20. Under objective 15, Brian Coulter said that some IAs at the conference had commented on the very low number of living donation cases that the Authority had not approved. Peter Lemmey explained that this should be viewed in the context of how IAs worked with the transplant approvals team: typically, a substantial amount of discussion between the two was needed to resolve any issues before the IAs submitted their reports; and in some cases, further clarification was needed after a case had been submitted before it could be approved. This iterative process accounted for the very low rate of recommendations being refused.
21. Under objective 16, James Ironside requested sector-specific information about the numbers of Designated Individuals (DIs) that had been trained and the representations that had been made to the Authority. Sandy Mather said that the DIs who had not completed training were not limited to one sector. She added that both the representations hearings had been held in October for the human application sector. One establishment had accepted the Authority’s final decision and the other had appealed its decision.

22. Under objective 3, Kate Robson-Brown asked about the amendment to the Import and Export Code of Practice. Priya Goyal said that an amendment to the code, in relation to DNA analysis, was being considered . Members would be advised of any change that was made.
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	Item 7
	Financial report                                         [paper: HTA (47/08)]
	

	
	23. Jeff Cant introduced the report. He said that the Authority’s performance was stable and explained the key points in the report.
24. Under paragraph 9, he expected to report a significant reduction in the Authority’s debtors position next month. 
25. Under paragraph 10, he said that now a more consistent team was in place, variation in cost had stabilised.
26. Under paragraph 11, he added that the high number of outstanding invoices in the 31–60 day period was due to a deficiency in the creditor payment system. The Authority was on track to return to meeting the 30 day target, but drew the Authority’s attention to a forthcoming government push for the public sector to pay bills within 10 days. He would assess how and if this could be achieved. 
27. Under paragraph 16, Jodi Berg asked about the capital budget of £595,000. Jeff Cant said this was provision for the office move. On that point, negotiations with GAD were under way, a project team had been set up and space planners had been selected. He expected the move to take place in late March 2009. Jodi Berg asked for an analysis of actual and proposed capital projects in future reports. 
	JC

	Item 8
	Licence fee model 2009-2012                  [paper: HTA (48/08)]
	

	
	28. Kate Robson-Brown and Ceri Davies both declared an interest as being staff of licensed establishments.

29. Adrian McNeil introduced the item. He explained that an evidenced-based review had led to the development of the licence fee model. The increase was based on an analysis of work required to deliver the Authority’s statutory licensing remit. This analysis drew on the accumulating experience of regulating in each of the sectors; but even without this activity analysis, he explained that inflation would necessitate an increase in fees.

30. Members expressed concern about the impact of the increased fees on the licensed sectors, which at worst could be a disincentive for establishments to continue.

31. 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. Where appropriate, this should use supporting evidence such as the summary inspection reports. The principle of applying different fee levels to establishments within a sector, such as simple skin and bone establishments within the human application sector, should be justified.
32. Michael Banner said it was important to be clear about the Authority’s reason for consulting on the proposed fee structure. Adrian McNeil said that the consultation would run from December to March. The primary aim was to seek views on the potential impact on establishments: he felt that there was little room for manoeuvre in the first year of the three-year licensing period as the structure reflected the HTA’s best estimate of the resources required to license establishments. However, he intended to keep fee levels under review as the Executive accumulated more metrics on licensing activity and new, more efficient systems and processes were introduced.   
33. It was agreed that the consultation letter setting out the rationale for the proposed fee structure would be circulated to Members for information. 
	SG

	Item 9
	Regulatory Enforcement and Sanctions Act 2008                        [paper: HTA (49/08)]
	

	
	34. Jodi Berg declared an interest as a member of the Administrative Justice Council.

35. Sandy Mather introduced the item. The purpose of the Regulatory Enforcement and Sanctions (RES) Act 2008  was to provide alternatives to regulatory organisations for whom criminal prosecution was the only available sanction. The HTA already had a range of sanctions in the event of non-compliance and these were applied in keeping with the HTA’s strategic aim of being a proportionate regulator. In her view, the new powers under the RES Act would be of more interest to long standing regulators than to new regulators like the HTA.  

36. Jodi Berg asked about steps that other health regulators were taking. Sandy Mather replied that following their Hampton Review, the MHRA were still considering whether to apply for powers under the RES Act.

37. Members agreed that the Authority should not apply for RES Act powers in 2009 and to review the decision in one year.
	

	Item 10
	Any other business
	

	
	38. Members discussed the location for the March public Authority meeting, which would be held outside London. It was agreed that this would take place in Manchester. The next step would be for the Executive to research possible venues. Members would be kept updated as plans progressed.
	SG



The meeting closed at 1pm 

HTA communications report 1 November – 30 November 2008
Media and articles

Coverage that mentions the HTA

Presumed consent

The HTA issued a press release in response to the Organ Donation Taskforce’s report on presumed consent.

http://www.hta.gov.uk/newsroom/media_releases.cfm?cit_id=456&widCall1=customWidgets.content_view_1&usecache=false

Alder Hey
The HTA was mentioned responded to the announcement that Alder Hey is to respectfully dispose of tissues that are not claimed in the next six months. This was reported in the Daily Mail:
Presumed consent
HTA issued statement

Adrian’s letter to Guardian

Coverage linked to the work of the HTA

Retention of organs
Organ donation

The shortage of organs for donation and organ trafficking was highlighted and the reasons for organ shortages discussed in an article in The Economist.

www.economist.com/world/international/displaystory.cfm?story_id=12380981
Definition of death

The Association of Medical Royal Colleges recently published guidance to the medical community on how to define death.

http://news.bbc.co.uk/2/hi/health/7679373.stm
The decision as to when somebody can be declared as dead will also be debated in an organ donation conference to be held in the Vatican in November.

www.economist.com/science/displayStory.cfm?source=hptextfeature&story_id=12332939
Public display
Fetal corpses will be among the exhibits in the Professor Gunther van Hagen’s Body Worlds Exhibition to be held at the O2 in London.

www.telegraph.co.uk/news/3249044/Flayed-babies-bodies-included-in-new-Body-World-exhibition.html
Meetings and events

· 3 October – Peter Lemmey attended the first meeting of the Organ Donation Taskforce Ethics Committee project group, London

· 10 October – Adrian McNeil attended a conference on the regulation of human tissue and cells, Buenos Aires, Argentina

· 14 October – Sandy Mather attended the Kingsley Napley Regulatory Enforcement and Sanctions Act Workshop, London

· 15 October – Shaun Griffin attended the Organ Donation Task Force Communications Strategy group meeting, London
· 16 October – HTA codes of practice workshop, Centre for Life, Newcastle

· 20 October – Sandy Mather attended the Regulation Budgets Workshop, BERR, London

· 22 October – HTA codes of practice consultation workshop, Royal College of Surgeons, London

· 28 October - Shirley Harrison spoke at the Economic and Social Research Council’s Genomics Network Conference, London

· 28 October – Shirley Harrison and Adrian McNeil met Tony Calland and Veronica English from the British Medical Association, London

· 29 October – Shirley Harrison and Adrian McNeil attended the Arm’s Length Body Chairs and Chief Executive’s event, Richmond House, London
Staff update

Since the last Chief Executive’s report, the following people have joined the HTA:

· Jeff Cant, Interim Director of Resources

· Kate Rolfvondenbaumen, Regulation Manager 

· Melanie Reid, Regulation Manager

· Tania Werrett, PA to Director of Policy and Director of Resources
The following people have left the HTA since the last Chief Executive’s report:

· Leslie Boodram, Director of Resources
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Financial report – 2008 
Introduction

1. This is the fifth report for the 2008/09 financial year and provides an update on the Human Tissue Authority’s (HTA’s) financial position as at 31 October 2008.  
2. The report provides commentary on the following areas:

· Summary

· Income and Expenditure Variations

· Other Key Performance Indicators

· Updated Forecast for 2008/2009

· Organisational Development

· Capital

· Risk

Summary

3. Annex A shows the detailed financial position for the year to date. To 31 October we have a revenue overspend of £20,420 offset by additional income of £201,706.  This means we are ahead of our predictions at this point in the year.  Our budget provides for a surplus at the year end of £34,997 and we had a surplus at 31 October of £181,286.  This has enabled us to fund the organisational development costs of £169,083 to 31 October without recourse to our revenue balances.

4. The main reason for the positive income variance is additional fees generated from new establishments particularly in the Research and Human Application sector.  The significant income and expenditure variances are explained below.

5. At the year end we are now projecting an additional £199,893 surplus which means a total of £234,890 surplus for the year before funding Organisational Development costs.

Income and Expenditure Variances

Income – Variances to 31 October 2008

6. There has been an additional £114,000 in Research fees and £114,800 in Human Application fees received in the month.
7. As at 5 November 2008, we received 43 applications for procurement, 2 more than reported in September, and the impact of increased applications so far this year has been an additional £59,800 in fee recovery.

Expenditure – Variances to 31 October 2008

8. Annex C shows our expenditure as at 31 October 2008 split between staff and non-staff costs.  There is an overall overspend of £20,420 and below are details of significant variances with underspends in brackets:
	Expenditure Variances

	
	£
	Notes

	Staff costs
	61,477
	Mainly due to the use of contract staff to cover vacancies.  Agency costs to date are £258,000 against a budget of £121,000 offset by salary savings of £76,000.

	Non Staff Costs
	(41,056)
	See highlights below.

	Recruitment
	52,328
	Staff turnover earlier in 2008.

	Training
	(33,704)
	Training suspended during development of Learning and Development strategy.

	Postage, Stationery & Printing
	13,567
	Five summary inspection reports not in the original budget.

	IT & Telecoms
	23,970
	Remedial work.

	Travel & Subsistence
	(11,584)
	Reduced June inspections.

	Media & Projects
	(30,796)
	Project phasing.

	Legal & Professional
	(15,736)
	Business planning underspend.

	Consultancy
	(13,950)
	Reduced activity.

	Accommodation
	(10,798)
	Overestimate for rates.


Other Key Performance Indicators
9. Debtors - The current debtor position shows a balance of £1,533,583 in outstanding licence fees.  Of this £1,493,200 (97%) are due for payment in November.  The first stage in Debt Collection which involves telephoning each establishment will commence on 7th November 2008.

10. Staff Turnover - staff movements in the last five months are as follows:
	Period
	Starters
	Leavers

	April 08
	1 x Regulation Manager

1x Policy Officer

1 x Media Manager
	

	May 08
	1 x Regulation Assistant
	2 x Regulation Managers

1 x Regulation Assistant

1 x Communications Assistant

	July 08
	2 x Regulation Managers

1 x Communications Officer

1 x Information Analyst
	1 x Communications Officer

1 x Regulation Assistant

	August 08
	2 x Regulation Assistants

1 x Regulation Manager
	2 x Regulation Managers

1 x Resources Assistant

	September 08
	1 x Regulation Manager
	1 x Regulation Officer

	October 08
	2 x Regulation Managers
	1 x Director


There was 1 x Resources Assistant vacancy as at 31 October.  Other posts are being covered by contractors which include 2 x PA’s and the Director of Resources.

11. Creditor Payments – We have been asked by the Treasury to work to reduce the time from receipt of a supplier invoice to payment to 10 days. Below is our current payment profile. A detailed look at costs and time spent will be carried out in order to ascertain the full costs of this and importantly that Departmental funding is available.

	Days

	0-10
	11-15
	16-20
	21-25
	26-30
	31-60
	61-90
	>91
	Total

	£000s
	£000s
	£000s
	£000s
	£000s
	£000s
	£000s
	£000s
	£000s

	91
	134
	197
	191
	207
	576
	14
	10
	1,420


Updated Forecast Out-turn for 2008-2009

Income

12. We are expecting to exceed our total planned income against the original budget by £302,262 which can be attributed to additional revenue streams from Procurement and the Quality and Safety Regulations and an increase in other establishments requiring licensing.  The graph below shows our latest actual, budget and forecast income projection for 2008-2009.
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Expenditure
13. The graph below shows our latest cumulative actual, forecast and budgeted expenditure for the financial year. The graph shows that for the year-to-date, that actual versus planned expenditure shows a small overspend.  We are forecasting an overspend on revenue expenditure of £102,369 against the original budget before Organisational Development costs of £319,340.
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Organisational Development

14. We are currently forecasting a spend of £319,340 in Organisational Development costs which takes into account prudent assumptions made with regards to recruitment of additional staff towards the latter part of 2008/09 financial year.  At 31 October this would mean a call on revenue balances at the year end of £84,450 after using our projected year end surplus of £234,890.

15. We are still awaiting approval for our Organisational Review business case. During this time the focus is on establishing the costs that will impact on the business this year. Costs which are yet to be factored into the forecast relate mainly to Learning and Development for which the strategy is in its final stages of completion.

Capital

16. The Capital GIA of £795,000 approved by DH includes the cost of office relocation. Since writing this report, we have been given approval to commence the office move within this financial year.  Of the £795,000 a sum of £595,000 has been earmarked for this important project.

Financial Risk

17. We continue to monitor financial risks.  Below is a table of current risks of which we are aware and monitor through our risk register and the steps we take to minimise them.

2008/09 Financial Risks

	Risk
	Control

	Procurement licence fee income exceeds costs.
	Detailed costing based on staff time carried out and updated regularly.

	HTA are required to undertake additional functions not planned for within the budget.
	The HTA’s financial management/ governance arrangements will identify any opportunities that may arise to offset budgetary pressures.

	Lack of prompt payment by licence fee payers may affect HTA operations.
	The HTA will monitor revenues very closely and will use its robust debt collection procedures to pursue late payment and minimise non-payment.

	Establishments change their profile – reduction in both hubs and satellites.
	Regular review of establishment patterns. Tracking changes to the number of hubs and satellites on a periodic basis.

	Organisation Review costs exceed revenue reserves.
	Costs are being closely monitored.


Conclusion
18. The Authority is asked to note the financial position as at 31 October 2008.
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Licence Fee Model – 2009-2012
Purpose of paper
1. To seek approval of the proposed licence fee model (LFM) for the period 1 April 2009 – 31 March 2012.
Introduction

2. The current fee model has been in operation for two years and will lapse on 31 March. The new LFM will become operative from 1 April 2009. 

3. The proposed LFM is based on budget estimates that are based on the new organisational structure in the business case presented to the DH; and it draws on an analysis of the work required to license establishments in each of the sectors.

4. HM Treasury’s guidelines on fees and charges have been taken into account in developing the structure. The key principles underpinning the guidelines are that:

· the full costs of regulation must be recovered from fee income

· regulatory activity must not be subsidised by Grant in Aid

· cross-subsidy between regulated sectors should be avoided.
Methodology
5. It is proposed that the new LFM should continue to be based on a three year cycle; and that as now, the total fee for the three years is then averaged and charged on an annual basis. 
6. We are committed to keeping licence fee charges under review to ensure that they remain appropriate in the light of a number of variables. These include the HTA’s still developing experience of regulating, changes to the regulatory requirements and changes in the numbers of licensable establishments. 
7. The LFM was developed after in-depth interviews with HTA staff to determine the level of activity associated with regulating each of the sectors. Fee structures in other regulatory organisations were also reviewed to assess alternative methodologies that could be used to develop the HTA’s model. Our conclusion was to remain with our original basis for assessing fees. 

8. The estimated budget costs for 2009 – 2012 were apportioned between those that should be funded by Grant in Aid and those that should be funded from licence fees. The costs attributed to licensing activity were then analysed across each of the five licensed sectors, based on individual sector activity/risk assessments. 
Rationale for setting fees
9. The reason for the increase in fee levels across all sectors is because we have much improved knowledge and experience of the work required to carry out all the activity associated with licensing. This includes training licence holders, giving advice and guidance, managing all stages of the licensing process itself (including phase 1 inspections), placing and managing implementation of conditions, varying licences, taking enforcement action and conducting site visit inspections.
10. There are additional reasons why fees have increased in some sectors: 

· in the Anatomy and Public Display sectors, the current fees were
set artificially low. The proposed fee, which represents a truer cost, regularises the position. 
· the increase for the Post Mortem sector reflects the higher risk 
identified in this sector and the consequent increase in activity – more site visit inspections, increased regulatory oversight, and provision of much more advice and guidance
· the impact of the Human Tissue (Quality and Safety for Human
Application) Regulations 2007, which were fully implemented in July
2008, has led to a substantial amount of additional work in the Human Application sector.
Proposed LFM 2009-12
10.
The model allows for year on year inflation. It is important to bear in mind that fees would have had to increase – regardless of activity analysis – in order to compensate for inflation.   

11.
The model assumes a successful outcome to the current negotiations with the Department of Health about the HTA’s Grant in Aid requirements for the three financial years to 31 March 2012. 
12.
The proposed annual licence fee for each of the three years 1 April 2009 – 31 March 2012 is as follows (where appropriate, the current fees are shown in brackets for comparison) :

	Sector
	Research
	Public Display
	Post Mortem
	Anatomy
	Human Application

	
	£ 
	£
	£
	£
	£

	Main Site

(Current fee)
	6,000
(5,200)
	3,750
(3,600)
	8,000
(5,300)
	6,500
(5,200)
	11,000
(7,600)

	Satellite

(Current fee)
	1,200
(800)
	750
(500)
	2,400
(2,100)
	1,300
(700)
	4,400
(1,000)

	Third Party agreement    (see note below)
	
	
	
	
	1,000 approx

	Procurement organisations
(Current interim fee)
	
	
	
	
	6,000
(2,900)

	Simple skin & bone establishments

	
	
	
	
	5,500

	PD: less than 20 items
(Current fee)
	
	1,000
(250)
	
	
	


13.
The fee for Public Display applies to permanent exhibitions only, such as museums. The fee for temporary exhibitions such as Bodyworlds will be calculated individually, based on the work involved. 
14.
We are as yet unsighted on the numbers and the work involved in licensing third party agreements in the Human Application sector. A project is under way to find answers to these questions and to assess the costs of regulating these sites. We propose to postpone announcing the fee until the next financial year. We will advise the sector of this, but will also say that, on present estimates, the fee is likely to be in the region of £1,000.

15.
By way of comparison, the previous licence fees per annum for the years 2007-08 and 2008-09 are as detailed below. 
Consultation process

16.
Subject to Members’ agreement of the LFM, we plan to consult on the proposed licence fees. The consultation process, which will last from 25 November 2008 to 25 February 2009, will ensure that we have not overlooked any key issues in developing the fee proposals. The consultation will be via the web site and direct communication with individual establishments and representative bodies in each sector.

17.
HM Treasury will also be consulted to satisfy them that we have complied with their guidelines. 

18.
The results of the consultation will be analysed and a report made to the Authority, along with any proposed adjustments to fee levels, in February 2009.
Conclusion
19.
Members are invited to approve the proposed LFM for the period 1 April 2009 – 31 March 2012.
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Regulatory Enforcement and Sanctions Act 2008

Purpose of paper

1. To explain the implications for HTA of the Regulatory Enforcement and Sanctions Act 2008 (RES Act) and to seek the Authority’s agreement that the HTA should not apply for powers under the RES Act during the 2009/10 business year. Members are advised that we should review the situation in one year. 

Background

2. The Regulatory Enforcement and Sanctions Act 2008 (RES Act) came into force in October 2008 and primarily affects national regulators and local authorities. The HTA is included in schedule five of the Act as one of the designated regulators affected by the legislation.  The Act empowers a regulator to use civil sanctions as an alternative to criminal prosecution for criminal offences. 

3. The RES Act follows on from recommendations set out in the Hampton Review ‘Reducing Administrative Burdens: Effective Inspection and Enforcement’ (2005) and the Macrory Review ‘Regulatory Justice: Making Sanctions Effective’ (2006). Hampton found that some regulators’ penalty regimes were cumbersome and ineffective, and recommended that a comprehensive review of these regimes should take place. This review was carried out by Macrory who found that some regulatory sanction regimes were over-reliant on criminal prosecution and lacked flexibility.  Consequently, Macrory recommended that regulators be given access to a more flexible set of sanctioning tools. The RES Act is intended to provide those enforcement tools. 

The key elements of the RES Act as it applies to HTA

4. There are five parts to the RES Act and part three is the one of particular relevance to HTA. Part three allows for civil sanctions to be applied where a criminal offence has taken place. The aim is to avoid the need for regulators to always proceed to criminal prosecution and to use more proportionate sanctions instead.  These RES powers were primarily created for those regulators with little flexibility for sanctions, other than criminal prosecution. The sanctions should allow regulators to take more proportionate action. Many regulators do not have the extensive licensing sanctions that HTA has under the Human Tissue Act and associated Quality and Safety Regulations. 

5. There are four civil sanctions included within part three of the Act and they are summarised in Annex A. There is some duplication with the sanctions currently available to HTA. 

6. A timeline and overview of the process for the HTA to seek RES Act Powers is at Annex B.

Strategic issues for the Authority to consider

7. There are two main issues to consider.

· Members’ vision for the size and style of regulator that HTA should be in the next two years.

· Capacity and capability to apply for and use RES Act powers.

8. Members need to consider whether to apply for these powers in light of their long term vision of the sort of regulator they see HTA as being in two to three years. Using RES Act powers is likely to change the complexion of the HTA from being its current compliance based approach to becoming enforcement orientated.  This change would necessitate the employment of additional staff whose primary skill was enforcement (other regulators typically employ ex-policemen for this sort of enforcement work). This would increase the size of the organisation beyond that proposed in the recent business case. Members should therefore also consider whether it is feasible to use these powers whilst remaining a small organisation.  

9. The HTA does not currently employ sufficient appropriately skilled staff to take on this enforcement work. There is both a lack of capacity and capability to deal with criminal prosecutions directly.  Members made a strategic decision about criminal prosecution earlier this year when they decided to refer all cases of potential criminal prosecution to the police rather than take on the work in-house. The policy directs that such cases will be dealt with within the licensing framework if possible, and if not (or it is not appropriate to do so) they will be referred to the police. This policy has worked effectively so far.  

10. The level of evidence required for a criminal prosecution case is higher than that needed for licensing enforcement. For example, interviews should be taken under caution and other evidence gathered in compliance with the Police and Criminal Evidence Act, 1984 (PACE). This criminal standard would have to be applied to all evidence-gathering processes undertaken by regulation managers and other relevant staff; and this in turn would necessitate specialist training for these members of staff.  

11. There are two phases to the work involved in applying for RES Act powers (see Annex B). The first is to apply for the powers themselves: this would be led by the Department of Health with input from HTA. The second is to prepare the people, processes and infrastructure in HTA to be able to use RES Act powers – which would be led by the HTA. Both policy colleagues in DH and executive staff at HTA have a pressing work agenda in the next twelve months and it is difficult to see how this additional work could be delivered.   

Discussion

12. The RES Act powers provide regulators with a broader range of enforcement sanctions in place of criminal prosecutions. This should lead to more proportionate regulatory action. Some of the regulators that are applying for the powers have few enforcement powers in their existing legislation other than criminal prosecution. Consequently, the RES Act powers provide a degree of flexibility and allow a more proportionate risk-based approach. However, the HTA has a range of regulatory sanctions available including licence variation, licence revocation, licence suspension (immediate) and refusal of licence. Provided the HTA continues to use these powers robustly and effectively, there is little advantage to applying for the additional RES Act powers to enforce licensable activities.

13. However, there are other regulated activities which are criminal offences in the HT Act, including prohibition of commercial dealings in human material for transplantation (organ trafficking) and DNA theft. In the last three years, the HTA has referred only a handful of cases to the police for criminal prosecution. More recently, a case of alleged DNA theft may be referred to the police. The HTA’s current powers enable the Authority to take no action or refer the case to the police for consideration for criminal prosecution (as per the criminal prosecution policy). Therefore it could be argued that the civil sanctions offered by the RES Act may allow HTA to take a more proportionate approach (i.e. impose a civil sanction rather than refer for criminal prosecution). However, in cases of alleged organ trafficking, the HTA currently has the power to enter premises and seize anything which the Authority reasonably believes may be required for the purposes of being used as evidence. Even so, in the two cases of alleged organ trafficking that the HTA has encountered, the decision has been made to refer them to the police. 

14. There are 805 licensed premises currently in the UK and this number is likely to increase. The sector where the greatest regulatory enforcement is needed is the human application sector, who are required to comply with European (and UK) legislation. This sector is also the one containing the most businesses and the one where we have had the most significant regulatory enforcement action to date. In two to three years’ time the HTA may be in a position where the licensed establishments challenge HTA processes much more significantly and the range of enforcement powers provided by the RES Act may be helpful – particularly the enforcement undertakings option and the fixed monetary penalty notice and discretionary requirements. 

15. However if the HTA intends to apply for the RES Act powers there are a significant number of systems and processes that need to be put in place to enable use of those powers. This includes (but is not limited to) IT development, drafting legal enforcement template notices, developing new standard operating procedures, implementing a new education and training programme for regulatory staff to use the processes robustly and recruiting new staff with specific enforcement knowledge, skills and experience. The HTA is also obliged to issue detailed guidance on sanctions, enforcement action and the circumstances in which HTA would be likely to take such enforcement action. 

16. In the current staffing model submitted to the Department of Health there will not be sufficient numbers of properly skilled staff to deal with this increased work. Some of the development work may be outsourced (for example template legal notices may be outsourced to a legal firm specialising in this area); but the operational work would still remain to be done by regulatory staff. New staff would need to be recruited and existing staff would need to be trained to gather evidence to the level needed for a criminal prosecution as well as to learn about and apply an additional piece of enforcement legislation. There is already a risk of confusion between applying and understanding the requirements of the Quality and Safety Regulations and the Human Tissue Act whilst regulating across six different sectors. To add another layer of complexity with additional legislation may place the organisation at risk of making a significant regulatory error leading to escalation and judicial review.

Risks associated with not applying for RES Act powers in 2009  

17. If the HTA decides to defer an application for these powers until 2010 there is a risk that Ministers may not be able to satisfy themselves that HTA is Hampton -compliant (see Annex B) since more than a year will have passed since the Hampton Implementation Review. Nevertheless, we think that this is a small risk that is worth taking.

Conclusion

18. Members are invited to agree that the HTA should not apply for RES Act powers in 2009 and should review the decision in one year. 

Annex A

The key elements of part three of the RES Act as it applies to HTA

1. There are five parts to the RES Act and part three is the one of particular relevance to HTA. Part three allows for civil sanctions to be applied where a criminal offence has taken place. The aim is to avoid the need for regulators to always proceed to criminal prosecution and to use more proportionate sanctions instead. 

2. The new RES powers are an alternative to criminal prosecution and it is for the regulator to determine the appropriate response to a particular instance of regulatory non-compliance. The sanctions should allow regulators to take more proportionate action. Many regulators do not have the extensive licensing sanctions that are provided within the Human Tissue Act and associated Quality and Safety Regulations. 

3. There are four civil sanctions included within part three of the Act.

(a) Fixed monetary penalty (FMP) notices. This is for a maximum of £5,000 and is intended to deal with low-level minor instances of non-compliance for criminal offences.

(b) Discretionary requirements. This is intended to be for mid to high level non-compliances, again for criminal offences. There are three discretionary enforcement options within this. They are:

· a variable monetary penalty (VMP) determined by the regulator. This is subject to a maximum of £5,000;

· a requirement to take specified steps within a stated period to secure that an offence does not continue or happen again (compliance notice); and

· a requirement to take specified steps within a stated period to secure that the position is restored so far as possible to what it would have been if no offence had been committed (restoration notice). This could include, for example, reimbursing a customer’s money.

(c) Stop notices.  These should be used where there is a significant risk of serious harm by the criminal offence and should be used with caution. If these are issued inappropriately by the regulator the licensed establishment can seek compensation. Stop notices have immediate impact. 

(d) Enforcement undertakings. These sanctions will enable a business to give an undertaking voluntarily to the regulator to take one or more corrective actions. The enforcement undertaking is initiated by the establishment themselves and is normally where a regulator reasonably suspects that the establishment has committed a criminal offence.

Annex B

Timeline and overview of the process for HTA to seek RES Act Powers

1. Regulators can apply for these additional enforcement powers following a successful Hampton Implementation Review (HIR). The report of an HIR review should be submitted with the proposal to seek powers under the Act. The HIR review must satisfy Ministers that HTA is Hampton compliant. 

2. The report of the HTA HIR review, which is scheduled for December 2008, is likely to be published by March 2009. If HTA wishes to apply for RES Act powers, we have been advised that this should be done within six months of the HIR review being published. This is so that Ministers can assure themselves that HTA are compliant at the time of application

3. Once HTA decides to apply for the powers, the Department of Health (DH) would need to draft a Ministerial Order, which should be supported by a full Regulatory Impact Assessment.  DH would need to undertake a full twelve week consultation.  Following any amendment after the consultation process the order will be subject to a vote in both Houses of Parliament. 

4. If HTA applies for RES Act powers then there should be an intention to use those powers when they are issued. The Department of Business, Enterprise and Regulatory Reform have advised that Ministers would not look favourably on a regulator who applied for RES Act powers as a ‘future proofing’ mechanism. 

5. HTA would need to apply for RES Act powers in April 2009 and the process is likely to take a minimum of 6 months.  Concurrently to this HTA would need to be developing associated formal notices, standard operating procedures and develop IT systems to align with existing processes to allow the use of the powers.  

� Within the first two working days in November, £182,600 had been received from establishments.


� Which we define as storage of very few samples, mainly (if not wholly) for autologous use and


  often in a single stand-alone freezer.
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