
 

Authority Agenda 
20th January 2009 

to be held at  
New Grand Connaught Rooms, 61-65 Great Queen Street , Covent Garden WC2B 5DA 

 
Start time 11.00 

1. Apologies, Welcome and Declaration of Interests 

2. Minutes of 9th December 2009 
[HFEA (20/01/20) 531] 

For Decision 

3. Standing Financial Orders and Financial Procedures 
[HFEA (20/01/20) 532] 

4. Corporate Strategy 
[HFEA (20/01/20) 533] 

Lunch 12.00 – 13.00 

5. Chair's Report (verbal)  

6. Chief Executive and Directors’ Reports  (verbal) 
[HFEA (20/01/20) 534] 

For Decision 

7. Hampton Review: Next Steps 
[HFEA (20/01/20) 535] 

8. Multiple Births: Year 2 Target and Enforcement Policy 
[HFEA (20/01/20) 536] 

9. PGD: Non Disclosure 
[HFEA (20/01/20) 537] 

10. Case by Case Licensing of PGD  
[HFEA (20/01/20) 538] 

For Information 

11. Update from Committee Chairs  

12. A.O.B 

 
Close: 16.30 
Next meeting: Wednesday 24th March, venue to be confirmed 
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Authority Paper 
 

Committee: Authority 

Meeting date: 20th January 2009 

Agenda item: 2 

Paper number: 531 

Paper title: Minutes of Authority meeting  
9th December 2009, Newcastle 

Author: Paula Woodward, Committee Secretary 

For information or decision? Decision 

Recommendation The Authority is asked to confirm the minutes 
as a true and accurate record of the meeting. 

Human Fertilisation and Embryology Authority 
Minutes of the Authority meeting held on 9th December 2009 

Members 
There were eighteen members in attendance, eleven lay members and seven professional 
members. Three members were unable to attend and sent their apologies. 

Members present: 
 Lisa Jardine (Chair) 
 Alan Thornhill 
 Andy Greenfield 
 Anna Carragher 
 Clare Lewis-Jones 
 David Archard 
 Emily Jackson 
 Gemma Hobcraft 
 Hossam Abdalla  

 
 
Lesley Regan 
Lillian Neville  
Mair Crouch 
Neva Haites (up to item 9) 
Rebekah Dundas 
Richard Harries 
Ruth Fasht 
Susan Price 
William Ledger  

Apologies: 
 Debbie Barber 
 Sally Cheshire 
 Jane Dibblin 

Observers 
 Ted Webb, Department of Health 
 Ros Gardner, Human Genetics Commission (co-opted member) 

Staff in attendance 

 Alan Doran 
 Peter Thompson 
 Mark Bennett 
 Trish Davies 
 David Gomez 
 Brenda Irons-Roberts 

Catherine Drennan  
Danielle Hamm 
Helen Richens 
Joanne McAlpine 
Juliet Tizzard  
Charlotte Augst 

Paula Robinson 
Paula Woodward 
Zalife Ahmet 
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1. Apologies, Welcome and Declaration of Interests 
1.1. The Chair opened the meeting by welcoming members of the public who 

had come to observe the meeting.   
1.2. The Chair reported that prior to the open meeting members had a 

confidential session to consider personnel matter. The legal update was 
tabled and noted. 

1.3. The Chair welcomed two new members of the Authority, Alan Thornhill 
and Andy Greenfield.  

1.4. The Chair, members and staff also thanked Richard Harries, who steps 
down at the end of the year, for his work as a member of the Authority. 

1.5. Apologies were received from: 

• Debbie Barber 

• Sally Cheshire 

• Jane Dibblin 
1.6. Declarations of interest were made by: 

• Sam Abdalla 

• Bill Ledger 

• Alan Thornhill 

2. Minutes of 21st October 2009 
2.1. The minutes were agreed and signed by the Chair. 

3. Chair's Report  
3.1. The Chair reported a number of recent public appearances, namely:  

• the Vanessa  Feltz radio show;  

• contributing to a BBC Radio 4 Analysis programme on transparency 
and secrecy; 

• addressing the leadership forum Addenbrooke’s hospital on the 
subject of “Patient Safety and Assisted Reproduction: The 
Regulator versus the tabloids”; 

• attending a dinner hosted by the Royal College of Obstetrics and 
Gynaecology. 

3.2. The Chair reported that she would be participating in a debate on the BBC 
World Service on new ethical and political issues raised by advances in 
medicine and technology, to be broadcast in January. She also reported 
that she would be hosting a new series of A Point of View on Radio 4 from 
January. 

3.3. The Chair reported that she had recently been contacted by a group 
concerned about recent media coverage of her comments on payments 
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for egg donors.  The Chair made it clear that their understanding of what 
she had said in relation to payments was not correct. 

4. Chief Executive and Directors’ Reports 
4.1. The Chief Executive commented on recent media reports which had 

incorrectly stated that sperm from an unscreened donor had been used at 
a particular clinic. In fact the donor had been screened and the problem 
had occurred elsewhere in the clinic’s procedures, details which had been 
reported in a statement published on the Authority’s website. The incident 
had now been fully investigated and would be addressed by a licence 
committee shortly. 

4.2. The Chief Executive reported that a letter had been issued to clinics 
outlining the actions that would be taken as a result of feedback gathered 
at the Annual Conference on 1st October.   

4.3. Letters had also been sent to two sperm donation websites advising them 
that, subject to any decision taken by the courts, the Authority would take 
action if their activities were deemed to constitute procurement and require 
a licence. 

4.4. In the light of a recent case, the Executive will be issuing an alert to clinics 
reminding them that specific consents must be obtained before gametes 
are retrieved in cases where a person is seriously ill or has died. The 
Executive will also be alerting NHS Trusts to the issue. 

4.5. The Executive and the Medicines and Healthcare Products Regulatory 
Agency (MHRA) have agreed to work with manufacturers to bring culture 
media under the auspices of the CE mark within 12 months.  

4.6. The Chief Executive reported a number of recent engagements, namely: 

• attending dinner at the Royal College of Obstetrics and 
Gynaecology; 

• planting a tree for Infertility Network UK in the ‘Fertility Forest’ in 
Kent 

• making a presentation to the RCOG senior staff conference and to 
the BFS 

4.7. The Executive had taken part in the Fertility Show in Olympia where a 
good number of patients had visited the HFEA’s ‘Choose a Clinic’ stand.  

4.8. He also reported that in January, he would be at the ACE and BFS annual 
conference, taking part in a debate on IVF regulation. 

4.9. The Chief Executive advised members that all employment agreements 
with the Human Tissue Authority, stemming from the proposed merger, 
had now been severed. 

4.10. The Chief Executive gave a brief presentation on the recently published 
report of the Hampton review of the HFEA. The review team, whose visit 
took place in April, commended the Authority on a number of areas and 
had made a number of recommendations, some of which had already 
been implemented.   
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4.11. The Chief Executive informed members that the Executive will look closely 
at the report in order to see what further improvements could be made. A 
paper will be presented to the Authority in January. 

4.12. The Director of Compliance informed members that there were minor 
changes to the compliance report. She reported that the number of 
planned inspections on page 5 had actually reduced to 96 from 148. The 
reduction in the number of inspections had resulted from the Authority’s 
move to more targeted inspections.  

4.13. The Director of Compliance also reported that, with two colleagues, she 
had attended the final conference on the European Commission’s three 
year project to implement the EUTCD in Warsaw. A new three year project 
will continue the work on vigilance and surveillance and that the World 
Health Organisation will now be participating. 

4.14. The Director of Finance and Facilities reported that the office 
refurbishment was now complete, that a business continuity plan had been 
finalised and that the talent management programme had started.  On the 
accounts, he reported that a balance was forecast for the end of the year.   

4.15. The Director of Strategy and Information reported that much of the 
directorate’s recent work had been following up the implementation of the 
new legislation.  He also reported that the website, particularly the 
‘Choose a Fertility Clinic’ pages, were receiving significantly higher 
numbers of visitors. 

4.16. The Director of Strategy and Information also reported that the Executive 
had held a small event on PGD and that discussions had taken place with 
the Office for National Statistics and the Cabinet Office to look at whether 
the HFEA’s data could become certified as official national statistics.  

5. Responsibility for approving the inspection schedule  
5.1. Alan Doran, Chief Executive, advised members that the law now required 

the Authority to approve the inspection schedule.  
5.2. It was proposed that this responsibility should be assigned to the 

Compliance Committee as a delegated power. 

Decision 
5.3. Members agreed to delegate the power to approve the inspection 

schedule to the Compliance Committee. 

6. Multiple Births: Moving Towards a Year 2 Target 
6.1. Helen Richens, Policy Manager, introduced the paper, advising members 

that it was for information only and that she would be preparing a further 
paper for decision at the January meeting. 

6.2. The paper presented the findings of a review of the first year of the 
Authority’s multiple births policy, including feedback from clinics, patients 
and an initial analysis of the data collected so far for 2009. 
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6.3. Members were reminded that the HFEA’s policy included working closely 
with patient and professional groups, through the Multiple Births Strategy 
Group, in order to develop a coherent approach.  

6.4. Members were informed that the data used for the review was not 
complete and that a further analysis would be carried out when more 
complete data from clinics had been received. 

6.5. Looking at the available data, it appears that the number of elective single 
embryo transfers (eSET) has increased although the overall multiple birth 
rates had remained static.  By looking more closely, the data revealed that 
the overall multiple birth rates for patients under age 35 had fallen while 
for those over age 35 it had increased. 

6.6. Members were presented with some suggestions as to why the multiple 
birth rate had not yet changed and what work could be done to assist 
clinics further, including: 

• the increased use of blastocyst embryos, the effects of embryo 
quality and varying freezing policies appeared to be playing a 
greater role than a patient’s age. 

• the number of women actually having single embryo transfer is still 
relatively low, either because they do not fall within the criteria set 
by the clinics or they had decided not to agree with the clinic’s 
recommendation. 

• many clinics reported that they had initially taken a cautious 
approach but, as the year progressed, clinics gained confidence 
and were able to provide patients with data demonstrating the 
effects of their policy.  Some had amended their strategies as a 
result of these outcomes. 

• there was a need to improve patient information and staff training to 
ensure that consistent information was given at all stages of 
treatment. 

• the availability of funding, whether NHS or private, played a major 
role in patient uptake of single embryo transfer.  There was a need 
to improve the availability and demonstrate the advantages of 
frozen embryo transfer. 

• further analysis of clinics strategies, alongside the data, would need 
to be carried out before any conclusive results could be presented.  

6.7. Helen set out a number of issues that would be included in the paper 
being presented to members in January: 

• establishing how the Authority would identify those clinics that had 
not complied with the policy, those which had tried but struggled, 
and those which had done well.  

• deciding what approaches might be taken as regards compliance 
and enforcement around the multiple births policy. 

• deciding the next maximum rate to begin in April 2010. 
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6.8. Members suggested that data and information to support clinics’ 
development of their strategies should be made available as soon as 
possible, and that the impact embryo quality and transfer timings may 
have on successful eSET should be investigated.   

6.9. Members were particularly concerned that patients may not fully 
understand the risks of multiple births including miscarriage and other 
longer term complications. Helen reported that a patient leaflet was being 
developed through the Multiple Births Strategy Group and should be 
available early next year. 

6.10. Members also raised concerns about whether patients were aware of the 
risks of multiple births following other forms of fertility treatment, in 
particular hormone treatments prescribed by GPs, such as clomid. 

6.11. Members noted the impact funding plays in patient decisions about eSET.  
This is likely to become a greater concern as availability of both private 
funding and NHS treatment is likely to be reduced following the economic 
downturn.  

6.12. Members thanked Helen for a clear presentation of a complex subject and 
noted the paper. 

7. SEED Evaluation 
7.1. Danielle Hamm advised members that an evaluation of the policies 

introduced following the Sperm Egg and Embryo Donation (SEED) review 
had been agreed the Authority had agreed to an evaluation of the SEED 
policies. More recently, the Executive had received some informal 
feedback indicating that some other donation issues may require some 
examination.  These had also been included in the evaluation process. 

7.2. The paper set out the findings of the evaluation which had been carried 
out through detailed conversations with various clinic staff, and with 
patient and professional organisations. 

7.3. Members were asked to agree a set of recommendations for work that 
would be included in the business plan for 2010/11. To aid the discussion, 
members were asked to make decisions issue by issue. A further paper 
would be presented in March setting out the workplan in more detail. 

7.4. Members thanked Danielle and other policy staff for their work on this 
paper. 

7.5. On the selection of donors, members noted that there may be a risk of 
discrimination in some cases, but agreed that this was covered by anti-
discriminatory guidance in the 8th Code of Practice. 

7.6. Members noted the work that has been carried out to ensure that records 
of donors were not duplicated on the HFEA register.  

7.7. On the ten-family limit, members noted the various factors that led to the 
introduction of the limit and discussed what new factors may be emerging, 
including variable geographic distribution in the use of donated gametes, 
and a new pilot donor recruitment system funded by the Department of 
Health. 
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7.8. On expenses and compensation, members noted the reasons for the 
introduction of the current policy including the law, the risks to egg donors, 
the quality of gametes provided, the views of donor conceived people and 
the principle of altruistic donation. The Director of Compliance informed 
members that the European Commission will shortly be investigating how 
the payment rules introduced by the EUTCD have been implemented 
across Europe.  

Decision 
7.9. Members agreed to the recommendation that no review was required on 

the selection of donors or on the import of gametes and embryos.  
7.10. Members agreed to the recommendation that a review should be 

undertaken on the ban on the provision of donor codes, the ten-family 
limit, the reimbursement and compensation of donors and benefits in kind. 

7.11. On the screening of donors, members agreed to the recommendation that 
the CMV standard licence condition should be removed and that there 
should be clarification in the light of professional guidelines.  

7.12. Members agreed to a review of the upper age limits for sperm donors and 
investigation as to whether a lower age limit for egg donors may be 
appropriate. 

7.13. Members agreed that the Ethics and Law Advisory Committee would 
review travel abroad for treatment using donated gametes and the 
restrictions some donors impose on the use of their donated gametes. 

7.14. On intrafamily donation, members agreed that this should be dealt with 
separately from the SEED evaluation work. A paper should be presented 
to the Authority in March, to include clarification of 'close relationships' in 
the context of genetics, consanguinity and the social implications. 

8. Business Planning Update 
8.1. Paula Robinson, Head of Business Planning, introduced a paper outlining 

the progress that had been made to date on the current 2009/10 business 
plan. 

8.2. Paula reported that some slippage in targets was being managed but that 
progress overall was very good, despite the heavy workload resulting from 
the introduction of the new legislation on 1st October. 

8.3. Some changes were proposed, including transferring some specific items 
to the 2010/11 workplan.   

8.4. Paula also introduced the draft business plan 2010/11 and drew members’ 
attention to the main proposed activities. 

8.5. The Director of Facilities and Finance reported that the new plan would 
require the same budget as set for the 2009/10 business plan. 

Decision 
8.6. Members agreed that proposed changes should be made to the current 

business plan. 
8.7. Members also approved the draft business plan for 2010/11. 
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9. Standing Orders 
9.1. David Gomez, Senior Legal Advisor, introduced the changes being 

proposed to the Authority’s standing orders, part of the Authority’s 
governing documents. He also introduced a new Code of Conduct for 
Authority members. 

9.2. Members were advised that the changes to the Standing Orders were 
necessary following the overhaul of the Human Fertilisation and 
Embryology Act.  The legal team had taken the opportunity to revise the 
complete set of standing orders to simplify language, modernise 
procedures and make corporate governance framework clearer.   

9.3. Members were advised that Cabinet Office guidelines on best practice for 
such documents had been used to aid the development of the Code of 
Conduct. 

9.4. Both documents had been examined and approved by the Audit and 
Governance Committee.  It was proposed that they should come into force 
on 1st January 2010. 

Decision 
9.5. Members agreed to the recommendation to approve the changes to the 

Standing Orders and the Code of Conduct, subject to minor amendments 
relating to the new staffing structure and job titles 

10. Update from Committee Chairs 
10.1. The Chair of the Scientific and Clinical Advisory Committee (SCAAC) 

reported that Professor Bhattacharya had given a presentation to the 
committee on how HFEA data might be used by researchers.   

10.2. SCAAC had also discussed an Academy of Medical Sciences consultation 
on the use of human tissue in animal studies, the EUTCD requirements on 
the screening of patients, and a number of new studies examining the 
efficacy of pre-implantation genetic screening (PGS).  A paper setting out 
the committee’s findings on PGS would be presented for consideration by 
the Authority in the near future. 

10.3. The Chair of the Ethics and Law Committee (ELAC) reported that issues 
relating to donation had been discussed by the committee and their 
findings had been during item 7.  

10.4. ELAC had appointed a new co-opted member, Erica Haines. 
10.5. The Chair of the Audit and Governance Committee (AGC) reported that 

the Authority’s risk register would be presented to Authority for review in 
due course. Cabinet Office Information Asset training had now been 
completed by all staff and was now being undertaken by AGC members. 

10.6. The Chair of the Compliance Committee (ComCom) reported that the 
publication of incident inspection reports had been discussed and 
welcomed.  

10.7. The committee had recommended that the Executive should consider how 
the financial stability of clinics might be examined to aid patient confidence 
at a time of economic uncertainty.  
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10.8. The committee had also discussed the new self assessment questionnaire 
and the operational audit report examining the quality of data supplied by 
clinics to the HFEA. The Executive had been asked to look at the impact 
on clinics of the electronic data interchange (EDI) system.  

11. A.O.B 
11.1. The Chief Executive informed members that a complaint dating back to 

2007 had now been referred to the Parliamentary Ombudsman. Members 
would be kept informed. 

11.2. The Chief Executive informed members that a report setting out the 
lessons learned through the inspection process would now be published in 
2010. The executive had decided that the report would benefit from the 
inclusion of a third year’s worth of data to more clearly demonstrate the 
progress and changes that had taken place over the last 3 years. 

11.3. The Director of Finance and Facilities reported that members’ expenses 
for the second quarter of the year had published on the website. 

11.4. The Chair asked members of the public for their comments and questions. 
11.5. Olivia Montuschi commented that it had been worthwhile attending the 

meeting.  She suggested that the Authority may wish to consider the 
recruitment of a counsellor since the departure of Jennie Hunt. 

11.6. The Chair gave a reassurance that this would be considered when the 
next round of members’ recruitment takes place. 

11.7. Josephine Quintavalle pointed out that the Italian law had changed 
regarding embryo donation and was no longer as set out in the SEED 
evaluation paper discussed earlier. 

12. Date of next meeting 
The next meeting will be on Wednesday 20th January 2010, time and venue to be 
agreed. 
 

 

I confirm this to be a true and accurate record of the meeting. 

  
Chair 

    

  

Date 
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Authority Paper 
 

Committee: Authority 

Meeting date: 20 January 2010 

Agenda item number: 3 

Paper number: 532 

Paper title: Revised Standing Financial Instructions and Financial 
Procedures 

Author: Rachael Henry 

For information or 
decision? 

Decision 

Resource implications: None 

Implementation Key improvements to procedures e.g. establishment of 
tender panels have already been implemented. Remaining 
new procedures will be implemented once the documents 
are approved.  

Communication Once finalised, the procedures will be published on the 
intranet. Presentations to staff summarising key points will 
also be held before the end of this financial year. 

Organisational risk Low  

Recommendation to the 
committee: 

The Authority is invited to review the enclosed documents 
and to advise if they have any comments in respect of 
them. 

Evaluation Adherence to the new procedures will be monitored by the 
Finance team and our external auditors. Review of the 
procedures may as appropriate form part of the internal 
audit plan for financial year 2010/11. 

Annexes Annex A: Revised Standing Financial Instructions 

Annex B: Revised Financial Procedures 

 

1 Introduction 

1.1   Enclosed at Annexes A and B are revised drafts of the Authority’s Standing 
Financial Instructions and Financial Procedures. These are applicable to both 
staff and members. 
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1.2   These documents have been reviewed by the Audit and Governance 
Committee at their September and November 2009 meetings, and the 
amendments suggested by the Committee incorporated.   

 
1.3  Subsequent amendments have also be made where appropriate to ensure 

consistency with the Authority’s revised Whistleblowing and Anti-Fraud and 
Theft policies ; to incorporate recommendations recently received from the 
Authority’s internal auditors (Kingston Smith) in relation to clarification of T&S 
subsistence rates ; and to incorporate comments received from the Senior 
Legal Advisor.   
 

1.4    These documents will form part of the suite of corporate governance 
documents which include the Management Statement (incorporating the 
Financial Memorandum) and Standing Orders.  

 
1.5   Key amendments to the enclosed documents since their last substantial 

revisions (in 2008) are as follows. 
  
 
2 Standing Financial Instructions  

2.1   Para. 1.3.9 has been amended to include reference to the responsibility of the 
Chair in relation to members who may carry out financial functions. 

 
2.2 Para. 1.3.10 has been revised to permit the Chair to take action in respect of 

urgent issues arising between Authority meetings following consultation with at 
least two members whenever possible (such action to be reported to the 
following meeting of the Authority.)  

 
2.3   Para. 1. 3.11 refers to the new requirement for Authority member(s) to be 

members of any tender panel established in accordance with the revised 
Financial Procedures. 

 
2.4 The former paragraph in section 1 (formerly para. 1.3.11) relating to the 

Government’s indemnity to members acting in good faith has been deleted. 
 
2.5 Reference has been made to the Audit and Governance Committee’s Terms of 

Reference for the full powers and responsibilities of the Committee (para. 
2.1.1.) 

 
2.6 Reference to the submission of finance reports to the Audit Committee has 

been deleted as financial reports are now sent to the Authority only (para. 
4.3.1). 

 
2.7 Reference has been made to the Authority’s Information Governance policies 

as opposed to Information Risk policy, to reflect the additional and more 
extensive documentation now in place (para. 11.4) 

 
2.8 Recommendations made by the NAO in respect of the administration of charity 

collections and purchases of gifts for staff have been incorporated (paras. 7.4.4 
and 9.2.6. (l).) 
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2.9 Reference to fixed assets has been deleted in para. 11.3.1 to make it clear that 
responsibility for assets relates to all types of Authority property. 

 
2.10 Job titles have been amended where appropriate to reflect the new SMT 

structure. 
 
2.11  A copy of the Department of Health’s financial delegations to its ALBs has 

been appended for reference at Annex A to the document. This is to highlight in 
particular procedures required in respect of special payments. 

 
 
3 Financial Procedures 

3.1   The key amendments to the Financial Procedures are in respect of para. 5, 
relating to tendering procedures and financial limits. The thresholds for 
tendering, consideration of EU procurement requirements, and delegations to 
staff (Appendix A to this document) have been revised.  

3.2  In addition to the foregoing, the Audit and Governance Committee no longer 
have a role in approving contracts, although they will be sent for information a 
summary of contracts let with values between £25k - £150k, and a summary of 
any consultancy contracts let. The Authority will be asked to approve contracts 
with a value in excess of £150k (para. 5.8).   

3.3 The revised Financial Procedures also set out the requirement for the 
establishment of a tender panel for all contracts with an anticipated value in 
excess of £25k, and for at least one Authority Member to join each tender panel 
(paras. 5.4.1 and 5.4.2).  

3.4 Reference has been made to the requirement for colleagues to consult with the 
legal team before drafting tender documentation (Appendix B.) 

 
3.5 Para 5.5.5 has been expanded to include consideration of references and the 

financial standing of bodies under review for the award of a contract.  

3.6 The Chief Executive or his nominated Director is authorised to sign contracts on 
behalf of the tender panel (para. 6.1).  

3.7 The Chief Executive is also required to write to all budget holders annually 
formally setting out their budgetary responsibilities (Appendix D.) 

 
3.8 Current T&S rates are included in Appendix H to this document. The Authority’s 

attention is drawn in particular to revised procedures in respect of the use of 
private cars for journeys on Authority business. These requirements have been 
revised to assist in minimising financial and information management risks in 
relation to car travel. 

 
4 Recommendation to the Authority  

The Authority is invited to review the enclosed documents and to advise if they have 
any comments in respect of them. Once approved, these documents will be posted 
onto the intranet and presentations held for staff before the end of the financial year 
to run through key points arising 
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Authority Paper 
 
 

Committee: Authority 

Meeting Date: 20 January 2010 

Agenda Item: 4 

Paper Number: 533 

Paper Title: Draft Corporate Strategy 2010-2013 

Author: Paula Robinson (Business Planning) 

For information or decision? Information and decision. 

Resource Implications: Within budget. 

Implementation To be agreed. 

Communication To be published on the HFEA website, once finalised. 

Organisational Risk Low.   

Recommendation: The Authority is asked to discuss and agree the draft 
Corporate Strategy. 

 
1. Introduction 
1.1 The draft strategy at Annex A has been created following the workshop with Members 

prior to the December Authority meeting. 
1.2 As agreed previously, the aim has been to keep this document short and focused on 

high level strategy.  In addition to the strategy itself, we have generated a lot of good 
detailed material from our various Authority discussions and workshops over the 
previous year.  This material will be retained to inform future discussions and planning 
for subsequent Business Plans and service delivery plans.  It includes notes from the 
original corporate strategy workshop last February, notes from sessions at the HFEA 
conference on 1 October, Members’ feedback on the Position Papers circulated last 
autumn, and notes from the discussion in December.   

1.3 Once agreed, the strategy will be finalised in a format and document design consistent 
with our Business Plan and other corporate documents.  Like other such documents, it 
will then be published on the website. 

2. Recommendation 
2.1 The Authority is asked to: 

2.1.1 Comment on the draft Corporate Strategy and approve it subject to the inclusion 
of points made in the discussion today. 
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HFEA Corporate Strategy 2010/13 

 
Contents: 
1. HFEA Purpose and Principles 
2. Development of the Strategy 
3. Strategic Assumptions and Objectives 
4. Strategic Plan 
 
1. HFEA Purpose and Principles 

In 2008, the Authority developed the following statements describing the purpose for 
which the HFEA exists and the principles under which it operates.   

 
Purpose 

We are the UK’s independent regulator of treatment using eggs and sperm, and of 
treatment and research involving human embryos.  We set standards for, and issue 
licences to, centres. We provide authoritative information for the public, in particular for 
people seeking treatment, donor conceived people and donors. We determine the policy 
framework for fertility issues, which are sometimes ethically and clinically complex. 

 
Principles 

1.   We treat people and their information with sensitivity, respect and confidentiality. 

2.   We observe the highest standards of integrity and professionalism in putting into effect 
the law as it governs our sector. 

3.   We consult widely - listening to and learning from those with an interest in what we do. 

4.   We keep abreast of scientific and clinical advances. 

5.   We exercise our functions consistently, proportionately, openly and fairly. 

The HFEA aims to adhere to these principles at all times, harnessing its governing 
legislation to achieve, rather than restrict, its objectives and outcomes.  In delivering its new 
three year strategy, the HFEA will continue to deliver its central purposes, as set out above, 
and will continue to operate according to these underpinning principles. 

 
2. Development of the HFEA’s New Strategy 

Staff and the Authority have worked together to develop this strategy.  During the 
development process, the Authority has considered its aspirations for the HFEA over the 
next few years, the tactics through which these aspirations could be met, and the 
timescale to which the different elements of the strategy should be delivered.  We have 
considered how the HFEA could and should develop over the next three years, how the 
fertility sector we regulate, its users, and society itself, are likely to change, and how we 
can best serve the present and future interests of patients (of all kinds), centres, donor-
conceived people and all of our other stakeholders. 

 
The following aims and objectives provide a strategic framework and signal our 
aspirations for the future.    

 

[PDF page 15]



HFEA (20/01/10) - Paper number 533 - Annex A 
 

Corporate Strategy 2010-2013 
3

3. Strategic Assumptions and Objectives 
 
Assumptions 

 The Authority has made the following assumptions in its discussions about future 
strategy: 

• The economic downturn will continue to impact in the UK for several years, and 
the HFEA will need to continue to operate within resource constraints, which can 
be expected to tighten 

• The legislation under which the HFEA operates will remain the same for several 
years, following recent major changes 

• There will be a continued need to be responsive to changing external drivers 
(such as societal trends, political changes, scientific developments) as well as 
framing proactive work and continuing to deliver core business. 

 
 

Strategic Objectives 2010/13 
The HFEA has set five broad strategic objectives for the next 3 years, identified through 
extensive Authority and staff discussions.  These objectives set out the HFEA’s key 
major aspirations for the medium term future. The discussions have been framed by a 
wide range of issues and drivers, such as: 

• Techniques for treatment 

• Advances in science and genetics 

• Social views and social change 

• The nature of those treated (and other stakeholder groups) 

• The role of regulators generally, and the regulatory environment (e.g. with 
respect to quality and service improvement) 

• Responding to the external environment 

 
The HFEA’s strategic objectives for the next 3 years are as follows:  
 
1.  Role and boundaries 

To develop a clearly defined and mutual understanding of our role, and the 
boundaries between ourselves and other regulators, patient organisations and 
professional bodies in related fields. 

 
2.  Meeting the needs of existing fertility service users and stakeholder groups  

To identify and address more fully the needs of fertility service users before, during 
and after treatment, and to engage with a wider range of stakeholder groups with an 
interest in fertility issues. 

 
3.  Identifying and addressing the needs of new and emergent stakeholder groups 

To identify and start to address the needs of new or emergent stakeholder groups 
including donor-conceived people, fertile people seeking fertility treatment, and 
researchers in the fertility field. 
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4.  HFEA data used for research purposes 
To monitor and improve consent rates for using data for research purposes, and to 
give active consideration to the nature and outcomes of the research conducted. 

 
5.  Improving organisational performance 

To enhance organisational performance and governance through operational 
efficiencies, improved regulatory effectiveness and better information management. 

 
 
4.  Strategic Plan 

The following plan sets out at a strategic level how and when the HFEA will deliver these 
high-level strategic objectives.  Each year the Authority’s business plan will be focused 
towards delivering the relevant elements of the strategy. 
 
 

Year Strategic Objectives How 
1 2 3 

Bed down new processes and compliance cycle from 
April 2010 onwards. 

   

Consider how best to achieve a balance between 
being appropriately directive through our policies, 
and implementing better (lighter-touch) regulation.  

   

Continue to consider the possibility of applying for 
additional powers under the RES Act 2008 and 
pursue this if and when appropriate. 

   

Establish clarity on the limits and scope of the 
HFEA’s function (and hence its role) with respect to 
new areas of research and science. 

   

Consider the nature of the HFEA’s role in issues that 
are partly beyond and partly within our remit because 
they are international in nature – e.g. fertility 
treatment abroad; EUTCD and EUSTITE. 

   

Establish where the HFEA’s remit ends and other 
organisations’ remits begin; work towards mutual 
and reciprocal collaboration and enhanced 
relationships with other regulators, patient 
organisations and professional bodies; and identify 
areas appropriate for joint working. 

   

1.  Role and Boundaries 
To develop a clearly 
defined and mutual 
understanding of our 
role, and the boundaries 
between ourselves and 
other regulators, patient 
organisations and 
professional bodies in 
related fields. 

 

Consider whether the HFEA should and could 
expand its role in providing (and possibly hosting) 
information for patients on ART techniques, available 
evidence for their efficacy and other treatment 
options, so as to empower the public and help to 
inform their decisions. 
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Year Strategic Objectives How 
1 2 3 

Continue to serve the needs of infertile people 
seeking treatment or experiencing the treatment 
journey, and develop and provide information that is 
useful to them. 

   

Consider how the HFEA can better meet the needs 
of the unsuccessfully treated and involuntarily 
childless and improve information provision for this 
group; and consider developing information that 
could help to prevent some people from needing 
fertility treatment to begin with.   

   

2. Meeting the needs of 
existing fertility 
service users and 
stakeholder groups  
To identify and address 
more fully the needs of 
fertility service users 
before, during and after 
treatment, and to 
engage with a wider 
range of stakeholder 
groups with an interest 
in fertility issues. 

 

Establish ways of engaging broader external 
stakeholder input into HFEA policy discussions, e.g. 
from faith and disability groups, to ensure the 
inclusion in policy-making of a wide range of 
information and views. 
 

   

Identify new trends and ‘user groups’ among those 
seeking treatment (e.g. fertile people using egg 
freezing), and consider what their needs may be and 
how the HFEA should plan to meet them. 

   3.  Identifying and 
addressing the needs 
of new and emergent 
stakeholder groups 
To identify and start to 
address the needs of 
new or emergent 
stakeholder groups 
including donor-
conceived people, fertile 
people seeking fertility 
treatment, and 
researchers in the 
fertility field. 
 

Identify and consider the needs of people whose 
information is held by the HFEA or who are seeking 
access to that information, e.g. researchers, the 
donor-conceived, and those conceived through IVF.  

   

Work towards ensuring a continuing research base, 
by reviewing the process for obtaining consent for 
the use of data in research so as to increase the 
proportion of patients giving their informed consent. 

   

Monitor the use of HFEA data in research and the 
outcomes of that research; and start to give further 
consideration to the HFEA’s role with respect to the 
research data gathered and the dissemination of 
outcomes. 

   

4.  HFEA data used for 
research purposes 
To monitor and improve 
consent rates for using 
data for research 
purposes, and to give 
active consideration to 
the nature and 
outcomes of the 
research conducted. 
 

 

Consider whether to lobby proactively on the focus of 
research using HFEA data, so as to encourage the 
study of relevant issues including social impact. 
 
 
 
 
 

   

[PDF page 18]



HFEA (20/01/10) - Paper number 533 - Annex A 
 

Corporate Strategy 2010-2013 
6

Year Strategic Objectives How 
1 2 3 

Pursue internal improvements to ensure the HFEA 
remains responsive to external drivers, including 
value for money and back-office efficiencies, 
workforce planning, income balance, and alliances 
with other organisations. 

   

Improve the HFEA’s regulatory performance by 
identifying key areas of non-compliance and 
determining how to address these over time; and by 
making the best use in our regulatory activities of the 
data we hold. 

   

Improve and maintain both organisational 
transparency with information and data security. 

   

5. Improving 
organisational 
performance 
To enhance 
organisational 
performance and 
governance through 
operational efficiencies, 
improved regulatory 
effectiveness and better 
information 
management.  

Assure internal quality in ways of working, 
particularly with regard to efficiency in dealing with 
information requests and the storage and reporting 
of internal management information. 
 

   

 
 
 
1st Draft PR 7/1/10 
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Governance 

 
Director’s Report: 
 
(Q3) Oct – Dec 
 
Sickness rates have increased slightly overall this quarter, but it is manageable bearing in mind it is the winter period. One long 
term sickness absence is being monitored.  
 
The corporate annual leave year commenced on 1 October 2009, in conjunction with the launch of HR.net self service system. 
After the initial ‘bedding in’, the system has been well received.  
 
There has been some staff turnover over the quarter but this is being managed and recruitment is taking place where 
necessary. There are also key vacancies to be filled in the Strategy & Information Directorate before the end of the business 
year and progress is being made 
 
Recruitment for the permanent Chief Executive started in October and the process is currently ongoing. New guidance received 
means that express approval of proposed remuneration is required from the DH and HM Treasury. Additionally, the Director of 
Compliance has recently tendered her resignation. Initial steps are therefore being taken to handling this.   
 
A programme of core and key skills training for all staff is being delivered during December 2009 – February 2010. Other 
specialists skills training is also being organised (eg Project management, IT etc) 
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 Governance 

Work area June July Aug Sept Oct Nov Dec 

Staff absence: AWDL 
per staff month [year] 
(Civil Service average = 
9 AWDL per staff year) 

    

 
   

Staff turnover: Actual per 
month [cumulative % 
rate of WTE for year] 

     
 

  

Establishment (Actual 
WTE) 
 
 
 

       

Comments:  

81.68 
[86.23] 
 

1 
[0.57] 

1.2 
[0.73] 

81.68 
[86.23] 
 

1 
[9%] 

1 
[8%] 

 

0.77 
[0.73] 

1 
[10%] 

80.68 
[86.23] 

0.81 
[0.75] 

3 
[13.5%] 

84.15 
[86.23] 
 

0.9 
[0.77] 

3 
[17%] 

82.55 
[86.94] 
 

1 
[0.80] 

1 
[18%] 

82.55 
[86.94] 
 

0.96 
[0.96] 

0 
[18%] 

83.55 
[86.23] 
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Compliance 
 
Director’s Report: 
 
The inspection plan set out at the end of the previous business year has now been amended to reflect the clarification of 
inspection requirements relating to research licences, which, as for treatment licences, is biennially. The planned target for 
2009/2010 has reduced from 148 to 96.  Other changes are based on decisions of Persons Responsible not to renew their 
treatment or research licences.  
 
Significant resources continue to be targeted at following up centres where improvements are needed, and managing complex 
litigation. 
 
The new inspection tools are now being rolled out, with inevitable teething problems.  The inspection report template has been 
causing difficulties and is being reviewed this month.  
One inspection report was late in October and one in November; nevertheless the KPI of 90% was still being met cumulatively.  
This performance figure will be updated verbally if data is not available in time to update the report. 
 
The final quarter is extremely busy for Compliance, with a heavy programme of inspections to complete and projects to deliver. 
This may be complicated by the adverse weather affecting travel arrangements. Additional temporary management capacity 
has been recruited.  
 
 

Compliance 

Work area June July Aug Sept Oct Nov Dec 

Inspections 
- Completed (month) 
-  Planned (month) 

       

Reports resulting from initial 
application and renewal inspections 
of clinics and research 
establishments available to clinic 
within 28 working days of the 

  
 
 

 
 
 

    

6 
7 

8 
15 

 
93%

10 
18 

5 
11 

10 
10 

9 
17 

87% 86% 

11 
5 

 
100%

 
100%

 
100%
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Compliance 

Work area June July Aug Sept Oct Nov Dec 

inspection date (KPI 90%) 

New treatment and storage licence 
applications processed within 4 
months of receipt of all necessary 
documentation and confirmation that 
the premises are ready for use (KPI 
90%) 

n/a n/a n/a 100% 
1 x new 

application 
received  

n/a n/a 
1 x new 

application 
received 

n/a 

New research licence applications 
processed within 3 months of receipt 
of all necessary documentation and 
confirmation that the premises are 
ready for use (KPI 90%) 

n/a n/a n/a 100% 
2 applications 

received 

n/a  n/a 

Import/export                        
-  applications received                         

2 1 1 3 2   

Import/export                        
- notifications received 

60 46 24 39 n/a 85 27 

Incidents reported 44 53 42 40 34 35 22 

Incidents closed  36 54 40 43 0 42 16 

Patient Complaints 2 3 8 2 1 6 2 

Alerts 
 

0 1 0 0 0 0 0 
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Compliance 

Work area June July Aug Sept Oct Nov Dec 

PGD                                                     
- Applications received                
- KPI within 4 weeks (Exec)                  
- KPI within 3 months (LC) 

       

PGS Applications received   - KPI 
within 4 weeks (Exec)            - KPI 
within 3 months (LC) 

0 0 0 0 0 0 0 

Comments: Eight PGD applications for new conditions were received during December.  
 

 

5 
2 
0 

4 
4 
0 

2 
1 
3 

9 
1 
0 

8 
0 
0 

5 
0 
0 

15 
0 
0 

[PDF page 25]



HFEA (20/01/10)  -  Paper number 534 

Directors’ Report 
7 

 
Strategy and Information 

 
Director’s Report: 
 
Q3 saw the coming into force of the new HFE Act 2008 on the 1st October.  
On the same day: 

- the online version of the new Code of Practice went live; 
- the new Choose a Fertility Clinic part of the website went live; 
- a very successful Annual Conference with representatives from a majority of licensed clinics took place in London 

A workshop on PGD licensing of late onset conditions and exclusion testing / non-disclosure took place on 1 December, which 
informed consideration by ELAC that same month. 
The Hampton Review of the HFEA was published on 3 December.  
The Authority took a decision on the scope and shape of the SEED review in December – and work is underway on the 
planning of that work across 2010. 
DH Regulations on consent for disclosure of information for research have been delayed and we confirmation of a date on 
which they will be laid in Parliament. 
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Strategy and Information 

 Work area June July Aug Sept Oct Nov Dec 

Number of public policy enquiries 
received 
 
 

     48 28 

Number of public communications 
enquiries received 
 

       

Number of media enquiries 
received by the Communications 
team 
 

   

 

   

Number of website visits 
 
 

        

Increase in visits to the HFEA 
website compared to 2008/09 (KPI 
10%) 
 

       

Number of ‘find a clinic’ visits 
 
 

       

Increase in visits to the Choose a 
Fertility Clinic function on the 
HFEA website compared to 
2008/09 (10%) 

  
 

     

47 

38 42 

60 

28,797 

-7% 

9233 

-26% 

43 

 
60 

26,328 

-0.9% 

8,377 

71 64 

36,170 42,944 

6% 10% 

10097 14352 

68 50 

62 55 61 45 73 

37,497 28,005 

5% 5% 

12267 8751 

48 38 

6% +19% 10% 35% 47% 66% 47% 
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Number of PQs 
 
 

    
 

   

Respond to requests for 
contributions to Parliamentary 
Questions within deadlines set by 
the Department of Health (KPI 
100%) 

100% 100% N/A 100% 88% (1 missed) 100% 100% 

Written enquiries from patients and 
the public responded to 
within 3 working days (PI = 95%) 

807 
(100%) 

705 
(100%) 

791 
(100%) 

745 
(100%) 

785 
(100%) 

841 
 (100%) 

529 
(100%) 

Freedom of Information (FOI) and 
Environmental Information 
regulators (EIR) requests received. 
 

       

Freedom of Information (FOI) and 
Environmental Information 
Regulations (EIR) requests dealt 
with within 20 working days 
 

       

% of Freedom of Information (FOI) 
and Environmental Information 
Regulation (EIR) requests closed 
within 20 working days (KPI) 

100% 100% 100% 100% 100% 100% 86% 
(1 missed) 

Data Protection Act requests dealt 
with within 40 working days (PI = 
100%) 

N/A N/A N/A N/A 100% 
(1 request) 

N/A 100% 
(1 request – in 

process) 

19 3 0 

10 14 16 19 9 11 7 

9 13 14 24 9 9 6 

5 2 13 13 
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Opening the Register requests 
dealt with in 20 working days 
(excluding counselling time for the 
person making the request) 

       

% of clinics verified data published 
(quarterly return) 

N/A 97.5%  N/A N/A 97% N/A N/A 

Number of Authority meetings held 
in public during the year (KPI 3) 

N/A Oxford N/A N/A N/A N/A Newcastle 

Comments:        

7 10 2 4 9 10 7 
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Finance and Facilities 

Director’s Report: 
Finance – Work on income forecasting is continuing.  A significant surplus of income against costs has arisen for the period to 
end November, due primarily to cost underspends against most budgets.  The December management accounts (i.e. as at the 
¾ year end) will be used as the basis for a detailed review of all forecasts for the remaining three months of the current financial 
year.  December’s monthly fee income is significantly ahead of budget, continuing the current trend.   
Discussions are continuing with DH in respect of additional spending items for the last quarter of 2009/10 and on the potential 
implications for 2010/11 Business Plan & Budget.  Provision for these additional areas of spend has been made within the CEO 
budget head pending final allocations of resources.  DH has recently indicated that the suspension of grant-in-aid payments in 
August and September 2009 totalling £460k may still be reversible.  Pending clarity on the additional areas of spend and likely 
year-end position, no further amendments have been made to the reduced Grant in Aid forecast.   
Facilities – The Business Continuity Plan has been finalised and is on the Intranet. A short summary for staff is to follow as well 
as a briefing to Directors, Heads and Managers about the telephone cascade.  The cascade will be tested twice this year.  Also, 
in cooperation with IT: 

- A test version of a TRIM-connector has been installed on the multifunction devices, which enables documents to be 
scanned into TRIM directly. The evaluation of the test version is mid January 

- A small working group visited Microsoft to see a demonstration of a phone system, which IT has configured and tested 
internally with 5 users.  A demo for all staff began in early January 

- An intelligent whiteboard (“Starboard”) has been installed in Bloomsbury 1 to improve our facility for online, interactive or 
more effective meetings and presentations.  

IT – The online Self Assessment Questionnaire was promoted to live.  Development continues in the following areas: 

• The Risk Matrix creation tool. 

• Online forms creation. 

• The detailed statistical analysis of Register data to feed the risk tool. 

• The voluntary contact sibling register 

• The new revisions to the Choose a Fertility Clinic website 
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Business Planning – Management of Licensing has transferred to the Chief Executive’s office from 1 October.  The 
Programme Management function has moved the other way to sit within Business Planning.  CMG has agreed to the long-term 
ethos for this function and a permanent post has been established and recruited to (in November).  The new Corporate Strategy 
and Business Plan for 2010/11 are now being progressed.   
 

 
Summarised Management Accounts 

 Nov-09 Year to Date Results Full Year 
£'000 Actual   Actual  Budget  Variance  Forecast Budget Variance 

OPERATIONAL ACTIVITY  
  

Income 
              
718 5011 4,921 90  7,393 7,225 168  

  
REVENUE COSTS  
  

Chief Executive's Office           68 
 

574 
 

637 63  1,154
 

896          258  

Staff Costs - Other           16 
 

192 
 

240 48  305
 

305           -  

Authority / Committee Costs           7 
 

167 
 

266 99  311
 

381     -70  

Compliance         101 
 

949 
 

1,049 99  1,512 1,595          -83 

Strategy and Information         102 
 

1,023 
 

1,095 72  1,565 1,574        - 9  

Finance and Facilities         163 1,341  
 

1,365 23  2,109 2,055 54  

Legal Fees             16 31 
 

140 110  200
 

200           -  
Professional Fees            31    -14  110  18  
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 Nov-09 Year to Date Results Full Year 
£'000 Actual   Actual  Budget  Variance  Forecast Budget Variance 

53 38 92 
  
Total Revenue Costs         504 4,330 4,830 500  7,266 7,098 168  
  

CAPITAL COSTS             4 
 

82 
 

78 -4  115
 

115           -  
  
Total Costs         508 4,412 4,908 496  7,381 7,213          168  
  

NET Operational Activities         210
 

599 
 

13 586  12
 

12           -  
  

EUSTITE SUMMARY -2  -3 
           -

8 5  -12 -12           -  
  

TOTAL NET ACTIVITY        208 
 

596            5 591  0            0           -  
 
1 Key Issues 
1.1 This report presents the November 2009 management accounts.  No amendments to forecasts have been made since the detailed 

review of the half year (September) management accounts.  However, some amendments are anticipated following the review of 
forecasts with the 9-month December management accounts.   

1.2 The accounts show a cumulative positive variance against budget of £596k, which represents a material increase from the October 
variance of £388k. This variance continues to be driven by cost under-spends in most directorates.  

1.3 Fee income remains high, and the cumulative excess of income over budget of £90k is net of the grant in aid reduction of £460k 
which may possibly be reinstated.  Budget managers are therefore required to ensure that their revised forecasts are calculated with 
as much accuracy as possible.  

1.4 There are still a number of legal actions in progress and whilst pressures in some areas are lessening, there remain a number of 
high risk areas in terms of potential costs arising. More will be known in respect of these in the New Year.  

 

2. INCOME 
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2.1 No further amendments to forecast income have been made.  Monthly fee income remains high.  A final decision in respect of the 
£460k grant in aid suspended by DH also needs to be concluded before the year end. 

IVF Treatment Cycles Reported and Billed 
Monthly
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3 COSTS 
 

3.1 Chief Executive’s Office 
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• The underspend of £63k continues to relate primarily to salaries which are lower due to changes in the team in the second quarter.  .  
£296k has been provided to meet the costs of a number of potential projects due for commencement and / or completion before the 
end of this financial year.  

 
3.2 Staff Costs – Other 

• The net underspend of £48k in this budget head represents a small increase from October. There may be some further virements 
between individual budget heads, however overall spend for the year is still anticipated to be close to £305k.    

 
3.3 Authority / Committee Costs 

• Spend continues to be materially lower than budget, this is assumed to reflect a lower level of Committee activity overall as well as 
effective management of expenses for travel and accommodation.  

 

3.4 Compliance 
• The cumulative underspend has risen by £27k to £99k from October. Spend is still anticipated to accelerate in the New Year. 

 

3.5 Strategy and Information 
• The cumulative underspend has risen by £26k from October to £72k. This is anticipated to reflect a number of timing differences. 
 

3.6 Legal Fees 
• Whilst there is no overall change to the forecast, and there remains a significant net cost underspend against budget of £110k, a 

number of areas of potentially material uncertainty remain in this area. These will be reviewed again in the New Year and revisions 
to forecasts made where appropriate.  

 

3.7 Professional Fees 
• Spend under this budget has accelerated during November and this will continue until the end of March 2010 with the completion of 

the 2009/10 internal audit programme and interim 2009/10 external audit. 
 

3.8 Capital Costs 
• Capital costs remain overspent to date due to the completion of the office refurbishment in the first quarter.  Most of the remaining 

budget is to be spent on a new telephone system, currently under development.  There is no change to the overall capital budget. 
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Finance and Facilities 

Work area 2008/09 June July Aug Sept October November December 

Cash & Bank Balance – end 
of period (DH offer of new 
limit £750k) 

      

 
 

 

Invoices paid within 30 days 
–target 95% 

        

Debts collected within 60 
days –target 85% 

        

Billing of clinics achieved 
within 3 weeks –target 95% 

 
 
 

     

 

 

Comments: The December month end cash balance includes £120k held by HFEA on behalf of the ALB Talent 
Management Consortium. This accounts in part for the rise in cash balance during December.  However, 
the chief reason is receipt of fees income ahead of budget. There was a fall in the creditor payment and 
debtor collection statistics due primarily to Christmas leave and delays in receiving bank details from a 
number of T&S claimants.  Extra temporary support is to be recruited for the final (and most busy) quarter of 
this financial year, and it is therefore anticipated that these statistics will improve before end of March 2010. 
 

EDI new records, of which 
% uncorrected by end 
month 

No report run* 20803 
(2%) 

18759 
(4%) 

19183 
(4%) 

22265 
(5%) 

19488 
(7%) 

20841 
(6%) 

17709 
(9%) 

EDI corrected records, of 
which % still with errors 

No report run* 2524 
(3%) 

2311 
(12%) 

2467 
(6%) 

3984 
(8%) 

1640 
(8%) 

2241 
(10%) 

3552 
(17%) 

100% 

1,147k 

80% 

92% 

100% 

97% 

1,001k 1,449k 

87% 

100% 100% 

81% 

98% 

985k 894k 

95% 

100% 

73% 71% 

100% 100% 

641k 

99% 96% 96% 

94% 89% 

  1,010k 

100% 

91% 

80% 

  1,036k 
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Finance and Facilities 

Work area 2008/09 June July Aug Sept October November December 

EDI tickets from centres – 
raised / resolved 

No report run* 22/23 14/8 29/20 36/32 34/36 22/27 15/16 

Contacts to Reception: 
Weekly average, of which 
% by email 

399 / 48% 407 / 49% 361 / 49% 384 / 51 % 353 / 52 % 399 / 49% 405 / 50 % 342 / 47 %  

Comments: The sharp increase in Errors and correcting errors is largely an artefact of one clinic that is in the process of 
shutting down and hence is inputting an unusually large amount of data.  Work is underway with colleagues 
to address the issues underlying the handful of clinics that contribute the vast majority of errors. 
 

Contacts to reception have slightly increased in November with the expected “seasonal drop” in December. 
Calls for the same period of the previous year were up by 5 % in November 2008 with 424 contacts and 
down by 22% in December 2008. Email  proportions for Nov 2008 were 50 % and 60 % for Dec. 2008.   

Number of items considered 
by Licence Committees 

Not measured 
last year 

21 25 11 23 3 8 5 

Publication of finalised 
Licence Committee 
decisions on HFEA website 
within 20 working days of 
Chair sign-off (KPI 90%)  

 
 

92.2% 

 
 
 
 

(16/16) 

 
 
 
 

(23/23) 
 

 
 
 
 

(19/19) 
 

 
 
 
 

(28/28) 
 

 
 
 
 

(17/17) 

 
 
 
 
 

 

Comments: In October, management of Licensing Committee services transferred to the Chief Executive’s office.  
Notwithstanding the organisational and resourcing changes during the year, the website continues to be 
updated promptly. 

 

100
%

100
%

100
% 

100
%

100
%
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Author: Alan Doran, Chief Executive 

For information or decision? Decision 

Resource Implications: To be determined, based on decisions made. 

Implementation Within the next business year. 

Organisational Risk Medium 

Recommendation to the 
Committee: 

Members are asked to consider its response to the 
Hampton Review in terms of the four suggested 
actions at paragraph 4.1 and the five core questions 
at paragraph 4.2 of the paper. 

Annexes Annex A: The Hampton Vision 

 
1. Introduction 

1.1. This paper considers the response the Authority might make to the Hampton 
Review report on the Authority which was published on 3rd December.  

1.2. The methodology that these Reviews follow is one whereby there is a 3 day 
visit (for larger bodies, it is 5 days) by a Review Team (who visited in April) 
supported by some preliminary briefing; the Team then also consider 
representations from stakeholders. 

1.3. Members of the Review Team had no prior experience of working in the 
assisted conception sector, or indeed healthcare in general. Much of their time 
with us was necessarily spent explaining the very complex environment and 
the dense legislative framework within which we operate. 

1.4. None of the representations or evidence the Team received from stakeholders 
was shared with us. 

1.5. The point in time when the Review Team visited was a full 6 months before 
the October 1st  ‘go live’ date for the bulk of our new legislation. At that time 
much of the radical change we have since implemented was in the planning 
stage. The team were able therefore largely to assess intention rather than 
delivery. 

[PDF page 37]



  
 

Authority Paper 
 

Committee: Authority 

Meeting Date: 20 January 2010 

Agenda Item: 7 

Paper Number: 535 

Paper Title: Hampton Review: Next Steps 

Author: Alan Doran, Chief Executive 

For information or decision? Decision 

Resource Implications: To be determined, based on decisions made. 

Implementation Within the next business year. 

Organisational Risk Medium 

Recommendation to the 
Committee: 

Members are asked to consider its response to the 
Hampton Review in terms of the four suggested 
actions at paragraph 4.1 and the five core questions 
at paragraph 4.2 of the paper. 

Annexes Annex A: The Hampton Vision 

 
1. Introduction 

1.1. This paper considers the response the Authority might make to the Hampton 
Review report on the Authority which was published on 3rd December.  

1.2. The methodology that these Reviews follow is one whereby there is a 3 day 
visit (for larger bodies, it is 5 days) by a Review Team (who visited in April) 
supported by some preliminary briefing; the Team then also consider 
representations from stakeholders. 

1.3. Members of the Review Team had no prior experience of working in the 
assisted conception sector, or indeed healthcare in general. Much of their time 
with us was necessarily spent explaining the very complex environment and 
the dense legislative framework within which we operate. 

1.4. None of the representations or evidence the Team received from stakeholders 
was shared with us. 

1.5. The point in time when the Review Team visited was a full 6 months before 
the October 1st  ‘go live’ date for the bulk of our new legislation. At that time 
much of the radical change we have since implemented was in the planning 
stage. The team were able therefore largely to assess intention rather than 
delivery. 

[PDF page 38]



HFEA (20/01/10) -  Paper number 535 

Hampton Review – Next Steps 
2 

1.6. There is no requirement on the organisations that are reviewed to respond in 
any way. The report is published on the BRE website and it is left to the body 
in question to decide what – if anything – to do in response. 

1.7. This might seem like a set of reasons to place no great weight on the report. 
In my view that would be wrong. We should use the opportunity to ask 
ourselves whether or not there are areas we can identify where we can get 
better or change the way we operate. That is to say, we should view the report 
in terms of the potential for quality improvement. 

1.8. When we inspect we engage in a dialogue with centres and expect them to 
respond constructively. The vast majority do so. Whether or not there are 
disagreements (and there often are) about particular matters or aspects of the 
Code, we expect the centre to use the occasion to see where they can 
improve. We should behave likewise when we ourselves are reviewed. 

2. Broad Overview 

2.1. The report on the HFEA is structured against a template that all such Reviews 
use. There is an Executive Summary, a factual Introduction and then 7 
sections derived from the Hampton Report of 2005. These can be 
summarised as follows : 

‘Hampton Vision’ 
2.2. “..the Review Team found that a consistent risk-based approach is lacking at 

present…The Review Team saw some evidence of good practice in relation to 
transparency . . there is a perception among some stakeholders . . that the 
Authority’s independence and accountability may be compromised because 
members of the Authority have business interests in the IVF treatment 
industry. The Review Team was presented with no firm evidence of this . . . 
the regulatory framework .. for stem cell research has been praised by 
stakeholders” 

‘Design of Regulations’ 
2.3. “The HFEA demonstrates good practice in most aspects of its work on design 

of regulations” 

‘Hampton Principle: Advice and Guidance’ 
2.4. “This is an area of strength” 

‘Hampton principle: Data Requirements’ 
2.5. “The HFEA has gone to some length to ensure that the data it requests from 

stakeholders is necessary for the smooth running of the regulatory framework 
.. more thought could be given to ensuring researchers are not overburdened” 

‘Hampton Principle : Inspection’ 
2.6. “HFEA inspectors.. are well regarded. Inspectors have a structured approach 

to the day and provide clear feedback. The Inspection regime appears to be 
moving in the right direction” 
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‘Hampton Principle : Sanctions’ 
2.7. “ The process of applying sanctions appears long-winded. By law, licensing 

decisions must be made by the Licence Committee… There appears to be a 
reluctance to utilize the full spectrum of sanctions for fear of negative impact 
on availability of treatment…. There is a perception among stakeholders that 
HFEA [sic] lacks a consistency of approach to breaches of the Act”  

‘Hampton Principle : Outcomes’ 
2.8. “The HFEA support of patients is greatly appreciated by the group. The 

Authority’s expertise and credibility adds to the ethical debates around the use 
of human embryos. The HFEA has some room for improvement”. 

2.9. Looked at in the round, the report is broadly favourable whilst describing some 
specific areas for improvement. Of the seven sections, four are generally 
(though not wholly) positive, one is half and half and two are generally (though 
not wholly) areas for improvement. 

3. How best to respond? 
3.1. It would be easy to conclude that the enormous changes we have introduced 

since April will have put right any of the shortcomings identified. By the same 
token, we could conclude that the two more negative areas – that relating to 
‘Vision’ and that relating to ‘Sanctions’ – are the only ones we should focus 
on. 

3.2. I would suggest that each of these approaches would be simplistic. A 
generalised view does not help when it comes to deciding how we can make 
best use of this external scrutiny in improving our processes. The challenge in 
quality improvement is to be candid, realistic and practical in assessing one’s 
own performance. 

3.3. The first “Harry Potter” film offers a useful guide. There, the young magician 
and his intrepid friends find themselves in a room with a mirror. However, the 
mirror is a particular one. Those looking into it see what each of them hopes 
to see – not the room as it is. 

3.4. The risk for us in looking at the Review report is that we see what we expect 
to see rather than ourselves as we are seen by the Review Team. That does 
not mean necessarily being bound by their views. But it does mean taking 
them seriously and looking at them carefully and with an open mind. 

3.5. My proposal is that we take the Review report as an opportunity to exploit the 
comments in it – whether we agree with them or not – as a route to improving 
the quality of our work as a regulator. 

4. Action 
4.1. To this end, we need to do four things, in my view : 

a. We have undertaken a detailed analysis – in the attached annex -of the 
main individual comments made in the report; we have attempted to 
take as detached a view as possible; not resting on our laurels when 
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the report is positive nor necessarily accepting critical comments in the 
absence of supporting evidence; 

b. This analysis could be used – subject to members’ views – to feed into 
the QMS work that we have already started and which is a key feature 
of next year’s work programme; 

c. To oversee this I propose a working group of members who would 
bring back to our May meeting a report on progress and an action plan; 

d. In the meantime, I suggest we focus on what seem to me to be the five 
central questions raised by the report; these would be the ones that the 
working group would look at first. 

4.2. If we are to get the most from the report I think we need to address these five 
core questions – 

1. In seeking closer engagement with the sector, are we at risk of getting 
 too ‘chummy’ and diminishing our independence? 

2. Will the new Compliance Cycle produce clearer process and sharper 
 focus? Will it both promote better quality and accurately identify non-
 compliance? 

3. Is there really a reluctance to use the full force of sanctions or are we 
right to place a high value on promoting quality improvement in patient 
services in centres? 

4. The law lays down sharp requirements in relation to the process of 
licensing; could we do more to delegate functions to a less ponderous, 
less bureaucratic format? 

5. Do we do enough to measure the outcomes we aim to achieve? 

Recommendation 

4.3. The Authority is asked to consider its response to the Hampton Review in 
terms of the four suggested actions at paragraph 4.1 and the five core 
questions at paragraph 4.2.
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Annex A 

The Hampton Vision 
Quotation from Review Team Report Officers’ Comment Possible Action 
1. “The HFEA recognises the importance of having a risk-
based approach to compliance and enforcement and 
licensing decision-making. At a micro level, there is some 
evidence that HFEA bases licensing and inspection 
decisions on a risk-based approach. In particular, 
decisions on periods of licence renewal for individual 
fertility clinics are based on inspectors’ assessments of 
the level of compliance, and the corresponding risk of 
future non-compliance. 
 
However, the Review Team found that a consistent risk-
based approach across the organisation is lacking at 
present. HFEA acknowledges this situation. Its previous 
risk assessment tool was abandoned as it was considered 
unfit for purpose and the regulator is currently in the 
process of redesigning a risk tool.” 

The concept of risk-based regulation is central to 
Hampton. The gap identified here has to be filled. Last 
April we had begun work on the new risk tool. Some 8 
months on from the Review Team visit, we are firmly on 
schedule to produce a new Risk Tool developed with input 
from DNV (an international risk consultancy) for 1 April 
2010.   
 
This is a central part of our 2010 Change Programme and 
the Review Team Report does not portray the enormous 
commitment we have made to our new assessment tool 
which will continue to be updated and calibrated over the 
coming months. Indeed, the Report as a whole gives 
scant indication of the far-reaching nature of the changes 
that Programme 2010 was designed to make. 

Trish Davies is the lead 
Director. She will report to 
Compliance Committee on 
progress and will take sign-
off to the Committee at its 3rd 
March meeting. Because of 
its importance, a subsequent 
report will then come to the 
March meeting of the 
Authority.  

2. “The Review Team saw some evidence of good 
practice in relation to transparency. In particular, the 
HFEA publishes each clinic’s inspection reports on its 
website, together with minutes of the Authority Licence 
Committee which makes the final decisions on licence 
renewals for fertility clinics. The agenda, papers and 
minutes of Authority and other committee meetings are 
also made available on the HFEA’s website.” 

For some years now Authority meeting papers have been 
posted on the web as have SCAG papers. We have 
become more transparent over the past 18 months. Since 
April last year, when the Review Team visited, we have 
introduced the Executive Licensing Panel (in October) in 
order to simplify and streamline the process further. Their 
minutes are published online.  

We should review our 
approach to Transparency 
when we consider our 
Knowledge and Information 
Strategy at our March 
meeting to see whether 
there is further to go. In 
particular, there may be 
scope for better searches of 
our published documents. 
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The Hampton Vision 
Quotation from Review Team Report Officers’ Comment Possible Action 
3. “However, there is a perception among some 
stakeholders who spoke to the Review Team that the 
Authority’s independence and accountability may be 
compromised because members of the Authority have 
business interests in the IVF treatment industry. The 
Review Team was presented with no firm evidence of this 
and notes that the HFEA has strict rules in place 
regarding conflicts of interest of Authority members; 
indeed, over half the membership are lay members, 
including the chair and deputy chairs and have no 
business interests in the IVF industry. That said, in view of 
stakeholders’ perceptions, there may be more that the 
HFEA can do, through communication, to demonstrate the 
integrity of its decision making.” 

It is difficult to know what to make of a ‘perception’ for 
which there is no ‘firm evidence’ and where there are 
explicit mechanisms in place as safeguards. Since 1st 
October, it is no longer the case that centre PRs sit on 
Licence Committees – though staff who work in centres 
can and do. This is because Licence Committee needs to 
have insight into the practicalities of clinical care in a 
centre. As the Review Team Report states, we have in 
place clear, well-established safeguards in relation to 
declaration of interests.  

The suggestion that we try to 
communicate more 
effectively the way we take 
decisions is a good one. As 
part of P2010 we reviewed 
and refreshed our guidance 
on declaration of interests 
but there is no reason not to 
have another look at how 
well it seems to be working 
as we review these areas on 
a rolling basis anyway, as 
we told the Review Team. 
The Members Working 
Group should consider. 
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The Hampton Vision 
Quotation from Review Team Report Officers’ Comment Possible Action 
4. “The primary focus of the HFEA is on ensuring that 
couples with fertility problems are able to conceive safely 
and in an ethically proper manner, rather than on 
encouraging the economic viability and competitiveness of 
the sector. However, in its regulatory activities, the HFEA 
does take account of its impact on fertility clinics, for 
example by keeping the burdens placed on them during 
inspections to a minimum and by ensuring that the 
guidance contained in the Code of Practice is clear.” 

The Review Team took some persuading that we are not 
an economic regulator – Hampton is a banker and his 
2005 report has much focus on financial competitiveness. 
Given that the IVF sector is dominated by privately owned 
centres, there is a case for DH to consider our powers in 
relation to charging and level playing fields in a market 
sense. But we do not have such powers at present nor 
any statutory obligations in relation to market 
performance. 
 
The comment on “burden” is unquantified and almost 
certainly generous in its use of the phrase “to a minimum”:  
the BFS are not of the same mind as the Review Team.  

After two years of new EU 
legislation followed by new 
UK legislation, we should 
build into our Business Plan 
a coherent look at the 
“burden” on centres to see 
what scope there is to 
reduce it further, for example 
via the Portal and EDI. The 
new approach we have 
taken to strengthening our 
impact assessments (which, 
paradoxically, the Review 
Team praise later on but do 
not mention here) is a key 
element of this. Peter 
Thompson to put proposals 
to the members Working 
Group. 

5. “Similarly, the regulatory framework designed and 
operated by the HFEA for stem cell research has been 
praised by stakeholders as facilitating scientific progress, 
while ensuring that proper ethical safeguards are in 
place.” 

This, too, is not quite right. The HFEA does not regulate 
all stem cell research – only that involving the use of 
embryos. Having said that, our view is that this is a 
singularly controversial and complex area and we share 
the Review Team’s assessment that we have handled our 
sphere relatively well. But nothing is ever perfect. The 
issues, such as they are, relate to the boundaries between 
ourselves, the HTA and the MHRA. There are several 
regulatory bodies involved and the field is possibly 
crowded with separate regulatory regimes. There is a 
Select Committee sitting at present looking at 
Bioengineering and it is likely that they will consider this 
very area; we have been invited to give evidence on 20 
January. 

Evidence to Select 
Committee on 20 January. 
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Design of Regulations 
Quotation from Review Team Report Officers’ Comment Possible Action 
1. “Due to the pace of clinical developments, innovations 
and improvements in techniques in this sector, the HFEA 
policy team is necessarily reactive and tends to be 
strongly informed by the business sector and scientific 
community on where policy change and development 
should focus. Through this approach, it is effective in 
establishing and embedding policy change and buy-in 
from the industry it regulates.” 

This has been one area – that of engaging with the people 
we regulate – that we have placed a high priority on for the 
past 2 years. Elsewhere, in their report, the Review Team 
comment on the HFEA’s perceived ‘independence’ from 
the sector in terms of licensing sanctions. This seems to 
us to be an important issue for the Authority – how do we 
balance the need to understand and maintain effective 
links with the sector (otherwise, our rules will be remote 
and arbitrary) with the need to arrive at detached and 
impartial decisions that centres might not like (otherwise, 
our decisions will be too cosy). For example, we work hard 
at engaging closely with the scientific community to inform 
our (widely praised and much-accessed) horizon scanning 
reports. Does that make us appear to be too chummy? 

For the Members Working 
Group to consider. 

2. “As part of the change programme, HFEA has recently 
employed an economist, which has improved its analysis 
of impacts on the business/sector, in terms of costs and 
benefits, of the policies it has developed. The review team 
welcomes this development and believes this capability 
could add to ongoing robust assessment of the impacts 
throughout the policy-making cycle.” 

This goes beyond economics – though that point is well-
taken. We plan to do a lot more in building up our overall 
analytical capability as part of a broad Knowledge 
Management Strategy to underpin the 3 year Corporate 
Plan. 

Peter Thompson to brief the 
Members Working Group 
and to agree on principles 
and priorities. 
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Advice and Guidance 

Quotation from Review Team Report Officers’ Comment Possible Action 
1.“The HFEA is continuously improving and redesigning 
its Code of Practice.  
Recent improvements are the separation of mandatory 
and best practice activities. The Review Team saw this 
constant drive for improvement as a positive indicator of 
HFEA’s efforts to give clear and consistent guidance to 
the regulated sector. Evidence was seen that the 
inspection visits also provide an opportunity for informal 
advice and guidance to be given directly to clinics.” 

The re-design of the Code was a major undertaking that 
required significant resource input, considerable expertise 
that we in part secured from outside (eg on web use 
behaviours) and that was based on very close consultation 
with service users and centres. The strongly positive 
welcome given to our re-casting of the Code is further 
evidence of the benefits of engagement. Another part of 
Programme 2010 has been to overhaul the whole basis of 
our approach to inspections in the new Compliance Cycle. 
To build further on this, we probably need to forge closer 
links inside the HFEA between those responsible for the 
policy embedded in the COP and those responsible for 
assessing compliance with the policy  

We propose carefully to 
evaluate the changes we are 
making. Compliance 
Committee has delegated 
responsibility for this already. 

2.”The HFEA Inspectorate’s strong advice and guidance 
relationship with stakeholders is good practice. However, 
such relationships carry the inherent risk that 
stakeholders may call into question the independence, 
objectivity and consistency of the regulator, where 
relationships are perceived as being too close. Whilst we 
saw no evidence that relationships were too close during 
the Review, we believe that the HFEA needs to remain 
vigilant in order to guard against this risk.” 

This kind of paragraph – citing a theoretical risk for which 
the Team found “no evidence” [our emphasis] but against 
which we should “remain vigilant” – would rightly be 
excised from an Inspection report of ours, as they need to 
be evidence based. Nonetheless, the observation that 
close engagement on advice and guidance might in theory 
lead to a ‘chummy’ relationship can be addressed. In 
relation to inspection and to licensing, we have a clear 
separation of functions. That is to say, Inspectors do not 
make the decisions that stem from their reports nor do 
they attend Licence Committee. We use inspection teams 
rather than individual inspectors to assess compliance and 
we rotate inspector portfolios every three years or so. 
These help guard against the risk of too close a 
relationship. Since no evidence was found, it is not easy to 
tackle the implied risk. However, what we should do, I 
suggest, is take another look at whether we’ve got this as 
right as we can. 

For the Members Working 
Group to consider. 
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Data Requests 

Quotation from Review Team Report Officers’ Comment Possible Action 
1.”The licence application form appears to have been 
primarily created for clinic applicants and is less well 
tailored for research licences. There appears to be a ‘one 
size fits all’ approach. For research applicants there is 
little guidance on how to complete an application form. 
HFEA might like to consider reviewing the licence form so 
that it becomes easier for research applicants to 
complete.” 

The Review Team got this wrong. The research licence 
application form has been revised as part of the 
Programme 2010. There is an entirely revised decision 
tree for such applications and it is in use. We do issue 
guidance on how to complete our forms – but we also get 
some moans from centres that we swamp them with 
material! 

Evaluate as part of the 
P2010 evaluation. 

2.”The Review Team believes that the HFEA needs to 
exercise caution to ensure that it does not, in specific 
areas, collect data over and above that which supports its 
core business and ability to assess compliance. For 
example, there is no legal requirement to collect ‘intention 
to treat’ information from clinics. The HFEA contends, 
however, that this information is useful when presenting 
to patients the overall success of clinics’ practices.” 

The general point – that we have to be sure we need to 
collect all the data we do collect from centres – is a fair 
one. The specific example cited – the “Intention To Treat” 
form – is not persuasive, though. This form has a specific 
purpose – to prevent centres who initiate a cycle and then 
abandon it because the prospects are poor from excluding 
such cycles from their performance data. The BFS feel we 
collect too much data. 

For Members Working 
Group to consider. 

3.”The HFEA needs to ensure that the reasons and 
justifications for data collection are well understood by the 
Authority and the sectors it regulates. HFEA has made 
good steps to implement the use of eforms and interactive 
online applications. Through the EDI system HFEA pre-
populates subsequent forms to prevent repetitive 
provision of the same data.” 

The observation that we have not explained well to the 
sector why we collect data and how we use it is a fair one. 
Indeed, the positive comments on EDI may not fully reflect 
the fact that there is substantial scope for improvement in 
how we link with centres to collect data – including the 
vexed issue of EPRS systems. Also, our intention to make 
more of our data more readily available for research will 
expose the usefulness (or otherwise) of what we collect. 

For Members Working 
Group to consider to feed 
into the planned dataset 
review (which was not 
known at the time the 
Review Team visited so their 
comment holds.) 
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Inspections 

Quotation from Review Team Report Officers’ Comment Possible Action 
1.”HFEA inspections of fertility centres are well organised – 
clinics are, in the main, notified clearly in advance of the 
areas that will be covered and given a timetable. Inspectors 
have a structured approach to the day and provide clear 
feedback, including on breaches and how to remedy them. 
However, the HFEA could make more use of unannounced 
inspections. Stakeholders have indicated that unannounced 
inspections reduce the burden of preparing for visits. 
Unannounced visits can give a more accurate snapshot of 
compliance levels and can be used to validate the 
effectiveness of the risk tool and self-reporting regime.” 

Inspections are intrusive. This needs to be acknowledged 
especially when patient care is involved. Also, the regulatory 
framework is so complex that careful preparation is needed to 
make the most of the site visit. The core argument here is that 
centres which are given notice in advance put their ‘Sunday 
best’ clothes on for inspection. Inspectors therefore do not get 
as true a feel for activities as on an ‘ordinary’ day. Also, EUTD 
commits us to an inspection at an interval ‘not exceeding two 
years’ – so, unless, we inspect more often, the scope for 
more use of unannounced inspections is limited. There is a 
balance to strike between preparing properly and giving fair 
notice and the claimed advantages of the unannounced visit 
giving better insight into how a clinic operates. 

For Members 
Working Group to 
consider. Then for 
Compliance 
Committee (see next 
point). 

2.”Some centres have multiple licences, for treatment and 
storage, as well as for research. Usually these do not have 
the same renewal dates, which necessitate multiple 
inspection visits. While HFEA endeavours to ensure that 
multiple licences’ renewal dates converge, it could consider 
whether it is possible to reduce the burden on licence holders 
further by widening the scope for combined inspection visits.” 

This seems eminently sensible. If we fail to exercise common 
sense in the way suggested then no wonder centres get 
irritated. We have made efforts to synchronise licence terms 
and we should look again at this once we have the new 
Compliance Cycle fully operational.  

For Compliance 
Committee – which 
sets the inspection 
schedule. 
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Inspections 

Quotation from Review Team Report Officers’ Comment Possible Action 
3.”The inspection regime appears to be moving in the right 
direction in relation to the Hampton principles. There is 
evidence that the Executive is driving the implementation of 
Hampton principles into compliance and inspection 
processes; for example, ensuring interim inspections target 
areas of risk rather than repeat the full Renewal of Licence 
inspection which is a fuller audit of adherence to procedures 
within the Code of Practice. If the new risk framework is 
successfully introduced, this would bring the HFEA into full 
compliance with Hampton in this area. 
For there to be real evidence that the HFEA has wholly 
embraced these principles, stakeholders involved in the 
compliance cycle need to feel them in operation. It is vital that 
the Authority is seen to embrace the Hampton principles for 
the benefit of the wider industry and the Review Team would 
like to see the Authority more actively driving Hampton 
principles from strategy into operational delivery.” 

This is a set of observations that seem to be particularly time-
sensitive: that is, back in April, it was not as clear as it is now 
that we would deliver the huge programme of change that we 
were then committed to. As our reports since then to the 
Authority show (in particular to the October meeting) we have 
met our deadlines, delivered our projects and wide-ranging 
change is now in place. We are also on track to deliver the 
new Compliance Cycle for 1st April. 

This should be for the 
Members Working 
Group and then the 
planned external 
evaluation of P2010. 
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Sanctions 

Quotation from Review Team Report Officers’ Comment Possible Action 
1.”The process of applying sanctions appears longwinded. By 
law, licensing decisions must be made by the Licence 
Committee and, unlike many other regulators, HFEA’s 
inspectors cannot take immediate action themselves when 
they identify a serious breach. Therefore, for the end-user or 
patient, decisions to impose a sanction may lack the pace and 
responsiveness required to provide protection. There appears 
to be a reluctance to utilise the full spectrum of sanctions for 
fear of negative impact on availability of treatment. For 
example, staff reported to the Review Team a reluctance to 
recommend that the licence of a clinic in a remote area be 
suspended for fear that patients would have to travel further 
afield to receive treatment.” 

Forget appearances – the process of “applying sanctions” is 
long-winded. This is inevitable given the requirements of 
natural justice, the Human Rights Act and our own legislation. 
To officers, however, these comments miss the point. We do 
not see the core question before a Licence Committee as 
being “should we apply sanctions?”:  rather, we see it as 
“what needs to be done to ensure better compliance and 
thereby improve care?”. We believe that the evidence from 
many other industries is that you mitigate risk and improve 
compliance not by imposing sanctions to punish mistakes but 
by learning from errors and poor performance. It is right, in 
our view, to work with centres so that they can improve.  

At the same time, we do not accept that the “reluctance” 
described is a real factor. It would be wrong – and not 
proportionate - for a Licence Committee to disregard the 
implications for patients of its decisions. So such implications 
must be taken into account. However, they are not paramount 
and there is clear evidence that Licence Committees do 
consider and, on occasions, do impose sanctions, including 
ones as severe as suspension.  

We should not duck 
this but ask the 
Members Working 
Group to look at as a 
matter of priority. 
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