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1. Introduction 
1.1. As the committee will be aware, the HFEA is a licensing authority. Fertility 

treatment and research cannot be practised in the UK without the appropriate 
licence granted by the HFEA.   

1.2. Decisions about whether to grant or refuse, vary, revoke, or apply conditions to a 
licence are subject to a statutory right of appeal by the applicant clinics. It is rare 
that licensing decisions are challenged; indeed, it is rare that a suitably punitive 
decision is taken that might invite challenge. The HFEA has recently been 
challenged on one particular licensing decision, which proceeded through both 
statutory stages of appeal. The Audit and Governance Committee asked for a 
‘lessons learned’ exercise to be carried out on the running of those two stages of 
appeal. 

1.3. This paper reflects on the regulations, process and operational running of the 
representations and appeals hearings. It does not consider the specifics of the 
case in question, nor address the lessons learned by the inspectorate in the way 
in which they approached that particular case.  

 

2. Background and statutory footing 
2.1. The Human Fertilisation and Embryology Act 1990 (as amended, ‘the Act’) sets 

out in some detail the process that must be gone through by the HFEA in taking 
licensing decisions. Although the Act refers to the HFEA as a whole, the HFEA 
has delegated its licensing functions to the Licence Committee and the Executive 
Licensing Panel – as either could take a the decision that would lead to an 
appeal being heard, these are referred to throughout as ‘a licensing committee’. 

2.2. Sections 16-20 of the Act dictate the process that any decision must go through. 
In short, the process is as follows: 

2.2.1. A licensing committee takes a ‘proposed decision’ and issues a notice of 
that proposed decision to the applicant clinic; 

2.2.2. The clinic has 28 days within which to give notice of its intention to make 
representations against that proposed decision, or to acknowledge and 
accept it; 

2.2.3. If the clinic serves notice of its intention to make representations against 
the proposed decision, the regulations governing this process are 
activated (see section 3 below) and the first stage of appeal – referred to 
here as the ‘representations’ stage – is undertaken. By our own 
construct, these representations are considered by a Licence 
Committee; 

2.2.4. In the case where the representations made by the clinic are 
unsuccessful (ie, the proposed decision by the licensing committee is 
upheld) then the ‘proposed decision’ becomes a ‘decision’ and notice is 
given to the clinic; 
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2.2.5. The clinic then has a further 28 days in which give notice of its intention 
to appeal against the decision, or to acknowledge and accept the 
decision; 

2.2.6. If the clinic serves notice of its intention to appeal, the regulations 
governing the appeals stage are activated (see section 4 below). This 
appeal is considered by the Appeals Committee; 

2.2.7. In the event of the appeal failing and the decision being upheld, that 
decision comes into effect. 

2.3. It is important to note that the statutory scheme is such that no decision can be 
put into effect until the full two-stage process has been completed, or the clinic 
has acknowledged and accepted the proposed decision. A judicial review 
judgment against the HFEA in 2013 reinforced this point. 

2.4. This process has only been employed to its full extent once, culminating in an 
appeals hearing in July this year. There had been a few previous cases that had 
progressed to the representations stage in the past, but none to the appeals 
hearing. 

2.5. While this paper will not consider the particulars of the arguments on each side 
of the recent appeal, it is germane to be aware of the basic facts of the case. The 
clinic’s licence was due for renewal in December 2013. At that time, the 
inspectorate could not recommend renewal given a number of concerns it had, 
and a decision regarding the licence was adjourned (twice) until May 2014, at 
which point the Licence Committee took the proposed decision to refuse to grant 
a renewed licence to the clinic. The clinic gave notice of its intention to make oral 
representations against this proposed decision – this hearing was held over five 
days in September and October 2014. The committee that heard the 
representations rejected them, and upheld the Licence Committee’s proposed 
decision. The clinic then exercised its right of appeal, which was considered over 
a further five days at a hearing in July 2015. The committee that heard the 
appeal overturned the decision, and granted the renewed licence to the clinic, 
with a number of conditions attached. 

 

3. Representations hearing 
3.1. As mentioned above, the first stage of appeal for a clinic is to make 

representations against a proposed licensing decision. Once the clinic gives 
notice that it wishes to make representations, the regulations governing that 
process are invoked. 

The regulations 

3.2. The Human Fertilisation and Embryology (Procedure for Revocation, Variation or 
Refusal of Licences) Regulations 2009 dictate the procedure governing the 
representations process (and are attached at Annex 1). For ease, these will be 
referred to as the ‘representations regulations’ in this paper. They are the 
HFEA’s regulations (as opposed to the Secretary of State) in that they were 
made by the HFEA using its power under the Act to make regulations about the 
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representations process. It should be noted now, then, that it is also within our 
power to revoke/amend these regulations. 

3.3. The representations regulations, among other things, stipulate that: 

3.3.1. The Licence Committee that considers representations must sit with 
three or five members and be advised by a legal adviser; 

3.3.2. The Committee must be assisted by a secretary who is not a member of 
the Authority nor the Secretary to the Appeals Committee; 

3.3.3. A strict timetable must be adhered to and can only be deviated from by 
a direction from the chair of the committee; 

3.3.4. If the representations are to be made orally, the procedure to be 
followed is a quasi-judicial one, akin to civil proceedings hearing; 

3.3.5. The appellant and the HFEA may be represented by a barrister, 
advocate or solicitor; 

3.3.6. Witnesses may be called to give evidence (but cannot be compelled to 
give evidence); and  

3.3.7. The hearing must be recorded and transcripts made available to either 
party. 

The regulations in practice 

3.4. The representations hearing process is run by the HFEA Executive – specifically, 
the governance and licensing team, which ensures complete independence from 
the inspectorate. At the latest hearing the Head of Governance and Licensing 
acted as the Secretary to the representations committee, although in previous 
hearings committee secretaries have fulfilled that role. It was judged, given the 
importance of the hearing, that a more senior member of the team should fulfil 
that role, which is a model we should continue with. 

3.5. The resource impact of adhering to the regulations is significant, and 
unpredictable. The administrative work involved in finding an appropriate portion 
of time – in the last case, four days was thought to be enough but wasn’t – for 
which members of the committee and the legal adviser was difficult and led to 
delay. Both parties instructed senior counsel, whose availability added to the 
challenge. It is difficult to get around this issue, without the chair of the committee 
being absolutely inflexible with dates, and expecting both to find other counsel if 
their chosen ones are not available. This approach itself could be open to 
challenge. 

3.6. The financial costs were not insignificant. As mentioned earlier, as the HFEA 
does not have many licensing challenges, there are no economies of scale to be 
achieved. When they occur, they are a significant portion of the annual budget. 
From an operational point of view, when factoring in venue hire, committee 
members fees and travel/subsistence, legal advisor fees, and transcription costs, 
the total cost of simply running the hearing was over £30,000. This does not 
account for the governance and licensing team’s time, which would be 
considerable. Nor does it account for the HFEA’s costs as a party to the hearing 
(inspectorate and legal time, and solicitors’ and counsel’s fees), which are 
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estimated to run to £150,000. This last figure sounds excessive; in fact, these are 
reasonable costs for defending a legal challenge. They do, however, beg the 
question as to whether mounting this sort of defence at the representations stage 
is a proportionate approach. 

3.7. Notwithstanding the costs and staff resource implications, the Executive judges 
the running of the representations hearing, generally, as a success. To put it 
bluntly – everyone was in the right place at the right time, and the hearing 
proceeded without administrative delay. There were, of course, learning points. 
For example, as the Executive was responsible for compiling papers for the 
committee, there was some confusion on occasion as to the ordering of the 
bundles provided to the committee members (although blame must be shared by 
the two parties who were responsible for providing their own bundles). With 
some clear leadership from the committee’s legal adviser this was, however, 
soon solved. Similarly, once the hearing ran over its allotted four-day timetable, 
there was a challenge in finding a suitable date for all parties concerned in which 
to conclude matters. Once a date was found (resulting in another delay of over a 
month) it was only through the generosity of the legal adviser to the committee 
who offered his chambers as a venue that further venue hire costs were avoided. 

3.8. These, however, were solvable issues. Previous HFEA representations hearings 
have suffered from many worse administrative and operational issues and in that 
context the running of the hearing can be seen as a success. The committee 
members and legal adviser were complementary of the process and HFEA 
Executive staff after its conclusion. 

4. Appeals hearing 
4.1. The Human Fertilisation and Embryology (Appeals) Regulations 2009 govern the 

procedure for the next stage of challenge – the appeal. These will be referred to 
as the appeals regulations for ease, and are attached at Annex 2. Unlike the 
representations regulations, the appeals regulations are made by the Secretary 
of State and it is not within our gift to change them. They are similar in form and 
procedure to the representations regulations. 

4.2. The appeals regulations stipulate, among other things, that: 

4.2.1. The appeals committee must comprise seven members, the majority of 
whom should be lay, and the chair and deputy chair must be legally 
qualified; 

4.2.2. The committee may sit with advisers (but does not have to); 

4.2.3. Like the representations regulations, there is a strict procedure and 
timetable that must be followed, which can only be amended by 
directions from the chair; 

4.2.4. If the appeal is to made orally (as opposed to on the papers only) the 
procedure to be followed is almost exactly the same as the 
representations regulations, with the both parties being able to appoint 
legal counsel and call witness evidence; 
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4.2.5. The appeal hearing shall be recorded and the transcripts available to 
both parties. 

The regulations in practice 

4.3. Despite the similarities in the design of the regulations, there are subtle but 
significant differences between the representations and appeals stage. First, the 
1990 Act specifically states that the HFEA will establish and maintain an Appeals 
Committee – no such specification is made for how the representations stage is 
handled, and by whom. Second, the appeal procedure is by way of full 
reconsideration of the case, rather than a consideration of whether the proposed 
decision was the right one (as is the case for the representations hearing). One 
of the Appeals Committee members reflected that this was beneficial to the 
committee in that it allowed them freedom to reconsider the whole case with new 
evidence, rather than to in effect pass judgement on the reasonableness of the 
Licence Committee’s initial proposed decision. 

4.4. These differences, allied with the fact that these are the Secretary of State’s 
regulations, and that the chair and deputy chair must be legally qualified, suggest 
to the Executive that the processes of challenging a licensing decision should be 
deliberately staggered in the judicial nature of their processes. The HFEA 
recognises this, to some extent, and keeps the appeals committee at arms length 
of all HFEA staff. The hearing process is managed by an external secretary (we 
used a barrister for the recent hearing) to ensure complete separation. Members 
of the governance and licensing team had no contact with the committee or its 
secretary with the exception of making venue hire arrangements, and 
administering fees and travel/subsistence. 

4.5. This approach has strength and was commended by the members of the 
committee. It also avoids some pitfalls of the administration of the 
representations hearing, such as inelegant preparation of legal documents, as 
these are done within the secretary’s chambers. 

4.6. Financial costs are generally equivalent to those for the representations hearing. 
Both hearings were five days in duration, with comparable venue hire, 
transcription, and member costs. Although the cost of the external secretary for 
the appeals hearing is higher than the in-house approach of the representations 
hearing, this is off-set by the committee not requiring an external legal adviser 
(as it did for the representations hearing). The costs to the inspectorate of legal 
advice and counsel representation were lower at this stage, but still considerable. 
HFEA Executive time resource was less within the governance and licensing 
team, as the secretarial work was outsourced, but would have been roughly 
equivalent on the inspectorate side.  

5. Lessons and conclusions 
5.1. The lessons from the running of the two processes – representations and 

appeals – are similar. Because there is no embedded process nor staffing to 
handle the administration of these rare events, when they do occur the costs are 
notably and disproportionately high. The representations process, being run in-
house by the governance and licensing team, was extremely resource-intensive 
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(the appeals hearing less so, given the out-sourcing of the secretary role). In the 
event that two representations hearings ever occurred at the same time, the 
governance and licensing team would not have the capacity to run them and 
additional resource would need to be sought. 

5.2. The fact that the lessons from each process are similar goes to the heart of 
arguably the most striking point of the experience – the almost identical 
procedures (and similar costs) involved in both processes. The recent 
experience suggests that the representations process has attained almost the 
same quasi-judicial status and procedure as the appeals hearing itself. Barristers 
are hired, external venues are sought, a senior QC is used as legal adviser to the 
committee – these are all permitted in the representations regulations (drafted by 
the HFEA) but inevitably lead to increased complexity and cost. The Executive 
would observe that there may be a proportionate first step of right of challenge 
for clinics than moving straight to this quasi-judicial procedure. As a comparator, 
the Human Tissue Authority’s representations stage is consider by its Director of 
Regulation, and cases are presented by Inspectors. We do not advocate this 
approach, but make the point to illustrate the scale of options available under the 
regulations.  

5.3. AGC is invited to consider and note the evaluation of the recent appeals 
experience. It is clearly a valuable and fair way of allowing clinics that suffer a 
detrimental decision to challenge that decision. In the context of the HFEA, 
though, which does not have the throughput of challenges of, say, the 
professional regulators and their Fitness to Practice Panels, it represents a 
significant drain on resources. As detailed above, it might be appropriate to 
reflect on, in particular, the representations process, considering whether it is a 
proportionate first step of appeal. The committee may want to consider whether 
there is a more proportionate model for the first stage of the challenge process, 
especially in light of the fact that the representations regulations are within the 
powers of the HFEA itself to change. 

5.4. However, as the Committee is aware, there are many and various resource 
pressures facing the HFEA Executive currently. Reviewing the representations 
regulations would be contentious within the sector – care would have to be taken 
to ensure that it was not seen to be a watering down of clinics’ legitimate and 
statutory right to make representations against licensing decisions. It would be 
likely to require both legal advice and some consultation with the sector. The 
committee is invited to consider its appetite for such a review in light of the 
challenges and priorities facing the HEFA in the next year to eighteen months. 
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Annex 1: The Human Fertilisation and Embryology (Procedure for Revocation, Variation or 
Refusal of Licences) Regulations 2009 
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Annex 2: The Human Fertilisation and Embryology (Appeals) Regulations 2009 
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Audit and Governance Committee Paper 

 
Paper Title: AGC Forward Plan  

Paper Number: [AGC (09/12/2015) 485] 

Meeting Date: 9 December 2015 

Agenda Item: 13 

Author: Sue Gallone 

For information or 
decision? 

Decision 

Resource Implications: None 

Implementation N/A 

Communication N/A 

Organisational Risk 
Not to have a plan risks incomplete assurance, 
inadequate coverage or unavailability key officers 
or information 

Recommendation to the 
Committee: 

The Committee is asked to review and make any 
further suggestions and comments and agree the 
plan. 
 

Evaluation 
Annually, at the review of Committee effectiveness 
(but the forward plan is reviewed briefly by the 
Committee at each meeting) 

Annexes N/A 
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AGC Forward Plan  

 
Item↓  Date:   Mar 2016 June 2016 October 2016 9 December 

2016 
Following 
Authority Date: 

 May 2016 July 2016 November 2016 January 2017 

Meeting ‘Theme/s’ Finance and 
Resources 

Annual 
Reports, 
Information 
Governance, 
People 

Strategy & 
Corporate 
Affairs, AGC 
review 
 

Register and 
Compliance, 
Business 
Continuity 

Reporting Officers Sue Gallone Peter 
Thompson 

Juliet Tizzard Nick Jones 

High Level Risk 
Register 

Yes Yes Yes Yes 

Information for 
Quality (IfQ)  
Programme 

Yes Yes Yes  

Annual Report & 
Accounts (inc 
Annual Governance 
Statement) 

Plan & review any 
drafts 

Approval   

External audit 
(NAO) strategy & 
work 

Interim Feedback Audit 
Completion 
Report 

Audit Planning 
Report 

Update 

Information 
Assurance & 
Security  

 Yes   

Internal Audit 
Recommendations 
Follow-up 

Yes Yes Yes Yes 

Internal Audit  Early Results, 
approve draft 
plan 

Results, annual 
opinion 

Update Update 

Whistle Blowing, 
fraud (report of any 
incidents) 

Update as 
necessary 

Update as 
necessary 

Update as 
necessary 

Update as 
necessary 

Contracts & 
Procurement 
including SLA 
management 

Update as 
necessary 

Update as 
necessary 

Update as 
necessary 

Update as 
necessary 

HR, People 
Planning & 
Processes 

 Yes   

Strategy & 
Corporate Affairs 
management 
 

  Yes  
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Item↓  Date:   Mar 2016 June 2016 October 2016 9 December 
2016 

Regulatory & 
Register 
management 

   Yes 

Resilience & 
Business Continuity 
Management 

   Yes 

Finance and 
Resources 
management 

Yes    

Reserves policy   Yes  

Review of AGC 
activities & 
effectiveness, terms 
of reference 

   Yes 

AGC Forward Plan Yes Yes Yes Yes  

Session for 
Members and 
auditors 

 
Yes 

 
Yes 

 
Yes 

 
Yes 

Other one-off items     

 

2015-12-09 Audit and Governance Committee Meeting Papers    Page 197 of 197




