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Members present Sally Cheshire (Chair) 
Professor David Archard 
Rebekah Dundas 
Dr Andy Greenfield 
Yacoub Khalaf 
Margaret Gilmore 

Anita Bharucha 
Ruth Wilde 
Dr Anne Lampe 
Anthony Rutherford 
Kate Brian 
 

Apologies Bishop Lee Rayfield  

Observers/Presenters Ted Webb (Department of Health) 

Jeremy Mean (Department of Health) 

 

Staff in attendance  Peter Thompson 
Nick Jones 
Juliet Tizzard 
Catherine Drennan 
Paula Robinson 
 

Sharon Fensome-Rimmer 
Sara Parlett 
Andrew Leonard 
Paula Nolan 
Charlotte Keen 

 

Members 
There were 11 members at the meeting, 7 lay members and 4 professional members 
 

 

 The Chair opened the meeting by welcoming Authority members and members of the public to 

the fifth meeting of 2016. As with previous meetings, it was being audio-recorded and the 

recording would be made available on the HFEA website to enable interested members of the 

public who were not able to attend the meeting to listen to the HFEA’s deliberations.  

 Apologies were received from Bishop Lee Rayfield. 

 Declarations of interest were made by: 

 Kate Brian (Regional organiser for London and the South East for Infertility Network UK) 

 Yacoub Khalaf (Person Responsible at a licensed centre) 

 Anthony Rutherford (Consultant in Reproductive Medicine and Gynaecological Surgery 

at a licensed centre)  

 Ruth Wilde (Senior Fertility Counsellor at a licensed centre). 

 

 

 Members agreed the minutes of the meeting held on 6 July subject to minor amendments, for 

signature by the Chair. 
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 The Chair welcomed Jeremy Mean from the Department of Health as the HFEA’s new sponsor, 

since Ted Webb, the HFEA’s sponsor for the past 14 years, was retiring. The Chair expressed her 

thanks to Ted on behalf of members, and HFEA colleagues, for all his support over the years.  

 The Chair also thanked Sue Gallone, the Director of Finance and Resources for both the HFEA 

and the HTA, as Sue was also retiring. Although Sue was unable to attend the Authority meeting, 

the Chair expressed her thanks to Sue for all her hard work which had been much appreciated 

and wished her well for the future.  

 Finally, the Chair thanked Professor David Archard, who was leaving and who was also the 

HFEA’s longest serving member. David had been instrumental in advising the Authority on all 

matters to do with ethics and law and had played a major part in how the HFEA handled 

preimplantation genetic diagnosis (PGD), as well as working on mitochondrial donation and 

developing the Statutory Approvals Committee (SAC) from its infancy. Through his expert 

Chairing of SAC, the Chair felt that David had made a huge difference to the Authority and both 

she and the Chief Executive expressed their thanks to David for his valuable input during his time 

as an Authority member. 

 The Chair provided members with a summary of events that she had attended with organisations 

in the IVF sector and the wider health and care system since the last Authority meeting. 

 On 12 July, the Chair chaired the Remuneration Committee, more detail of which would be 

covered under item five on the agenda.  

 On 20 July, the Chair attended the Department of Health’s arm’s length bodies (ALBs) chairs and 

non-executive directors (NEDs) summer conference. 

 Finally, the Chair advised members of the public that the HFEA would mark its 25th anniversary at 

an event taking place on 15 September. The HFEA was the first statutory regulator of IVF and 

human embryo research in the world and it was testimony to all those involved that it had stood 

the test of time so well and was considered to be the standard against which regulation in the field 

was judged. The event would provide a chance to celebrate those achievements in more details 

with past colleagues and some of the HFEA’s most important stakeholders.  

 

 

 The Chief Executive advised members that on 12 July he had also attended the HFEA 

Remuneration Committee and provided recommendations on the Senior Managers’ performance 

pay award. 

 On 21 July, the Chief Executive attended a meeting of the Health and Social Care Leadership 

Scheme which brought together the Department of Health and all of the Chief Executives of the 

health sector’s ALBs to identify senior talent within the system. Members were aware that both 

the Director of Compliance and Information and the Director of Strategy and Corporate Affairs had 

been selected onto the programme. 

 On 28 July, the Chief Executive advised members that he was part of an interview panel for the 

shared Director of Finance and Resources for the HFEA and HTA, following the retirement of Sue 
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Gallone. The Chief Executive was pleased to inform members that Richard Sydee had been 

appointed and he would join the HFEA and HTA on 1 November.  

 On 8 September, the Chief Executive attended a National Information Board (NIB) Leadership 

meeting. The NIB was an initiative led by the Department of Health involving all of the health 

sector’s ALBs to make significant changes to the way in which information was used within the 

health and care system. The HFEA’s role was limited given its specialist remit although it was 

appropriate that it was involved. 

 Press coverage: the Chief Executive advised members that there had been relatively few news 

stories in which the HFEA had been quoted or cited directly since the last Authority meeting. 

However, there had been a number of stories on assisted reproduction featuring facts and figures 

from the HFEA’s Register, details of which had been circulated to members.  

 It was anticipated that, with the schedule of projects and events coming up in the next couple of 

months, media interest in the sector would resume.  

 

 

 The Deputy Chair of the Statutory Approvals Committee (SAC) reported that the committee had 

met on 5 and 25 August. There had been five preimplantation genetic diagnosis (PGD) 

applications on 5 August, four of which were approved and one refused, together with two Special 

Directions applications for export, both of which were approved. At the meeting on 25 August, 

there had been two PGD applications, both of which were approved.  

 The Chair of the Licence Committee reported that the committee had met on 14 July and 

9 September. On 14 July, the committee considered and approved a research renewal licence 

application, agreed the continuance of a licence following an interim inspection and noted an 

unannounced inspection and an executive update. On 9 September, the minutes of which had not 

yet been published, the committee considered two licence renewal applications, a variation of 

objectives, an update on legal parenthood and a paper from the Scientific and Clinical Advances 

Advisory Committee (SCAAC). 

 The Director of Strategy and Corporate Affairs advised members that the Executive Licensing 

Panel (ELP) had met five times since the last Authority meeting on 15 and 29 July, 12 and 

24 August and 9 September. For the first four meetings, the panel had considered 12 items in 

total, two of which were adjourned and the rest of which were approved. There were three 

renewal licence applications; four interim inspection reports; four licence variations and one new 

licence application. At the meeting on 9 September, the minutes of which had not yet been 

published, the panel had considered nine items. There were three renewal licence applications; 

one interim inspection report; four licence variations and one new licence application. 

 The Chair provided more details of the Remuneration Committee mentioned earlier in the 

meeting. The committee met on 12 July to consider proposed pay awards for staff, directors and 

Chief Executive, together with an appraisal of their performance. The Chair expressed her thanks 

to all HFEA staff for their valuable contribution to the organisation. 
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 The Director of Strategy and Corporate Affairs advised members that the HFEA annual 

conference for 2017 would be taking place on Thursday 16 March at the Inmarsat Global 

Conference Centre in London. 

 The Director of Compliance and Information provided a brief summary of three issues within his 

Directorate which were highlighted in the Strategic Performance Report. Firstly, in June, the 

HFEA had a serious power outage in the building which also affected the National Institute for 

Clinical Excellence (NICE) and the British Council. This inevitably had an impact on the HFEA’s 

work and the business continuity plan was invoked. As the servers were affected, this meant that 

staff had been unable to access the secure document storage system and subsequently this had 

had an effect on key performance indicators. Lessons have been learned as regards the 

implementation of the business continuity plan which will be useful for future eventualities. 

 The Director of Compliance and Information also acknowledged that there had been issues 

around the telephony systems which inevitably had an impact on the work of the committees 

where video conferencing was used on a regular basis. Work was ongoing to rectify these 

problems. 

 The Strategic Performance Report also highlighted delays with reports being sent back to clinics 

following inspection, although those delays were for valid reasons. 

 In the absence of the Director of Finance and Resources, the Chief Executive gave an overview 

of financial performance. Although it was early in the financial year, looking at the June figures, 

two facts stood out, one of which was a significant increase in the treatment fee income against 

that which had been forecast. There was no obvious reason for this, and no evidence of a pattern, 

but the Executive were very sighted on the increase and would continue to monitor the position. 

 The Chief Executive advised members that, on the whole, expenditure was as forecast although 

there had been an overspend of 35% in the legal budget. The legal budget was always difficult to 

predict and it was likely that the budget would right itself over time.  

 The Chair informed members that the expert panel, who had previously met and reported on 

progress with mitochondrial donation techniques, had been working on a report which should be 

ready for publication in the near future. The Chair of the expert panel advised members that the 

panel had published a request for evidence and the panel was now in the process of considering 

that evidence and writing the report in light of that consideration. The panel had met at the end of 

July and would be meeting again on 16 September. The report would focus on new evidence 

relating to the safety and efficacy of mitochondrial donation techniques that had come to light 

since 2014. The Chair of the expert panel advised members that it was anticipated the report 

would be ready for publication by the end of the year. 

 Following a discussion, members noted the latest strategic performance report.  

 

 

 The Director of Compliance and Information explained that the IfQ programme was a 

comprehensive review of the information that the HFEA held, the systems that governed the 
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submission of data, the uses to which it was put and the ways in which the information was 

published. It included: 

 The redesign of the HFEA’s website and Choose a Fertility Clinic (CaFC) function 

 The redesign of the ‘Clinic Portal’ used for interacting with clinics 

 A new electronic data submission system 

 A revised dataset and data dictionary which would be accredited 

 A revised Register of treatments, which would include the migration of historical data 

contained within the existing Register 

 The redesign of the HFEA’s main internal systems that comprised the Authority’s 

Register and supporting IT processes. 

 The Director of Compliance and Information explained that this presentation was to update 

members on: 

 Progression to public Beta for ‘Release One’ products and plans for a fully live HFEA 

website and Clinic Portal 

 Progress in relation to ‘Release Two’ (the data submission system) 

 Programme timelines and budget. 

 Approvals progress: the Director of Compliance and Information reminded members of the stages 

that government IT programmes must progress through: 

 ‘alpha’ (build a prototype, test it with users and learn from it) 

 ‘beta’ (scaling up, a working model) 

 ‘public beta’ (going public with a beta version, receiving feedback and preparing to go 

live) 

 ‘live’ (a tested solution ready to release and then continuously improved). 

 The Director of Compliance and Information reminded members that, at the July meeting of the 

Authority, it was noted that the website had been launched on 5 July 2016 in a private version of 

beta for clinics only to access. This step was taken to enable clinics to familiarise themselves with 

the presentation of their CaFC data on the website, and to use the Clinic Portal, for a three-week 

period prior to full beta public launch.  

 The Clinic Portal was released to public beta one week later on 12 July 2016, and further 

developments and improvements would continue throughout the beta phase. User feedback 

would also be sought, including a structured session in early September in a ‘laboratory’ setting 

where users would be able to feed back their experience directly to the HFEA’s contractor. The 

Government Digital Service (GDS) assessment of the Clinic Portal to enable progression to ‘live’ 

was scheduled for October 2016. 

 It was originally planned to make the beta version of the website available to the public a few 

weeks after showing it to the clinics. However, the HFEA was prevented from doing so due to an 

injunction granted by the High Court on 14 July, following an application brought by a clinic. The 

injunction was subsequently lifted and the website proceeded to public beta on 12 August 2016.  

 The feedback from public beta would be one element of the evidence that would inform the 

decision on the final shape of the new website. The IfQ Advisory Group would be invited to meet 
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again in order to help inform the set of recommendations that would be put to members at the 

next meeting in November 2016.  

 The Director of Compliance and Information advised members the Executive felt that, with the 

judicial review pending, it would make sense to postpone the GDS assessment until any legal 

disputes were resolved. The GDS ‘live’ assessment was therefore scheduled for late January 

2017.  

 Members noted that there were two operational issues as a consequence of this delay: 

 The current HFEA website content management system was dated and no longer 

supported by the original supplier, which would lead to instability from time to time. This 

had been managed to date but this risk remained as long as it remained as the HFEA’s 

official site 

 There had been a concentration of resources in preparing the website for beta launch. 

This reallocation of resources had had an effect on planning assumptions, in particular 

relating to development work necessary for ‘Release Two’ – the data submission 

module. 

 Progress on ‘Release Two’: the Director of Compliance and Information advised members that 

substantial work had been completed on all the necessary processes and proof of concept such 

that development work and design work could progress at pace. However, the additional work set 

out above meant that the end of October 2016 release expectations for EDI users (those clinics 

submitting directly to the HFEA) was unlikely to be met. A revised plan was now being developed. 

 The Director of Compliance and Information advised that the data migration and cleansing work 

was a little behind schedule, also as a result of diversion of some resources. Data cleansing work 

remained primarily focussed on dealing with ‘severity one’ issues, with all issues expected to be 

resolved in September. If necessary, the data migration of the existing, cleansed database to a 

new structure could still occur by October 2016.  

 Arrangements to provide assurance services for the data migration was now in place and an 

expert in data migration had been commissioned to provide a review of all the steps the HFEA 

had taken, and would take, prior to transfer. 

 Whilst most clinics had been cooperative in fixing errors, there were issues with some clinics 

failing to deal swiftly with requests and the Executive continued to monitor progress closely.  

 Timelines and budget implications: the Director of Compliance and Information reminded 

members that a revised programme plan had been finalised and signed off by the IfQ Programme 

Board in January 2016, in line with the overall £1.134m agreed by the Authority. On 24 May, the 

Senior Management Team (SMT) decided to allocate an additional £90k to the overall 

Programme budget to ensure that critical staff were retained on the team.  

 The variance in September was explained by an underspend originally forecasted for the security 

consultant and this underspend should balance in the coming months once the work was 

completed and invoiced. 

 Following a discussion, Authority members noted: 

 Progress since the last Authority meeting  

 The revised timelines in relation to the website and ‘Release Two’ – the data submission 

system 
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 Programme timelines and budget implications. 

 

 

 The Head of Business Planning presented this item and advised members that the Executive had 

prepared an early outline of the strategy which had been informed by workshops and discussions 

with both Authority members and staff. The Head of Business Planning emphasised that this was 

a draft outline strategy for discussion with stakeholders during the autumn. 

 Members were asked for their thoughts on whether the Executive had taken the right approach in 

the following areas in particular: 

 Setting the strategy around the different needs of patients and donors through the 

various stages of treatment and donation 

 Including donor conception issues in with fertility treatment and that the Lifecycle 

campaign should come to an end, whilst continuing to use the good work the campaign 

had produced 

 Data and embryo research – whether to focus on facilitating patient choice in this area 

or to promote research and innovation and increasing consent rates. 

 The Head of Business Planning advised members that the centre of the new strategy would be 

the HFEA’s ongoing vision for high quality care for everyone affected by assisted reproduction. 

Based on research during the current strategy, the Executive had identified stages along the 

patient and donor pathway, setting out their needs at each stage and considering their interaction 

points with clinics and the HFEA. Members noted that patients and donors were not the HFEA’s 

only stakeholders but they should be the main focus. 

 The Head of Business Planning provided a summary of those stages. These were set out in more 

detail in the draft strategy together with what the HFEA wanted to achieve for patients and what 

patients should be able to do at each stage: 

 Researching fertility treatment or donation 

 Making contact with a clinic and starting to make initial decisions 

 Having treatment or being an active donor 

 After treatment or donation. 

 There were three main areas of strategic focus, under which the paper identified what the 

Authority believed should change, how this could be accomplished (through what tactics), and 

with what outcomes or measures of success. The three main areas were: 

 Consistent support and outcomes for patients  

 Safe, ethical, effective, proven treatment 

 Improving standards through intelligence. 

 The Head of Business Planning emphasised that post-IfQ and at the end of the current strategy, 

the HFEA would have the following tools and resources available in order to help deliver the 

strategy, including but not exclusively: 

 New information for patients and donors on treatments, options and finding a clinic 
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 Easy-to-understand measures of quality in clinic services 

 Patient ratings system for clinics 

 Simpler data submission and clinic performance system 

 A new register, enabling better analysis of treatments, outcomes and trends in clinical 

practice. 

 Members noted that the proposed strategy had situated its ambitions for donor conception 

patients and for donors within several strands relating to support throughout treatment, good 

experience of care and evidence-based, effective treatments. The Lifecycle campaign was 

originally needed to reach new audiences (such as those thinking about going abroad for 

treatment). However, with the HFEA’s new website and tone of voice, and a willingness to reach 

that wider patient audience, there was much less justification for a dedicated donation campaign 

and the resources to support it.  

 The Head of Business Planning advised members that, in relation to the whole area of new and 

emerging treatments and developing science and whether those were evidence-based yet – or at 

all – there was often poor, misleading or sensationalised media coverage. Unfortunately, some of 

the available scientific information required a lot of expert interpretation to make it accessible to 

people without any scientific background. Consequently, part of the strategy would be to increase 

patients’ understanding of subjects such as emerging new treatments or genetics and genomics, 

and to ensure that patients are given the right treatment for them. Members noted that the HFEA 

already had in place a mechanism for assessing the evidence of effectiveness, with a scientific 

committee in place, and the intention was regularly to update all the scientific and treatment 

information on the HFEA website, making it as easy to understand as possible.  

 The Head of Business Planning advised members that, as part of its role as a regulator, the 

HFEA could ‘raise the bar’ by driving up sector standards through its regulatory work, to 

encourage greater consistency and excellence between clinics and within clinics, and being 

directive and challenging when necessary and proportionate to do so. The HFEA would also 

sometimes need to ‘push the bar’, setting new standards or higher standards and expectations, 

where there were perhaps none before, in response to new developments or new trends in the 

sector. 

 The Head of Business Planning provided members with a summary of next steps, which would 

include stakeholder engagement via meetings in the autumn and winter and through a continuing 

conversation with staff. Focus groups with patients were also planned for the winter. Members 

would be presented with the stakeholder feedback so far at a workshop prior to the November 

Authority meeting, to shape the final draft strategy ready for sign-off at the January 2017 Authority 

meeting. The plan was to publish the strategy in April 2017, with a launch at the annual 

conference in March.  

 The main points that emerged from the discussion were that members particularly welcomed the 

focus on patients. Members were of the view that it was important to ensure that the HFEA’s 

continued commitment to donors and donation was clear throughout the strategy. There could be 

a risk that the HFEA was perceived as no longer being committed to donation issues because 

there was no longer a specific separate section about donation in the strategy, especially since 

the Lifecycle work was also coming to an end at the same time.  
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 Members also agreed that the final published strategy document should be short, focused and 

concise, and include clear strategic objectives below the vision level.  

 Members welcomed the focus on embryo research. They felt, however, that it was important to 

substantiate that the HFEA had the capacity and capability to deliver the resulting work. 

 Following the discussion, members approved the early outline of the strategy, subject to the 

necessary revisions and amendments raised, prior to further discussion with stakeholders in the 

autumn. 

 

 

 The Chief Inspector introduced this item and advised members that the paper was the second 

annual report on compliance activities. The paper included:  

 an overview of the type and number of non-compliances found on inspection or 

identified through the HFEA’s risk-based assessment tool (RBAT) or other reporting 

mechanisms 

 a review of the actions taken in the inspection year April 2015 to end of March 2016 to 

promote compliance by licensed clinics and research centres with the HFE Act 1990 (as 

amended) 

 an assessment of the effectiveness of the regulatory methods employed by the HFEA 

and the extent to which they had an impact on the sector. 

 The Senior Inspector advised members that the paper provided an analysis of non-compliances 

found in the course of renewal and interim inspections between 1 April 2015 and 31 March 2016, 

and a comparison with the 2014/15 inspection findings.  

 The Senior Inspector provided members with an overview of how the inspection team had been 

successful in meeting the objective of improving the quality and safety of care through the HFEA’s 

regulatory activities. The analysis was set out in detail in the paper and included: 

 84 inspections at clinics: 35 treatment and or storage renewal inspections, 36 treatment 

and or storage interim inspections and 13 additional inspections in 2015/16, an increase 

of 60% on the previous year 

 In addition, 18 inspections at research centres were carried out 

 445 recommendations for corrective action at treatment centres in 2015/16 with 373 

having been fully implemented as at 26 July 2016 (84%) 

 264 recommendations to correct higher risk critical and major non-compliances with 222 

of those implemented as at 26 July 2016 (84%). 

 The Senior Inspector advised members that, in post-inspection feedback, 93% of respondents 

inspected in 2015/16 agreed that inspection had promoted improvement to the way their clinic 

carried out its work. Generally, less than 90% of respondents were happy with the preparation, 

delivery and reporting of their inspection. This data suggested that the inspection team were 

delivering the objective to improve the quality and safety of patient care as set out in the HFEA’s 

strategy.  
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 The Senior Inspector advised members that in 2015/16 the HFEA found the sector more 

compliant than the previous year. This conclusion was based on inspectors finding fewer non-

compliances per inspection in 2015/16 than in the previous year. Another finding was that the 

improvement in non-compliance was seen across virtually all areas of practice except two: 

medicines management and legal parenthood consent. The increase in prevalence in these areas 

was thought to be related to the increased regulatory focus on these areas of practice.  

 The medicines management non-compliances comprised four critical, 28 major and nine other 

non-compliances. Seven had not yet reached their implementation deadlines as at 26 July. The 

remainder had all been corrected. In many cases the non-compliances reflected problems in 

medicines management documentation and practices which were contrary to professional body 

guidelines or relevant legislation, and thus their severity had been elevated. The four critical non-

compliances involved multiple failings which had given significant and immediate cause for 

concern and the inspection team had ensured corrective actions to address them were swiftly 

implemented.  

 The legal parenthood non-compliances comprised two critical and five major non-compliances. All 

had subsequently been addressed.  

 The Senior Inspector advised members that the HFEA had been using the risk based assessment 

tool (RBAT) to enhance the monitoring of clinics between inspection visits since April 2011. 

Members noted that the risk tool measured performance in relation to the following indicators: 

 Outcomes in terms of both clinical pregnancy rates and clinical multiple pregnancy rates 

 Submission of critical register information relating to treatments using donor gametes 

 Timeliness of payment of monthly HFEA invoices. 

 Performance was analysed based on the information submitted to the HFEA by clinics. Where the 

trend analysis performed by RBAT suggested that there may be a dip in performance, an 

automated alert was sent to the Person Responsible (PR) and clinics were expected to act on 

those alerts to investigate any possible causal factors and take corrective action if appropriate. 

Inspectors and/or members of the Register Information team also carried out targeted follow-up 

where appropriate.  

 The Senior Inspector provided members with an overview of the number and type of alerts issued 

from the risk tool, which were set out in detail in the paper. 

 Clinics’ performance in 2015/16 had worsened compared to the previous year in relation to the 

submission of critical treatment information, but this was mainly due to the activity being 

undertaken by key teams within the HFEA, relating to IfQ developments. The number of alerts 

relating to invoice payments had significantly decreased, suggesting the clinics’ performance in 

meeting the enhanced performance expectations had been successful. Further, in relation to 

success rates and multiple birth rates, the volume of alerts had remained constant, albeit that the 

population of clinics receiving these alerts had changed, suggesting an improvement in 

performance by some. 

 Of the ten clinics receiving the highest number of alerts last year, five of those clinics remained in 

the same category. This suggested either difficulties that could take time to improve, or limitations 

in terms of those clinics’ culture of improvement. It was clear that some refocusing of performance 
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in relation to some clinics’ multiple birth minimisation plans was necessary to move the overall 

sector average performance closer to the 10% target.  

 The Senior Inspector advised members that the HFEA felt the risk tool provided useful and timely 

information for clinics in order to prompt them to review processes and take subsequent action 

where appropriate. It also helped the inspectorate to focus its activities on quality of service and 

prompted interaction with specific clinics when needed. 

 The Chief Inspector summarised the findings of the report, what the HFEA wanted to happen 

going forward and how the HFEA was going to implement this. 

 The findings of the report suggested that: 

 There was an increase in inspection activity by 60% 

 The inspection process was effective, and promoted improvement 

 There was evidence that some clinics had not embedded lessons learned or embraced 

risk based thinking 

 There was some evidence of ineffective root cause analysis (RCA) and the absence of 

RCAs being documented 

 Alerts on success rates had remained consistent 

 The majority of clinics embraced single embryo transfer (SET). 

 The HFEA wanted: 

 The sector to continue to be safe and to provide a quality service which was compliant  

 The HFEA to adapt its inspection techniques to ensure the above 

 Clinics to embrace quality and lessons learned 

 Clinics to be more effective at RCA 

 Clinics to be more effective at internal audits 

 More clinics achieving the 10% SET figure. 

 The HFEA would achieve this by: 

 Maintaining a credible, effective and safe regulatory process by standardising and 

increasing the intensity and focus, and evolving the approach where necessary 

 Continuing the series of workshops that had been established to provide assistance to 

the sector and giving clinic staff a better understanding of RCA and human factors 

 Working with policy colleagues, partners and the sector on re-invigorating the multiple 

births strategy 

 Performing more frequent trend analysis in order to respond pro-actively. 

 Following a discussion, members noted the inspection and monitoring work undertaken, and the 

effect of this on the performance of the sector. In terms of lessons, the Authority saw an 

opportunity to address inconsistency in performance between clinics, on a range of measures 

including multiple birth rates. This will require signalling to clinics that the Authority is ambitious to 

see further improvement not just on current standards but on a continuous improvement basis - 

that is ‘raising’ the bar and ‘pushing’ the bar. Members noted the report and the summary of 

actions set out in section four of the paper. 
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 The Chief Inspector introduced this item and provided a summary of the presentation which 

included: 

 The HFEA’s vision for decreasing incidents 

 A background on incidents 

 The investigation process 

 Root cause analysis (RCA) 

 Human error 

 Human factors 

 Recommendations 

 What the HFEA want clinics to do 

 How the HFEA envisaged achieving this. 

 The Clinical Governance Inspector reminded members that the HFEA now published an annual 

incident report, a draft of which was included in the set of papers and would be published later in 

September.  

 During 2015, there were 517 incidents reported by the sector to the HFEA, an increase of 4%, 

although members noted there were more treatment cycles being carried out. However, there was 

still room for improvement in the sector and incidents and re-occurring incidents still continued to 

happen. 

 The Chief Inspector provided members with a summary of what constituted a good investigation, 

which included: 

 remedial action 

 RCA 

 corrective action 

 preventative action 

 monitoring. 

 RCA was quite a simple methodology and, in healthcare, it was essential to discover and address 

the root cause to improve the delivery of care and to prevent or minimise its reoccurrence. The 

Chief Inspector advised members that human error was often identified as the  root cause. 

However, human error (defined as ‘an act or thought that unintentionally deviated from what was 

correct, right or true’) would itself have a root cause, and it was important that the real root cause 

was identified so that learning and improvement could occur.  

 Following a discussion, during which the Chair emphasised that it was essential there was an 

improvement in clinic performance next year, members agreed that: 

 The sector should continue to engage with the clinical governance team within the 

HFEA 

 The HFEA should standardise the approach to incident investigations to maintain and 

increase the focus on this area of performance 



Minutes of Authority meeting 14 September 2016 Human Fertilisation and Embryology Authority  

 The use of ‘human error’ as the root cause of an incident should be avoided, since this 

failed to get to the true root cause. 

 The fertility sector needed to adopt a more scientific and methodical approach to 

incident/non-conformity investigating 

 A group-wide approach to lessons learned from incidents should be promoted. 

 

 

 The Chair confirmed that the next meeting would be held on 16 November at ETC Venues 

Victoria, 1 Drummond Gate, London SW1V 2QW. Members were asked to confirm their 

attendance to the Executive Assistant to the Chair and Chief Executive as soon as possible.  

 

 

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

 

Signature  

 

Chair 

 

Date 
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Strategic performance report                                                     Human Fertilisation and Embryology Authority  

 

 The attached paper summarises the main performance indicators, following 

discussion by the Corporate Management Group (CMG) at its October    

performance meeting.  

 The data relates to the position at the end of September 2016.  

 Overall performance is good, and we are making good progress towards our 

strategic aims.  

 

 

 The Authority is asked to note the latest strategic performance report.  
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1. Summary section 

Dashboard – September data 

Strategic delivery totaliser  
(see overleaf for more detail) 

Setting standards: 
critical and major recommendations on inspection 

Increasing and informing choice:  

public enquiries received (email) 

   

Regarding public enquiries, we intend to analyse the themes and trends, and review this at the next Corporate Management Group Performance meeting.  

Overall performance - all indicators: Efficiency, economy and value:  Budget status: cumulative surplus/(deficit) 

 
 (See RAG status section for detail.)   
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Dashboard - Commentary 
  

 

  
 
 

Progress on the Information for Quality Programme, IfQ, has been impeded by a number of issues, including legal challenge, supplier resource restrictions 
and development complexities during the beta phase of work. This means that a number of the due milestones from July to September have necessarily 
been deferred to later dates. A new timeline is now in place, which includes new GDS gateway approval dates for each product (the clinic portal and the 
website). Other milestones have been delivered on time, and the IfQ programme milestones will still be delivered within the overall strategic period, albeit 
later than first planned. Our staff are working extremely hard to ensure that the beta phase can be completed as soon as possible for both products, and 
are simultaneously commencing work in earnest on the internal systems and EDI elements of the programme, which together with a second release of the 
clinic portal, will comprise IfQ release 2 next spring. 
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Setting standards 

In July, CMG received a report back from the bi-annual meeting of the EU Competent Authorities, held in June.  
 
In September, the annual set of Compliance reports were delivered to the Authority meeting as planned, incorporating analysis of the latest trends. The 
areas covered were risk tool alerts and themes, common non-compliances, and incidents.  

Increasing and informing choice 

A number of linked milestones have been rescheduled owing to the earlier legal action in relation to the new website. The affected milestones are: 
 

 Delivery of key elements of the new website, including the patient feedback mechanism and the new CaFC design (rescheduled for January 
2017) 

 Getting the new website design ready for GDS go-live gateway review (rescheduled for late January 2017) 

 Live website delivery (rescheduled for February 2017) 

 Making better use of website feedback mechanisms, video content and social media integration (a post-live benefit, so this will be rescheduled 
for February 2017) 

 

We were however still able to finalise our mechanisms for producing and publishing informative and accurate material when new treatment options 
emerge, working in collaboration with clinics and experts. This information will eventually allow patients to be better informed and better placed to deal 
with treatment issues and decisions. We will regularly publish information about new treatment options on the new website, once it goes live, and we 
have established mechanisms via SCAAC to enable this. Our existing information about available treatments has also been rewritten and expanded for 
the new website. 

Efficiency, economy and value 

There were five IfQ milestones originally due in this area for July, all of which were delayed. These are: 
 

 Go-live GDS gateway review of release one of the clinic portal – this has been rearranged for November, following some resource loss into the 
website side of the programme and some technical development difficulties leading to additional problem-solving being necessary during public 
beta.  

 Delivery of live release one of the clinic portal – this should now take place in early December, following our GDS gateway assessment in 
November. 

 Go-live GDS gateway review of the new website and CaFC – this has been rescheduled for late January. 

 Delivery of the completed new CaFC functionality – this has been deferred to February, following on from our go-live GDS review. 

 Completion of data migration trial load one – this was delayed by resource diversions within the team, but was subsequently completed in 
September.  
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In August, both the clinic portal and website were able to enter the public beta phase, following a successful GDS gateway review. Two milestones that 
were due in September will now follow later, owing to the delays referenced above. These are the completion of trial loads and cleansing in the lead up 
to data migration, and delivery of key Register elements to achieve our goals for better data quality, including a successful migration to the new 
Register. 

 

The two red key performance indicators (KPIs) shown in the ‘overall status - performance indicators’ pie chart on the dashboard both relate to an 
unavoidable delay in finalising the minutes for one particular set of Committee items. 

 

No projects were on a red risk rating in July-September. 
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The dashboard shows the overall surplus/deficit position. The graphs below show how the surplus or deficit has arisen. These figures are updated 
quarterly, approximately one month after the end of each quarter.  
 

 

This graph shows our budgeted (planned) income 
including grant-in-aid (GIA) compared to actuals and our 
best forecast for the remaining 6 months (2 quarters). 
  
As of month six (September 2016) we have exceeded 
our budgeted income by £409k. We continue to monitor 
this and review our treatment fees to ensure there are 
no surprises in store. 

 
 

This graph is the second component that makes up the 
surplus/deficit. This includes costs relating to IfQ, 
although they are being funded from reserves and will 
be transferred to the balance sheet at year end. 
 
At the end of Q2 we have conducted further review of 
our costs and have held meetings with Directorates to 
ensure we have the most up to date information with 
regards future business and in particular costs for IfQ 
which are included. There is a £400k difference between 
the budgeted expenditure and our forecast. This is 
largely due to an increase in legal costs and IfQ. 
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Quality and safety of care 
 
As agreed previously, the following items are most meaningful when reported on an annual basis and will continue to be presented to the Authority each 
year in September: 

 number of risk tool alerts (and themes) 

 common non-compliances (by type) 

 incidents report (and themes). 

The following figures and graphs were run on 21 October 2016.  
 

ESET split by private/NHS: 

Funding Year 

2010 2011 2012 2013 2014 2015 2016 

NHS Funded: 

Recorded as 
eSET 

4289 4903 6264 7870 8444 9748 9348 

7% 8% 10% 13% 13% 15% 17% 

Not recorded as 
eSET  

19287 19490 17870 17719 17824 16923 12497 

33% 32% 30% 29% 28% 26% 23% 

Relative eSET % 18% 20% 26% 31% 32% 37% 43% 

Private: 

Recorded as 
eSET 

3422 4630 5699 6857 7737 9344 9229 

6% 8% 9% 11% 12% 14% 17% 

Not recorded as 
eSET  

31024 31547 30398 29393 29514 29313 22637 

53% 52% 50% 48% 46% 45% 42% 

Relative eSET % 10% 13% 16% 19% 21% 24% 29% 
 

Graph: eSet % trends NHS/private: 

 

Explanatory text: Showing the total of all reported IVF treatment forms and counting those that the clinics recorded as eSET 

From February 2016 data onwards, we updated this graph to display the relative percentages of eSET for NHS and privately funded cycles, rather than 
the percentage of all treatments as was previously shown. This relative approach gives a clearer picture, given that the number of overall cycles 
completed in the private sector is significantly higher than the number of NHS cycles. We have retained the raw figures in the table, so that the ‘all 
treatment’ numbers can still be seen as well. 
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Unfiltered success rates as % - pregnancies (rather than outcomes, 
since this provides a better real-time picture): 

 

Years All cycles Pregnancies Pregnancy rate % 

2010 58022 16112 27.77 

2011 60571 16897 27.90 

2012 60231 17455 28.98 

2013 61839 18652 30.16 

2014 63519 19876 31.29 

2015 65328 20653 31.61 

2016 53712 14515 27.02 

 

 

 

Graph showing the pregnancy rate over recent years: 

 

 

 

 

 

 

 

 

 

 

 

Explanatory text: Looking at all IVF treatment forms, and providing a count of pregnancies - as recorded on the early outcome form.   

2016 figures are in grey since there is always a lag in reporting pregnancies, which means that the figure will not be fully representative until early 2017. 
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2. Indicator section 

Key performance and volume indicators – September data: 
 

Indicator Performance RAG Recent trend1 Aim2 Notes 

Setting standards: improving the quality and safety of care through our regulatory activities. 

Licensing 
decisions made: 

- By ELP 

- By Licence 
Committee 

 

 

 

 

 

16 

3 

 

 

 

 

No KPI – 
tracked for 
workload 

monitoring 
purposes 

Volume indicator 
(no KPI target).  

 

Setting standards: improving the lifelong experience for donors, donor-conceived people, patients using donor conception, and their 
wider families. 

Percentage of 
Opening the 
Register requests 
responded to 
within 20 working 
days  

 

 

 

 

 

 

 

 

100% 

(23) 

 

 

 

Maintain at 
100% 

 

KPI: 100% of 
complete OTR 
requests to be 
responded to 
within 20 working 
days (excluding 
counselling time) 

 

                                                
1 Blue dashed line in graphs = KPI target level. This line may be invisible when performance and target are identical (eg, 100%). 
2 Direction in which we are trying to drive performance. (Are we aiming to exceed, equal, or stay beneath this particular KPI target?) 
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Indicator Performance RAG Recent trend1 Aim2 Notes 

Increasing and informing choice: using the data in the Register of Treatments to improve outcomes and research. 

 

 

  See graphs focused on quality of treatment outcomes – above.   

Increasing and informing choice: ensuring that patients have access to high quality meaningful information. 

Number of visits 
to the HFEA 
website 
(compared with 
previous year) 

(trend arrow 
indicates movement 
since previous 
month) 

 

124,171 
(110,512) 

 

 

 

 

 

 

 

 

 

 

No KPI – 
tracked for 

general 
monitoring 
purposes. 

 

Volume indicator 
showing general 
website traffic 
compared to the 
same period in 
previous year. 
Measured on the 
basis of ‘unique 
visitors’.  

 

Efficiency, economy and value: ensuring the HFEA remains demonstrably good value for the public, the sector and Government. 

Average number 
of working days 
taken for the 
whole licensing 
process, from the 
day of inspection 
to the decision 
being 
communicated to 
the centre. 
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Indicator Performance RAG Recent trend1 Aim2 Notes 

Monthly 
percentage of PGD 
applications 
processed within 
three months (66 
working days). 

 

 

 

 

Average number 
of working days 
taken. 

 

 

100% 

 

 

 

 

 

 

 

59 

 

 

 
 

 

 

 

 

 

 

Maintain 
100% 

 

KPI: 100% 
processed (i.e. 
considered by 
SAC) within three 
months (66 
working days) of 
receipt of 
completed 
application.  

Commentary: Performance dropped below the target due to two complex applications falling outside the KPI in May and June 2016. In each case 
this was due to the committee deferring the items in order to obtain additional legal advice on the ‘significant risk’ test. In August it was necessary to 
rearrange one of the committee dates, resulting in one item exceeding the KPI. 

Annualised 
(rolling year) 
percentage of PGD 
applications 
processed within 
three months (66 
working days)  

 

 

 

Average number 
of working days 
taken. 
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KPI: As above.  
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dropped below 
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two complex 
applications falling 
outside the KPI in 
May and June 
2016. The 
annualised figure 
will now be 
impacted until 
2017. 
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Indicator Performance RAG Recent trend1 Aim2 Notes 

Number of 
requests for 
contributions to 
Parliamentary 
questions 

 

 

 

 

 

 

Total = 0 

 

 

 

 

No KPI – 
tracked for 

general 
monitoring 
purposes. 

 

Volume indicator.  

Last year’s 
numbers were 
notably high. 
Many of those 
PQs related to the 
work we were 
then doing on 
mitochondria.  

scientific review. 

 

Commentary: Although there have not been mitochondria related requests to report over the last few months, it is likely that interest in mitochondria 
will increase once more shortly, once the report of the most recent expert panel scientific review is published. The recent lull in PQs was due to the 
Parliamentary recess. 

Number of 
Freedom of 
Information (FOI), 
Environmental 
Information 
Regulations (EIR) 
requests and Data 
Protection Act 
(DPA) requests  
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Volume indicator.  

There does not 
appear to be any 
trend or 
predictability in 
the volume or 
focus of our FOI 
(and other) 
requests. 
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Indicator Performance RAG Recent trend1 Aim2 Notes 

Staff sickness 
absence rate (%) 
per month.  

 

 

 

 

 

 

 

 

 

2.1% 

 

 
 

 

 

 

 

 

Maintain 
2.5% or 

less 

 

KPI: Absence rate 
of ≤ 2.5%.  

Public sector 
sickness absence 
rate average is 
eight days lost per 
person per year 
(3.0%).  

 

 

Cash and bank 
balance  

 

£2,235k 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Reduce 

KPI: To move 
closer to minimum 
£1,520k cash 
reserves (figure 
agreed with DH). 

 

Commentary:  In July, increased supplier activities contributed to an 11% reduction in the bank balance. However August saw an increase, 
owing mainly to successful chasing of debts over 60 days. The increase in September resulted again from debt chasing, and 
also from moneys received from grant in aid. 
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Indicator Performance RAG Recent trend1 Aim2 Notes 

Management 
accounts:  

Management accounts: September 2016: 

 

Income & Expenditure Account

Accounting Period Period 6 16-17

Cost Centre Name All Cost Centres

Department Name All Departments

Actual YTD Budget YTD

Variance 

YTD

% Variance 

YTD Forecast  Budget Variance 

£ £ £ % £ £ £

  Grant-in-aid 469 469 - - 933 938 (5)

  Licence Fees 2,647 2,238 410 18 5,572 4,472 1,100

  Other Income 2 3 (1) (23) 6 6 - 

  Total Income 3,119 2,710 409 15 6,511 5,416 1,095

Revenue Costs - Charged to Expenditure

  Salaries (excluding Authority) 1,330 1,345 15 (1) 2,653 2,679 (26)

  Shared Services 42 44 2 (4) 61 81 (19)

  Employer's NI Contributions 131 124 (7) 6 268 247 21

  Employer's Pension Contribution 281 287 6 (2) 572 573 (1)

  Authority salaries inc. NI Contributions 73 73 (0) 1 146 146 1

  Temporary Staff costs 65 - (65) #DIV/0! 111 - 111

  Other Staff Costs 119 123 8 (7) 249 265 (16)

  Other Authority/Committee costs 132 151 19 (13) 293 301 (8)

  Other Compliance Costs 7 15 9 (57) 20 28 (7)

  Other Strategy Costs 25 45 20 (45) 133 142 (9)

  Facilities Costs incl non-cash 244 266 22 (8) 483 488 (4)

  IT costs Costs 57 46 (11) 23 89 93 (4)

  Legal Costs 327 201 (125) 62 656 400 256

  Professional Fees 35 34 (2) 5 68 67 - 

Total Revenue Costs 2,867 2,754 (110) 4 5,802 5,507 294

  Total Surplus/(Deficit) before Capital & Project costs 251 (44) 519 1,177 709 (90) 801

   IFQ & Other Project  Costs - Reserves funded 329 472 143 (30) 567 477 90

  Other Capital Costs 10 25 15 (61) 100 100 - 

TOTAL NET ACTIVITY (88) (541) 361 1,377 487 891

Sep-2016

Year to Date Full Year
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Indicator Performance RAG Recent trend1 Aim2 Notes 

 Summarised management accounts – commentary September 2016 

Income 

At the end of Q2 (September), our treatment fee income is up on budget by 18% (£410k), a small increase from the 
August position. We are also forecasting a significant increase in budget. It is difficult to know how accurate our 
forecasting is as clinic treatment patterns may change. At present we expect income to exceed £5.5m. 

Expenditure 

Expenditure in Q2 is up against budget for the following reasons: 

Staff costs are above budget by £15k due to contingent labour (agency staff) costs incurred to back-fill key staff working 
on the IfQ programme. IT costs for the year-to-date are above budget by £11k due to consumable costs which have 
increased as a result of both IfQ and business as usual. It is however, difficult to separate these costs. 

Legal costs for the year to date are also above budget by £125k. This is because there were large bills in the month of 
September and accruals (for the quarter) for further work. The outcomes of cases could mean either that we receive our 
costs (if we win), which would positively impact on our year end position, or we may incur further costs. 

IfQ and other project costs 

For the year to date, IfQ is showing an underspend against budget by 30% (£142k) and is forecast to overspend by 16% 
(£90k) at year-end which takes into account extra budget agreed by SMT. We continue to monitor these costs in detail 
quarterly and liaise with the programme team to ensure all costs are accounted for. 
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IfQ indicators:  September update for beta project phase 

Frequency /  
trigger point 

Metric Purpose Latest status: 

At programme 
set-up / major 
reorganisation / 
new tranche 

MSP health 
check overall 
score achieved 
/ maximum 
score as a %  

Is the 
programme set 
up to deliver? 

July to September update:  

The MSP health check was completed with the final report circulated to the IfQ programme board. 
More work is to be scheduled in order to comply with the original health check assurance plan 
agreed by CMG, especially on the Internal Systems project side. 

Monthly Timescales: we 
changed the 
burndown chart 
showing 
remaining 
estimate of 
work to a chart 
showing 
percentage of 
works complete. 

Is there scope 
creep/over-
run? 

July to September update:  

Both the website and clinic portal have entered the public beta phase. Feedback so far has been 
great, with bug fixing and changes being addressed and dealt with by the programme team. The 
work on beta remains to be finished and is delayed as explained earlier in this report. 

Significant delays have occurred across the programme affecting both the end of release one and 
the start of release two due to difficulties securing RR resources and resource diversions to 
complete planned work.  

Release two work is progressing relatively well, after an initial delay, with the first components of our 
API and data structure having been made available to EPRS providers on 5 October. Data migration 
trial load one has been completed and the external supplier to provide assurance on the Register 
migration has been contracted. 

The internal systems project team managed to address and overcome some serious blockages in 
order to progress the completion of the portal. This has also impacted on the timeline but the 
achieved work remains positive overall. 

The charts below provide weighted data on the work completed for both website and portal. The 
data includes all the features completed on each project for front end, back end design and API 
related work. The weighting takes into consideration the level of complexity for each feature to 
calculate the percentage complete. It should be noted that each is completed by the product team 
for that product, so there is no objective comparator between the two – for this measure. 

 



16 
 

IfQ indicators:  September update for beta project phase 

Frequency /  
trigger point 

Metric Purpose Latest status: 

  

Monthly Resource 
usage: The total 
number of days 
Reading Room 
are contracted 
to provide, vs 
the number of 
days consumed 
to date.  

To monitor the 
rate of 
resource 
usage. 

July to September update:  

We have exceeded the number of days allocated for beta. Due to the nature of the capped time and 
resource contract with Reading Room, they are contractually required to continue building the beta 
product at their own cost. 
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IfQ indicators:  September  update for beta project phase 

Frequency /  
trigger point 

Metric Purpose Latest status: 

Monthly Cost: earned 
value (% 
complete * 
estimated spend 
at completion) 

Is the spend 
in line with 
milestone 
delivery? 

There are four things we can attribute value to: websites and CaFC; Clinic Portal; the Register and 
internal systems; defined dataset, discovery, stakeholder engagement etc. 25% of the value of the 
1.8M programme cost at completion has been attributed to each project.  
 

July to September update:  

The spend to date has increased slightly between August and September and is now again joining 
the earned value. As we reach the end of beta and complete the live phase we expect the earned 
value to reach its peak reflecting the work completed. 

Resourcing issues remain a challenge in completing all elements of beta, and this has an impact 
on work completion and therefore the earned value. 
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79.3% 81.0%

85.8%
88.5%

74.1% 75.0%

87.9% 88.8%
91.2% 92.1%
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Earned Value

Spend to date
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IfQ indicators:  September  update for beta project phase 

Frequency /  
trigger point 

Metric Purpose Latest status: 

Monthly Stakeholder 
engagement: 
combined 
stakeholder 
engagement 
score - internal 
plus external 
stakeholder 
events or 
communications 

Are we 
keeping 
stakeholders 
with us? Is it 
getting better 
or worse? 

July 

In July we launched the beta versions of the clinic portal and website to clinic staff only.  This was 
communicated via clinic focus as we were busy preparing for the beta site to go live. 

Total combined score = 1 

 

August 

In August we launched the public beta version of the new website.  We have run a social media 
awareness campaign alongside this to encourage people to complete the survey and provide their 
feedback.  We contacted the members of our stakeholder groups to make them aware that the 
beta site was live. We didn’t hold any formal stakeholder meetings but we engaged with clinic staff 
via clinic focus and asked them to log into the beta version of the portal. 

Total combined score = 3 

 

September 

The feedback on the beta version of the new website continued and we promoted this using our 
social media channels. We included articles in the September edition of clinic focus about giving 
feedback on the beta version of the website and what’s happening with the second phase of the 
clinic portal. We held a workshop for clinic staff for them to give their views about how we present 
data on the new CaFC tool.  We also sent separate communications to the EPRS providers (who 
supply the systems by which clinics submit data to us). 

Total combined score = 5 

 

Monthly Risks: sum of 
risk scores  

(L x I) 

Is overall risk 
getting worse 
or better 
(could 
identify death 
by a 
thousand 
cuts)? 

July to September update:  

The line graph below represents the overall IfQ risk score, which combines the perceived impact 
and likelihood of the current risks each month. The overall risk score for the IfQ programme has 
increased significantly following a review done by the project team. It reflects both an actual 
increase in risk (and issues) and the team’s due diligence in updating the risk log to reflect the 
latest events. The increase relates primarily to the latest issues around the withholding of 
contractor resource, and resulting strains on internal resources, with business as usual also 
impacting at times on IfQ work. This is compounded by the programme timeline having to be 
extended, as key programme resources are leaving or about to depart the organisation. 

 



19 
 

IfQ indicators:  September  update for beta project phase 

Frequency /  
trigger point 

Metric Purpose Latest status: 

The major risks are associated with timescales, quality, financial, development, data security and 
business continuity.  
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IfQ indicators:  September  update for beta project phase 

Frequency /  
trigger point 

Metric Purpose Latest status: 

Quarterly Benefits: value 
(£) of tangible 
benefits planned 
to be delivered 
by the 
programme 

Is the value of 
the benefits 
increasing or 
decreasing – 
could trigger a 
review of the 
business 
case? 

 

July to September update:  

The benefits realisation value should be reviewed based on the business case. No issues have 
been raised regarding benefits realisation to date. 

 

 

 



 

 

Strategic delivery: ☒ Setting standards ☒ Increasing and 

informing choice 

☒ Demonstrating efficiency 

economy and value 

Details:  

Meeting Authority 

Agenda item 7 

Paper number  HFEA (16/11/2016) 813 

Meeting date 16 November 2016 

Author Nick Jones, Director of Compliance and Information 

Output:  

For information or 

decision? 

For information 

Recommendation The Authority is asked to note: 

 Progress since the last Authority meeting, noting the launch of the 

HFEA website and Clinic Portal 

 The delays to Release 2 – the new data submission system 

 Our emerging information policy 

 Programme budget. 

Resource implications No additional resource implications above that already budgeted 

Implementation date During 2016–17 business year 

Communication(s) Regular, range of mechanisms 

Organisational risk ☐ Low ☐ Medium ☒ High 

Annexes:  

 

Information Policy draft: respective responsibilities 
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 The Information for Quality (IfQ) programme encompasses: 

 The redesign of our website and Choose a Fertility Clinic (CaFC) function 

 The redesign of the ‘Clinic Portal’ (used for interacting with clinics) and 

combining it with data submission functionality (Release 2) that is currently 

provided in our separate system (used by clinics to submit treatment data 

to us) 

 A revised dataset and data dictionary which will be submitted for approval 

by the Standardisation Committee for Care Information (SCCI) 

 A revised Register of treatments, which will include the migration of 

historical data contained within the existing Register  

 The redesign of our main internal systems that comprise the Authority’s 

Register and supporting IT processes.  

 Given the importance of IfQ to our strategy, we update the Authority on 

progress at each meeting and seek approval for direction and actions.  

 This paper updates Members on:  

 Concluding the Programme 

 Work in progress 

 Release 2 – data submission development  

 Our emerging information policy 

 Programme budget 

 

 The IfQ Programme is scheduled to conclude in March 2017. As this is the last 

meeting of the Authority this calendar year and given the approaching financial 

year-end, this paper both brings members up to date with progress and 

identifies the critical next steps as regards programme delivery. A fuller 

discussion will be presented to the next meeting of the Audit and Governance 

Committee in December. 

 As stated at previous meetings IfQ has been developed according to an ‘agile’ 

methodology required by the Government Digital Service (GDS). This 

methodology divides programmes into a number of stages. IfQ is currently at 

the ‘public beta’ stage, which involves going public with a beta version, 

receiving feedback and preparing to go live. This is followed by a final ‘live’ 

stage – a tested solution that is ready to release and then continuously 

improved.  This latter reference, to continuous improvement, is an important 

feature. The IfQ Programme needs to close for funding and governance 

purposes, but that does not mean that there will be no further work on the 

various elements of the programme. On the contrary, GDS expectations 

assume a different way of working with a focus on meeting user needs through 
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‘continuous’ feedback and, where necessary, improvement. Our business 

planning processes – our funded programme of activity within the HFEA to 

meet our strategic objectives – will need to adapt accordingly.  

 

 

 The period since the last meeting of the Authority has seen the continuation of 

an intense period of activity by the teams. The work has been progressed due 

to the substantial efforts of the many people working in the HFEA and our 

partners.  

 Website and choose a fertility clinic: these two products were released to 

public beta in July 2016. Feedback has been positive and is discussed in detail 

in an accompanying paper to this meeting. However, as reported at the 

September meeting of the Authority we now propose that both the website and 

CaFC do not proceed to live until February 2017. This is in recognition of the 

Judicial Review, which is scheduled to take place on 19 and 20 December 

2016, and the need to secure final GDS approval which is currently planned for 

late January 2017.  

 For the purposes of the Programme the website and CaFC is largely 

concluded, and the additional design and development work that needs to take 

place is already included within the existing contract. Subject to assessment the 

product will be live in February 2017 – and the current HFEA website 

decommissioned.  

 Clinic Portal (Release 1): this element of the portal will allow clinics to conduct 

all transactions with the HFEA (other than for treatment data submission) – 

applying for a new licence, PGD condition and so on; seeing their performance 

on a range of measures on an enhanced dashboard; being able to find 

regulatory requirements using an enhanced search facility; two-way 

communications between us and clinics, and so on. The report to the 

September meeting of the Authority confirmed that the portal was released in 

beta form on 12 July 2016, and anticipated that the GDS assessment was 

scheduled to take place on 28 October 2016. 

 A consequence of the beta testing (and, to a large extent, its purpose) was the 

identification of issues and bugs and the resolution of these has required more 

time and effort than expected. As a consequence, we have decided to 

reschedule the GDS assessment – now 21 November 2016 – so that further 

and final user testing could be undertaken on 3 November 2016.  

 For the purposes of the Programme the Clinic Portal (Release 1) is, subject to 

GDS assessment, largely concluded. It is expected that the Clinic Portal will be 

released as live in December 2016 and the current portal decommissioned.  

 Clinic Portal Release 2: This is the component that replaces the current clinic 

data submission application (EDI, or, for the majority of clinics, bespoke 
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electronic patient record systems (EPRS)). This is a substantial undertaking 

requiring both extensive foundational work and a new ‘front end’ service that 

will be experienced by clinic users. Much of the foundational work is well 

advanced – as reported to previous meetings of the Authority. We have 

designed a new Register database with a new data structure, with each item 

defined in a data dictionary, which is in the process of being accredited by NHS 

Digital. We are finalising the cleansing of vital data prior to the migration of the 

current Register database, and that Register migration process is backed by a 

Register migration strategy. And we are developing a set of new expectations 

as regards clinics’ information management arrangements once we move to the 

new database. More detail is provided in section 4 below. 

 This work underpins the ‘front-end’ service as experienced by clinic users. At 

the previous meeting of the Authority it was reported that our end-October 2016 

release expectations would not be met for EDI users, albeit our original 

expectations for clinics with EPRS of 31 March 2016 was achievable. We 

expect to launch EDI at the same time although there are operational benefits 

in not implementing the two variants at the same time. We continue to consider 

this. 

 In summary, proof of concepts and business processes have been mapped – 

and tested with clinic users, and act as the specification to the developers who 

are making steady progress building the ‘input questions’ and screens that 

clinics will utilise.  

 Challenges remain with this aspect of the Programme. While much of the 

foundational work has progressed well over a significant period of time it is 

likely that the remaining work will absorb the majority of the remaining time and 

resource attached to the Programme.  

 

As outlined in 3.7 above, there has been much progress, with more to do, on 

the necessary foundational work in transforming the data submission system.  

Data dictionary and accreditation 

 The data dictionary – the basis of all the information we need to collect and the 

definition of each field is complete, and is the basis for the components of 

information set out in 3.9 above. 

 The Standardisation Committee for Care Information (part of NHS Digital) 

accreditation process for the ‘UK ART dataset’ and its implementation is on-

track. It is an intensive process requiring the submission of substantial 

documentation considered by several committees but is a good external test of 

the thoroughness by which we have gone about our work.  

Data ‘cleansing’ 

 Over the last 12 months, the Register has been subject to a thorough overhaul, 

or cleansing exercise. As the data moves from the current Register structure or 
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database to a new more efficient database, to allow for much greater ease of 

interrogation and less manual intervention, it is vital that critical fields are 

reviewed for error, absence or duplication and resolved – as far as possible.  

 We identified 14160 fields or records requiring intervention, and there are now 

fewer than 800 where additional intervention is necessary – a manageable 

sum. 

 Within this sum is the work that clinics must undertake. Since April 2016 we 

have incrementally returned records to clinics which have problems, usually 

outcome forms where the treatment forms is missing. The team worked very 

hard to minimise the burden and sent back only 354 records to clinics. Over half 

of these reviews have been completed and there is steady progress on the 

balance.  

Register data migration 

 Due to the importance of the Register and the highly sensitive nature of the 

data contained within it, a well-managed and successful data migration process 

is central to realising many of the anticipated benefits of the IfQ Programme.   

 Our migration strategy required a foundational ‘health check’ of the data to be 

conducted, which identifies data quality issues at the outset of the project. 

Following the health check of the data, the strategy requires five separate data 

migration ‘loads’ of all of the historical data in to the new Register structure.  

 It was expected in the Summer that the migration would have been completed, 

in line with the timetable for introducing the new data submission system. This 

is predominantly a task that needs to be undertaken by skilled and experienced 

staff in the HFEA. The knock-on effects of delays to the website (particularly 

choose a fertility clinic, and the Clinic Portal) has meant the migration work has 

slowed.  

 That said, trial load 1 has been successfully completed and the team is 

currently finalising the reconciliation and migration exceptions reports in the 

lead up to commencing subsequent work  

Assurance of this careful progress will be provided by Programme oversight, 

which in turn will receive a report from an independent data management 

specialist, commissioned to provide reports to the Authority. 

Information policy 

 Clearly, there has been a substantial investment by the HFEA in developing a 

new information architecture that relies on licensed clinics to meet our 

information management expectations of them – such that the benefits 

anticipated by the investment can be realised. We have no reason to doubt that 

they will not. Equally we want to take the opportunity to renew our expectations 

of them.  

 We will want to develop a set of principles to underpin the HFEA’s approach to 

information and how they support the delivery of our strategic objectives 

recognising the increasing role digitisation is playing in facilitating choice and 
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access, supporting research, improved safety and outcomes and reducing 

treatment delivery costs.  

 Due to the somewhat inefficient nature of the current submission system and 

Register structure there has been a blurring of lines of accountability between 

the HFEA and clinics in relation to clinics’ performance in submitting timely 

data, of the right quality, and dealing with errors promptly. This necessitates a 

careful and cautious approach by our compliance and audit teams as regards 

escalation of concerns. In a regulated environment this is far from ideal.  

 The new data submission system will require less resource for both clinics and 

the HFEA.  As such this presents a good opportunity to recalibrate and make 

very clear the respective responsibilities, of the HFEA and licensed clinics. A 

draft information policy will be presented at the January 2017 meeting of the 

Authority setting this out in greater depth - but our thinking on establishing 

clearer responsibilities is set out at annex A, for early comment.  

 

 

 As reported previously, a revised IfQ programme plan was finalised and signed 

off by the IfQ Programme Board in January 2016, in line with the overall 

£1.134m agreed by Authority. We do not expect the Programme will exceed 

this figure at 31 March 2017. 

 This month variance is explained by an underspend originally forecasted for the 

security consultant. The underspend should balance in the upcoming months 

once the work is completed and invoiced. 

 The current budget position for 2016/17 is as follows: 

Total IfQ 

budget  

May 2016 

Budget 

this F/Y 

Planned 

spend 

Actual to 

date 

Monthly Variance  

1,227,402 £619,025 

(16/17) 

£1,111,888 

(Sep 16) 

£1,132,111 

(Sep 16) 

£20.223 

 

 

 The spend to date has increased slightly between August and September and 

is now again joining the earned value. As we reach the end of beta and 

complete the live phase we expect the earned value to reach its peak reflecting 

the work completed.  

Period Apr-16 May-16 Jun-16 Jul-16 Aug-16 Sep-16 

Earned Value 70.0% 75% 79% 81% 91.2% 92.1% 

Spend to date 74.1% 75% 87% 88% 85.8% 88.5% 
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 The Authority is asked to note: 

 Progress since the last Authority meeting, noting the launch of the HFEA 

website and Clinic Portal;  

 The delays to Release 2 – the new data submission system 

 Our emerging information policy 

 Programme budget. 
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Annex A – Information Policy draft: respective responsibilities 

 

HFEA Licensed clinics 

Register data submission 

to provide clear definitions and justifications 
for the data to be submitted and ensure it is 
consistent with the Standardisation 
Committee for Care Information (SCCI) UK 
ART information standard;  

to consult sector representatives before 
changing data elements and carefully 
consider the balance of the additional benefit 
changes confer to users of the data collected 
and the impact of changes on the sector who 
supply it; 

subject to statutory, regulatory and provision 
of information requirements to consult the 
sector prior to setting or changing data 
submission timeframes;  

to minimise the administrative consequences 
of register data submission; 

to clearly specify the minimum 
technical/software requirements for register 
data submission; 

to respond to requests for technical and non-
technical support within 48 hours where 
requested via official support channels; 

to promote technical interoperability and 
wherever appropriate adopt open standards; 

to provide suppliers of third-party data 
submission systems with at least 6 months’ 
advance notice of changes they may need to 
make to their software to maintain 
compatibility with changing data submission 
requirements and to provide them with the 
information necessary to make the changes.   

 

to submit register data in the form and at intervals 

specified by the Authority in Directions. 

Data quality 

to promote data quality by provision of 
mechanisms to: reject data and require re-
submission where it fails to meet the 
minimum quality standards; minimise input 

to correct error identified in submissions within the 
period specified by the Authority in Directions. 
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error; identify error in a timely way; and ease 
of error correction; 

 
to provide transparency with respect to data 
held by the HFEA to the licensed centres that 
have submitted it along with the ability to 
extract and use the data submitted in a 
common format; 

 
to disclose the status/quality of the data 
published to licenced centres and users of 
register information via use of status 
messages; caveats; data quality metrics;  

 
to review and report on information 
performance as part of our overall inspection 
assessment; 

where data quality issues give rise to 
particular concern and/or remain 
unaddressed, to take corrective action in 
accordance with the HFEA’s compliance and 
enforcement policy.  

 

to apply the quality management requirements 
detailed in licence conditions to data submission 
processes; 

 

Data publication 

The Authority publishes extracts of Register 
Data in the form of ‘Choose a Fertility Clinic’ 
pages on its website 
(http://www.hfea.gov.uk/guide/), which is 
updated regularly;  
 

to disclose to a licenced centre in advance of 
publication, the data to be published about it 
along with the basis and reasons for any 
processing of the date; 

to allow a reasonable time between 
notification of data to be published for centre 
review, update and feedback to the Authority 
to ensure the published data is accurate;  

to disclose the status/quality of the data 
published to users (e.g. published as clinic 
confirmed, unconfirmed by clinic, caveated 
and/or with data quality metrics). 

to review the data to be published and to correct 
it/inform the HFEA of any inaccuracies within the 
timeframe specified in Directions; 

 
to confirm\verify that the data to be published is 
complete and accurate by the date required by the 
HFEA.   

 

 



 

 

Strategic delivery: ☒ Setting standards ☒ Increasing and 

informing choice 

☐ Demonstrating efficiency 

economy and value 

Details:  

Meeting Authority 

Agenda item 8 

Paper number  HFEA (16/11/2016) 814 

Meeting date 16 November 2016 

Author Juliet Tizzard, Director of Strategy and Corporate Affairs 

Helen Crutcher, Policy Manager 

Output:  

For information or 

decision? 

For decision 

Recommendation 1. That the Authority notes the feedback received during the beta period. 

2. That the Authority review the options described in the paper and any 

recommendations and decide: 

 whether to change the headline birth rate 

 what headline birth rate information should be at the top of the page 

 the treatment aggregation to be used for the headline birth rate  

 the age aggregation for the headline rate at the top of the page  

 the age aggregation to be used for statistics further down the page 

 whether to change the births per egg collection time period. 

Resource implications Within IfQ web development budget 

Implementation date Launch of the live service, expected to be February/March 2017 

Communication(s) Letter to PRs about the outcome of this meeting to be sent on 1 December 

Organisational risk ☐ Low ☐ Medium ☒ High 

Annexes Annex A: Beta feedback report (including annexes 1 – 5) 

Annex B: User testing report (with covering addendum from the website 



 

development team) 

Annex C: IfQ AG recommendations 
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 A major strand of work within the Information for Quality (IfQ) programme is the 

redesign of the HFEA website, which incorporates the Choose a Fertility Clinic 

(CaFC) service. The current CaFC service is used by 15,000 patients each 

month to research and select a licensed clinic for their fertility treatment. Last 

redesigned in 2009, the current CaFC is dated, overly complex and built on old 

technology. The new service, currently in its ‘beta’ (or draft) phase, has a fresh 

new design with new features and a much simpler presentation of birth 

statistics. 

Policy decisions made to date 

 To inform the design of the new CaFC service, we ran patient focus groups and 

a public consultation seeking views about a range of issues relating to IfQ, 

including how birth statistics should be calculated and presented on a 

redesigned website. We presented the findings of this consultation period – 

alongside recommendations from the Information for Quality Advisory Group – 

to the Authority in January 2015. At that meeting, the Authority made the 

following policy decisions relating to birth statistics on CaFC: 

 There should be a better balance between statistical and non-statistical 

information and easier comparison between clinics. 

 Non-statistical information should include patient ratings (with no free text), 

inspection findings and the availability of donated eggs, sperm or embryos. 

 The headline IVF birth statistic should be births per embryo transferred and 

should include all types of IVF treatment (IVF, ICSI, PGD, PGS, donor egg 

IVF, natural IVF) and both fresh and frozen transfers.  

 The second headline statistic should be the cumulative IVF birth rate (or 

births per egg collection), calculated as births following one egg collection 

and all subsequent transfers within a two-year period. 

Presentational decisions made to date 

 After the January 2015 Authority meeting, we started a period of design and 

development, launching an ‘alpha’ (or prototype) version of the new website in 

autumn 2015. We tested the alpha version on users, before starting 

development of the beta version, which we launched in August 2016. 

 Although the IfQ Advisory Group had met for the last time in February 2015, we 

continued working with stakeholders during the design and development 

period. We formed a smaller stakeholder group which included a few members 

of the original advisory group, as well as members of patient and donor 

voluntary organisations. This group reviewed the website whilst it was being 

developed, giving feedback on presentational issues.  

 The presentational decisions made during the design and development phase 

were: 
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 Birth statistics should be separated into two pages, with different levels of 

detail. 

 The first page (known as the clinic profile page) should present simple 

headline information and we know from user testing that most patients will 

find the level of information on this page sufficient. This page should have 

information at the very top, consisting of the patient rating, the inspection 

rating and a single IVF birth rate1 of births per embryo transferred, showing 

all age groups together. 

 Further down the same clinic profile page, the IVF birth statistics should be 

separated into two age groups: under 38 and 38 and over. Here, the 

presentation should include confidence intervals (called the ‘reliability range’ 

on the beta site). These were felt to be important, given many clinics are 

small and the data is starting to be stratified by age at this point. Without this 

statistical health warning, the data for small clinics risks being misleading. 

 From this page, users should be able to click to a second page, which offers 

detailed statistics. Here, users should be able to search for more specific 

data using the following parameters: the time period (pregnancy rates for the 

most recent year, births rates for the year before that and three years of birth 

statistics); the IVF treatment type; fresh or frozen transfers and patient’s own 

eggs or donor eggs; and the age band (separated into six). They should also 

be able to select either births per embryo transferred or births per cycle 

started as the calculation. 

 The beta version of the new website and CaFC, launched on 12 August, 

incorporates all the policy and presentational decisions listed above. The aim of 

the beta phase has been to test the new service with users whilst it is still in 

draft form, so that we can make improvements before the new service goes live 

and the existing website is taken down.  

 One clinic has legally challenged the new CaFC service, focussing particularly 

on the way that birth statistics are presented. Given that the service is in the 

beta phase – and therefore likely to change in response to feedback – the court 

hearing has been scheduled for mid-December, after feedback has been 

received and analysed and the Authority has made today’s final decisions 

about how the service will look. 

 In this paper we present the evidence gathered during the beta feedback period 

and make recommendations for improvements to CaFC. We will then make the 

improvements to the service before it goes live in early 2017. 

 

 

 To gather feedback on the beta CaFC service, we ran an eight-week public 

consultation, with the following elements: 

                                                

 

1 The profile page for clinics not offering IVF shows pregnancy or birth statistics for either donor insemination or IUI. 
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 an online survey (see the report at annex A) 

 a workshop for clinic staff (see annex 5 of the feedback report annex A) 

 one-to-one user testing (report at annex B). 

 We also sought advice from the Information for Quality Advisory Group, which 

we reconvened for one meeting on 26 October to make recommendations to 

the Authority (recommendations at annex C). The group was augmented by 

members of the smaller stakeholder group which gave feedback on 

presentational issues during the design and development stage. The meeting 

on 26 October was chaired by Kate Brian. 

 In the survey, at the workshop and in user testing, we asked for views about 

how IVF birth statistics are presented on CaFC and whether we had made the 

right decisions about how the data should be aggregated or stratified. Members 

of the advisory group considered the feedback and made recommendations – 

referenced throughout this paper – about how the IVF birth statistics on CaFC 

could be improved. 

 A total 1500 people visited the beta website during the feedback period, which 

ran from 12 August to 7 October 2016. 210 people responded to the online 

survey, of which roughly half were patients, donors or donor-conceived people 

and a quarter were professionals. 38 clinic staff attended the workshop and 12 

patients took part in user testing. 

 

 

 The current CaFC service is well used by patients and other users. It attracts 

around 15,000 visitors per month, most of whom find it via an internet search 

(where it ranks first in most searches), rather than being referred by another 

site. Where they are referred, most come from NHS Choices.  

 From face to face interactions with patients and from user testing, we know 

there is a real appetite for this service amongst patients. They value a neutral 

space where they can make like-for-like comparisons between services from an 

independent body they can trust.  

 However, the current service is complex, multi-layered, built on old technology, 

and uses a headline rate that is no longer supported by the sector nor promotes 

best clinical practice. 

 The new CaFC service is built on the following principles, as agreed previously 

by the Authority: 

 That birth rates are not the only measure of quality in a clinic – patient 

experience and our assessment at inspection are equally important and 

should be seen alongside birth rates. 

 Information about each clinic should be clear and helpful – it should show 

any meaningful difference between clinics, but equally show where there is 

no meaningful difference in performance. 
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 CaFC should be the go-to place for birth statistics, not individual clinics’ 

websites. Patients value enormously having as service which enables them 

to compare like with like, where statistics are presented clearly, transparently 

and in a way that they can trust.  

 

 

 Although outcome statistics are available for many other medical specialisms, 

there are some peculiarities in the fertility sector in the UK which provide 

important context when considering how IVF birth statistics should be 

calculated and presented. 

Competition between clinics 

 Because of the low level of IVF provision within the NHS, 60% of IVF cycles are 

funded by the patients themselves and nearly all clinics (including those within 

NHS trusts) offer services to private patients. In London, 71% of IVF cycles are 

self-funded. As a result, clinics compete with one another to attract customers. 

And given that patients rank birth rates as their most valued quality measure, 

how birth rates are presented matters greatly to many clinics. It affects the 

bottom line. That said, in Scotland, 55% of cycles are funded by the NHS, so 

attracting customers is not such an issue. 

Clinic size variation 

 The volume of treatments carried out varies in the 73 clinics offering IVF. 

Excluding one clinic which only carried out 2 cycles in 2013/4, the smallest 

clinic carried out 29 cycles and the largest 3800 cycles (including PGS, PGD, 

egg donation, fresh and frozen transfers).  

 Whilst only around 15% of clinics are small (ie, they carry out fewer than 500 

treatments each year), as soon as data is split by age and treatment, the 

numbers in each birth rate calculation reduce significantly even for medium-

sized clinics (those carrying out 500-999 treatments). This affects the statistical 

reliability of the data presented and makes it necessary to add caveats and 

confidence intervals so that patients do not draw false conclusions from 

statistics based on small sample sizes. This is why we have aggregated so 

much of the data in the beta service. 

Patient case mix variation 

 Many factors could impact on the outcome of treatments. The data presented 

cannot show the success of fertility treatment broken down by patient case mix 

because by doing so the groupings shown would be very small.  The only factor 

we are including is patient age at egg collection. This means the other 

variations between patients, such as reasons for needing treatment, previous 

obstetric history, previous treatment history, etc, are not included in any rates 

we present although the variation has the capacity to significantly affect the 

outcomes clinics achieve. 
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Geographical variation 

 There is a large concentration of clinics, many of which are large, in London 

and the South East. This region contains 40% of all UK clinics treating 42% of 

all UK patients. The region also contains 45% of the large clinics in the UK (ie, 

those carrying out more than 1000 cycles per year).  

Data accuracy 

 The data in CaFC has a high level of completeness and accuracy. Clinics 

submit data to us very soon after the reported activity has taken place. Some 

validation takes place at the time of submission and some data is chased up by 

our staff.  

 Clinics then have an opportunity to verify the statistics we publish on CaFC 

before it goes live. The statistics are refreshed every six months. 

It’s complicated 

 Given this context, how birth rates are presented is a complex issue. We need 

to balance clarity with statistical meaningfulness. We need to help patients 

navigate their way through what is a largely commercial, highly competitive 

sector whilst remaining neutral. Given the sometimes different interests of 

clinics and patients, we will never please everyone and we will never get it 

completely right, even if we have more data at our fingertips. 

 However, as the independent regulator of the sector across the whole of the 

UK, we have an important role to play, which might be summarised as follows: 

 We have a legislative duty to publicise the services that we regulate and to 

provide advice to patients – and there is clear demand for this information. 

 We have a legislative duty to promote compliance with the legislation and 

our good practice guidance. 

 Through our strategy, we have committed to increase and inform choice by 

using our data to improve outcomes and publishing high quality meaningful 

information for patients. 

 CaFC has an important role to play in achieving these aims. It can – and does – 

help patients make decisions about clinics and, where they have no choice of 

clinic, to understand more about the one they’ve been referred to. Besides 

offering information about services and clinic features, it presents accurate 

statistics about each clinic’s pregnancy and birth rates. 

 However, CaFC is not a predictor tool2: it cannot tell an individual patient what 

their chance of conception is at a particular clinic. Only a face-to-face clinical 

                                                

 

2 The Authority agreed to developing a predictor tool in future, though this has been scheduled for later development 
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consultation can do that. All CaFC birth statistics can do is to give a general 

idea of how good a clinic’s IVF service is and how it compares to others.  

 

 

 The most reliable statistics are calculated from national data. Each year, the UK 

fertility sector carries out nearly 70,000 IVF treatments. Even when stratified by 

treatment type and age bands, the sample sizes are large enough to be 

confident that any chance variation has no real impact on overall rates. 

 Once data is presented clinic by clinic, however, statistical reliability becomes a 

real issue. For the larger clinics, chance variation does not have a huge effect 

on outcomes, but this is an issue for small clinics and even medium sized ones.  

 The following example illustrates the point. Let’s say we have two clinics with 

exactly the same IVF birth rate, but with very different cycle numbers: 

 Clinic A Clinic B 

Birth rate 50% 50% 

Number of embryos 2000 500 

Number of births 1000 250 
 

 But what happens to the birth rate when, by chance, each clinic achieves 50 

fewer births? 

 Clinic A Clinic B 

Birth rate 47.5% 40% 

Number of cycles 2000 500 

Number of births 950 200 
 

 The birth rate for the large clinic is marginally different, whilst the birth rate for 

the small centre is dramatically lower. Both clinics, however, are within the 

national average, any difference in their performance is in fact illusory.  

 This is why we have included confidence intervals in the CaFC data since it 

was first launched in 2009. Without them, the data would be misleading. In the 

beta CaFC, we have used the term reliability range and shown it as follows: 
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  Figure 1: reliability range for a small sample 
 

 The clinic in figure 1 transferred only 66 embryos in this year and, although their 

birth rate was 23%, the reliability range is 11% to 41%.  

 For a large clinic, however, the range is much narrower. Figure 2 shows that for 

the large clinic, transferring 984 embryos in this year, the reliability range is only 

17 and 24%. Crucially, however, the performance of both clinic is within the 

national average. 

 

  Figure 2: reliability range for a large sample 
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 Below the chart, we explain what the reliability range means: 

“Reliability range  

The reliability range shows how confident we are that a clinic will repeat its 

success rate in the future – the narrower the range, the more confident we can 

be. Large clinics normally have a narrower reliability range. That’s not because 

their data is more accurate but because their rate is less likely to be affected by 

small changes in the number of births in one year. Small clinics aren’t worse but 

their success rate is more likely to be affected by these kinds of changes.” 

 

 These are difficult concepts to convey to patients. It seems counter-intuitive to 

be told to treat statistics with caution when they reflect events that really 

happened. But it can be done. In user testing, we found that patients struggled 

to grasp it, but most understood it when they read the explanation. The problem 

was that the explanation was too far away from the chart, which can be 

addressed in the design. We will also teach patients how to understand 

statistics on the CaFC landing page (https://beta.hfea.gov.uk/choose-a-

clinic/learn-about-choosing-a-clinic/), which they have to navigate through to get 

to the search page. We have just commissioned a short animation for this page 

too, which will be ready by the time we go live. 

 The advisory group discussed this issue and agreed that although patients find 

this difficult to understand, we should not abandon such an important health 

warning. Instead, we should seek to increase clarity and understanding through 

the design and wording on the page, using feedback from the user testing. 

 

 

 In January 2015, based on advice from the Information for Quality Advisory 

Group, the Authority decided that the primary headline birth rate for IVF should 

be births per embryo transferred. Adopting this rate would mean a greater 

emphasis on the clinical and embryological practices of the clinic and would 

promote our policy on single embryo transfer as a double embryo transfer 

would reduce a clinic’s birth rate in this calculation. The beta CaFC service 

uses this birth rate measure. 

 We did not ask in the beta feedback survey about the IVF headline measure of 

births per embryo transferred. However, there was an opportunity to make 

comments in open text on any aspect of the website and some respondents 

raised issues about the headline both in the responses and at the clinic 

workshop. A few respondents argued against births per embryo transferred 

(see paragraphs 3.15-3.20 in the feedback results report) claiming that it: 

 acts as a disincentive to replace the number of embryos that are clinically 

indicated 

 is difficult for patients to understand and doesn’t give them a picture of their 

overall chance of success 

https://beta.hfea.gov.uk/choose-a-clinic/learn-about-choosing-a-clinic/
https://beta.hfea.gov.uk/choose-a-clinic/learn-about-choosing-a-clinic/
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 does not show the clinic’s performance around safe ovarian stimulation 

practices. 

 In the legal challenge it has been suggested that births per embryo transferred:  

 is a more complex measure than live births per cycle started and is harder 

for patients to understand 

 relates to a smaller subset of patients who reach the embryo transfer stage 

 can be confusing for patients if a multiple embryo transfer results in the birth 

of twins or triplets 

 makes it difficult for patients to identify a successful clinic which uses double 

embryo transfers when clinically indicated. 

 However, a number of respondents took the opportunity to restate their support 

for births per embryo transferred as the headline IVF birth rate measure (see 

annexes 1 and 2 of the feedback results report). In light of comments both 

critical and supportive the IfQ Advisory Group was asked whether it still 

supported the measure. 

 The advisory group restated its support for the measure. At the meeting on 26 

October, there was some confusion about whether the original IfQ Advisory 

Group recommendation to the Authority was babies per embryo transferred, 

rather than birth events per embryo transferred, although subsequent 

discussions amongst the group confirmed that the recommendation was in fact 

birth events per embryo transferred. This was clearly the question in the 2014 

consultation and the recommendation to the Authority in January 2015.  

 One member of the advisory group maintains that babies per embryo 

transferred is the preferred measure arguing that it is a better reflection of the 

clinic’s embryology skills. The downside of this calculation is that it does not 

promote single embryo transfer. They argue that this is captured by the third 

headline rate of proportion of multiple births. However, the advisory group as 

whole agrees that birth events per embryo transferred is the best measure 

because it reflects good embryology skills and promotes single embryo transfer.  

 Looking at the views expressed during the beta feedback period, we can see 

no case for changing the policy of having births (ie, birth events) per embryo 

transferred as the headline measure, for the following reasons: 

 It promotes good clinical practice around embryo transfer, namely the 

transfer of one good quality embryo with the aim of producing a birth event, 

preferably a singleton baby. 

 As such, it reinforces our policy to minimise multiple births following IVF, 

thereby reducing significant risks to IVF mothers and their babies. 

 It is possible to explain the rate and the reasons for using it to patients, and 

we have useful feedback from user testing about how to do this. 

 Finally, births per embryo transferred is supported by a majority of 

professionals in the field and by the British Fertility Society, the body 

representing all professions within the fertility sector.  
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 The argument that the measure makes it difficult for patients to identify a 

successful clinic where double embryo transfer is clinically indicated 

underestimates the importance of a measure which promotes single embryo 

transfer. Births per embryo transferred removes the disadvantage currently 

faced by clinics with good embryo transfer policies which are disadvantaged in 

the births per cycle started calculation. The move to births per embryo 

transferred therefore reflects a wider policy to minimise the proportion of twins 

following IVF and to promote the birth of a single healthy baby as the best 

outcome of IVF. The births per cycle started measure has not been removed 

from CaFC, it is still available on the detailed statistics page.    

Recommendation and alternative option for the Authority: births per 
embryo transferred  

1. Recommended option: retain births (ie, birth events) per embryo 

transferred as the headline IVF birth rate on CaFC. 

 

2. Alternative option: consider using a different birth rate, such as births per 

cycle started or babies per embryo transferred. 

 

 

 As noted above, the beta CaFC service shows IVF birth statistics in three 

areas, presented differently in each one. At the highest level, in the search 

results (figure 3 below) and at the top of each clinic’s profile page (figure 4 

below), the births per embryo transferred is displayed alongside the patient and 

inspection ratings. The underlying calculation is all types of IVF treatment (IVF, 

ICSI, PGS, PGD, using the patient’s own eggs and donor eggs) and patients of 

all ages: 
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  Figure 3: search results 
 

 

  Figure 4: top of the clinic’s profile page 
 

 Further down the profile page, we present births per embryo transferred 

alongside births per egg collection and multiple births (figure 5 below). At this 

point we split the statistics into two age groups: under 38 and 38 and over. We 

also introduce the time period covered in the calculation; the concept of a 

reliability range; whether or not the clinic’s rate is consistent with the national 

average and the size of the sample (in figure 5, 984 embryos): 
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  Figure 5: births per embryo transferred on the profile page 
 

 From here, users can click to a separate page giving details statistics. The 

detailed statistics page allows users to search for statistics by treatment type, 

age band, embryo source and time period – and for IVF to see either births per 

cycle started or births per embryo transferred. 

 

 

 In the beta feedback period, we asked users for their views about the IVF birth 

statistics presented in the search results (figure 3 above) and at the top of the 

profile page (figure 4 above). 

 When asked whether it was right to have a single headline measure for IVF 

birth rate at the top of the page, more than three quarters of respondents to the 

survey disagreed. Unfortunately, this question is ambiguous, since it could be 

interpreted as meaning one of two different things: ‘is it the right place for the 

information’, ie, should there be a headline statistic at the top of the page? Or 

‘is it the right information to have in that place’ ie, should this or something else 

be at the top of the page?  

 The comments made by survey respondents and by those attending the 

workshop reveal that it is most likely to have been understood to be, and 

answers to have been given to, the latter. Most respondents think that it is 

reasonable to have a single birth rate measure at the top of the page, but that 

this should not include patients of all ages nor all types of IVF treatment. 

Workshop attendees said they would be much more comfortable with a single 

headline measure at the top of the page if it were less aggregated. However, a 
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few respondents felt strongly that IVF outcomes are affected by too many 

factors for any single measure to be meaningful. 

 The advisory group agreed that a headline measure at the top of the page is 

useful and allows simple comparison between clinics. However, they agreed 

that this should be less aggregated to make the comparison more meaningful to 

patients and less unfair to clinics. Whilst they agreed that the headline measure 

should only include women under 38 having fresh, stimulated transfers of IVF 

or ICSI (see below for full discussion), their recommendation was to move away 

from percentages in the presentation at the top of the page and to focus 

patients instead upon whether or not the clinic is consistent with the national 

average. So the top of the page might look something like this instead: 

 

 

  Figure 6: possible presentation of IVF birth rate 
 

 The advantage of a consistency measure is that it offers a simple depiction of 

the birth rate, in keeping with the simplicity of the inspection rating and the 

patient rating alongside. For each of these quality measures, there is an 

opportunity to view more detail elsewhere on the page. 

 However, the disadvantage is that it shows something which does not really 

differentiate between clinics, since few clinics are either above or below the 

national average. The ultimate question is whether it is important to differentiate 

between clinics at this point, or to reassure patients that the clinic is within 

national average, drawing their attention away from slight (and therefore 

illusory) differences in rates between clinics. 

 The other option is to remove birth rate information from the top of the page 

altogether, relying instead on inspection and patient ratings. However, given 

that the non-professional respondents to the survey ranked birth rates above 

inspection rating and the patient rating in terms of importance to them, to 

remove birth rates from this section would be very unpopular with patients. 

Options for the Authority: headline information at the top of the page 

1. Remove birth rate information from this section altogether, or 

 

2. present only whether or not the rate is consistent with the national average 

(see figure 6), or 
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3. present the clinic rate as a percentage, alongside the national rate (figure 

4, as it is on the beta service). 

 If the Authority decides on either option 2 or 3, there is a further decision about 

the patients and treatments which are included in this measure (see below). 

 

 

 If the Authority decides to keep the IVF birth rate in the search results and at 

the top of the profile page, however presented, members need to review what is 

included in that calculation. This decision also applies to births per embryo 

transferred statistics further down the profile page (figure 5 above). As 

mentioned above, this currently includes all types of IVF (PGS, PGD etc), 

patient’s own and donor eggs, fresh and frozen transfers and patients of all 

ages.  

Treatment aggregation 

 The feedback received during the beta phase was unambiguous in its rejection 

of grouping all types of IVF together in the IVF birth rate calculation. The 

advisory group reinforced this view. There was broad agreement that the 

following should be included in the measure: 

 IVF and ICSI 

 Cycles using the patient’s own eggs 

 Fresh embryo transfers 

 There was some debate about whether frozen embryo transfers should be 

included. Most felt that the outcomes of frozen embryo transfers are different 

enough to warrant exclusion, whilst a few felt that they were comparable 

enough to warrant inclusion. On balance, the advisory group recommended that 

frozen transfers should be excluded. 

 There were mixed views about whether unstimulated (or ‘natural’) IVF should 

be included in the IVF birth rate calculation. One group of clinics which 

performs a high proportion of natural IVF cycles felt very strongly that it should 

be excluded on the grounds that it is effectively a different treatment offered to 

a different patient group (see annex 3 of the feedback report). However, there 

was a heated debate at the clinic workshop, where some argued for natural IVF 

cycles to be included on the grounds that patients should be clear that it has a 

much lower birth rate than that of stimulated IVF (see annex 4 of the feedback 

report). 

 The advisory group had differing views about this issue, but ultimately agreed 

that natural IVF should not be included in the IVF birth rate. This means that for 

clinics offering a high proportion of natural IVF cycles, the headline rate will only 

represent their performance on stimulated IVF. To address this, the advisory 
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group recommended displaying natural IVF outcomes further down the page, 

rather than having to delve into the detailed statistics page. 

Age aggregation 

 The feedback received during the beta phase on age aggregation gives rise to 

a number of options, both for the headline rate at the top of the profile page and 

statistics further down the page. These are discussed in detail below but it is 

helpful to set out some high level considerations here: 

 Patients want more specific information relating to their age group. 

 Age does affect the chance of success. 

 However, there is an open question as to whether this more tailored 

information should be shown by reference to the national data, rather than at 

clinic level. Presenting many age bands will inevitably mean small sample 

sizes, which in turn means the rates are relatively meaningless and reliability 

ranges very wide (thereby confusing patients). 

 It was clear from the feedback that respondents to the survey and professionals 

attending the workshop think the headline rate at the top of the profile page 

should not represent all ages. They thought this made meaningful comparison 

between clinics difficult and was unfair to clinics who treat an unusually high 

proportion of older patients. 

 The advisory group agreed with this feedback, though it thought that the age 

breakdown further down the clinic profile page – under 38 and 38 and over – 

was reasonable. They felt that splitting into any more age bands at this point 

would encourage patients to read too much into the results and would reduce 

the sample sizes, resulting in reduced statistical reliability. 

 Some felt that it is important to present statistics in more age bands on the 

profile page, so as to present more specific information for patients and to show 

how much the birth rate differs according to age. At the clinic workshop, some 

argued that small sample sizes are only an issue for small clinics (15% of all 

clinics) and data presentation should not be organised around them. However, 

it is important to remember that we are talking about reducing the sample sizes 

in more than one way: removing frozen transfers (23% of transfers) and donor 

egg cycles from the IVF calculation and then stratifying by more than two age 

bands would significantly reduce samples sizes – and will be likely to affect 

medium-sized clinics too. One solution to this quandary might be to use a 

differential approach for large and small clinics by showing national data where 

the sample size in a particular category dips below a certain threshold. 

 An alternative suggestion at the clinic workshop was to present the birth rate for 

the ‘gold standard patient’. This might show fresh, stimulated IVF and ICSI in 

women under 35, using the patient’s own eggs. There was a suggestion at the 

workshop that this should include a minimum number of eggs collected, as a 

proxy for ovarian reserve.  One argument against using eggs collected as a 

proxy for ovarian reserve is that the number of eggs collected may depend on 

the particular stimulation patients have and how they responded to it.  For 
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instance, the ‘mild’ stimulation process that some clinicians use aims to only get 

five eggs, so low numbers of eggs is not always correlated with what the patient 

could produce. 

 There was also a suggestion that we allow users to filter information according 

to their own age (rather like on the detailed statistics page), though this 

functionality is not currently available and would have to be added later in 2017 

at additional cost. 

 After considering these options, the IfQ Advisory Group recommended using 

under 38 for the headline rate at the top of the profile page, since the birth rate 

generally declines after this age. The cohort of patients in this age group is also 

larger across most clinics, making comparison more meaningful. It was also felt 

that this would remove any unfairness that might otherwise arise for clinics 

treating a larger proportion of older patients as such women have on average a 

lower chance of success than younger age groups, regardless of where they 

are treated.  

 There might be a concern that older patients, on seeing that the single headline 

birth is based on patients under 38, see it as an irrelevant quality measure for 

them. However, there is a good argument that if a clinic can successfully treat 

one cohort of patients (under 38) it can successfully treat other age cohorts. 

Therefore, a headline rate derived solely from the under 38 cohort is a good 

illustration of the quality of the clinic’s clinical and embryological practices. It will 

be clear to users which age band the headline IVF rate is based upon and why 

we think this is a good overall measure of the clinic’s performance in this area. 

 When it came to presenting more age groups on a clinic’s main page, the beta 

user research findings reflect the fact that patients have differing information 

needs – some want more information and others are happy with the higher 

level. This view led a minority at the clinic workshop and at the IfQ Advisory 

Group meeting to suggest that data could be shown divided into more age 

groups on the main clinic page rather than only on the detailed statistics page.  

The downside of this is that showing more age breakdowns may make patients 

feel like the data is representative of their own individual chances, which it is 

not. Equally, many users do not need or want this detail and so having this 

presented on the main clinic page may frustrate them. 

 The IfQ Advisory Group was happy to continue to show the two age breakdown 

(under 38 and 38 and over) further down the clinic’s main page as it is currently, 

alongside the data for all ages, as long as is clear that these statistics are a 

measure of how the clinic performs, rather than a predictor of individual patient 

success. The advisory group felt that more detailed age breakdown at this point 

of the site was inappropriate, but wanted us to continue showing this data 

divided into the existing six groups on the detailed statistics page. 

 So, pulling all these considerations together, what are the options for presenting 

the births per embryo transferred calculation? It’s clear from feedback and the 

recommendation of the advisory group that the calculation should not include 
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as many different types of treatment as it current does, though there is a more 

open question about unstimulated (natural) IVF. 

Recommendation and options for the Authority: treatment aggregation 

1. Recommendation: the IVF birth rate calculation should only include fresh, 

IVF and ICSI, using the patient’s own eggs. 

 

2. Option: the IVF birth rate calculation should exclude unstimulated (natural) 

IVF, or 

 

3. Option: the IVF birth rate calculation should include unstimulated (natural) 

IVF. 

 

 It is also clear that aggregating all ages is an unpopular approach. There are a 

number of options available for which age group to base the headline rate on 

instead of aggregating all ages. Equally, the statistics further down the clinic 

page could be presented as they are in three bands, or divided into more 

categories. 

Recommendation and alternative options for the Authority: age 
aggregation for headline rate at the top of the page 

 

1. Recommended option: present the statistics for just under 38s  

 

2. Alternative option 1: present the statistics for the ‘gold standard’ patient. 

 

3. Alternative option 2: present the statistics for both under 38 and 38 and 

over  

 

4. Alternative option 3: present the statistics for more age categories (some 

debate as to 3, 4 or 6 age bands). 

Options for the Authority: age aggregation for statistics further down the 
page 

1. Retain the current age banding of all ages, under 38 and 38 and over, or 

 

2. Present the statistics in more age categories 

 

 

 A few respondents suggested that we review the time period for the births per 

egg collection calculation, so that we align it with the time period for births per 

embryo transferred. 
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 We didn’t ask about this issue in beta survey, but we did discuss it briefly at the 

workshop. It is also mentioned in the clinician’s submission at annex 1 of the 

beta feedback report (see page 46). 

 The advisory group discussed the issue and recommended that we should 

retain the current time period of two years from the time of egg collection. They 

felt that their original recommendation had been made after lengthy deliberation 

and they could not see a compelling reason for departing from that decision. 

 There will be advantages and disadvantages of any time period chosen.  Whilst 

a shorter time period will make the data more recent, it will inevitably exclude 

some patients who may have a successful transfer after the time period has 

elapsed. As with all of the measures presented in CaFC, we will keep this 

measure under review to make sure that we strike the right balance.  

Options for the Authority: births per egg collection time period  

1. Recommended option: retain the two-year time period recommended by 

the IfQ Advisory Group. 

 

2. Alternative option: reduce the time period to one year to align with births 

per embryo transferred. 

 

 

 The timeline running up to the launch of the service is as follows: 

 Today’s decisions 

 Court hearing: mid-December (Judgment likely at some point in January 

2017) 

 Verification exercise for clinics to check data: December to February 2017 

 Design improvements to CaFC: January 2017 

 Government Digital Service assessment: early February 

 Final improvements following assessment (if suggested): February 

 Launch of the live service: February/March 

 Before the website goes live we will carry out further user testing to test any 

changes that are made. An in-page feedback mechanism will also be in place 

when the website is live so that users can tell us what they think of each page. 

In this way, we will continue to receive feedback throughout the life of the site 

and so keep everything under review. 
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Indeed, in the same paper, the apparent differences between clinic within the UK 
disappeared using this measure. (see graph below) 
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As early as 2004, Thurin et al in a randomized multicenter trial in the New England 
Journal of Medicine demonstrated that the transfer of 2 fresh embryos had a 
significantly higher LBR (43%) compared to an elective fresh single embryo transfer 
(30%). However, when a single frozen embryo was transferred into those that did not 
get pregnant in the eSET group the LBR became 39% which is no longer significant. 
The multiple birth rate in the double transfer group was significantly higher (33% vs 1% 
in the single transfer group). Kalu et al in 2008 (BJOG. 2008 Aug;115(9):1143-50) 
showed that the LBR following elective single blastocyst transfer and additional frozen 
transfer in those that did not achieve a LBR in the fresh cycle was equivalent at 68% 
compared to those with double blastocyst transfer of 69%. The multiple birth rate 
however was 5% and 46% respectively.  

Given the above data, if we are comparing two clinics; Clinic A transfers the best two 
embryos in the fresh cycle and Clinic B transfers one and freeze’s the other. In looking 
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at the fresh results (as is the case with the current data reporting) Clinic A will look 
significantly better than clinic B, but with a multiple birth rate of 30 - 50% dependent on 
age and embryo quality. When Clinic B transfers the other embryo a month or two later 
it may achieve similar results but with negligible multiple birth rate. The introduction of 
Live birth per collection (LB_EC) as an additional frontline measure negates this effect 
as clearly in this example there is no difference in the quality of either clinic. The 
difference in success rate is totally dependent on the embryo transfer policy of either 
clinic and the way the data is reported. (We have a problem with the time span for the 
data used – see later) 

The use of LB-Emb and LB_ EC will play some role in minimising the effect of embryo 
transfer policies and the under reporting of started cycles and will certainly improve the 
safety and health of babies born following IVF through the reduction in multiple birth 
rate. However, for such changes to truly benefit both patient and clinic, the published 
information must provide clarity to all and avoid any potential to mislead. 

It is important, however, to understand that the use of these measures or any other will 
never be sufficient to prevent clinics from playing the system. The other way is how to 
treat patients with reduced ovarian reserve. 

Treating mainly patients with good ovarian reserve  

For the same age group, a patient with good ovarian reserve is bound to do better than 
her counter part of similar age who has a reduced ovarian reserve. The former will 
produce a good number of eggs / embryos to choose from and the latter will produce a 
much smaller number of eggs or embryos so that the one transferred may probably be 
the only embryo available. It is well documented that the chances of pregnancy in the 
former will be higher.  

Therefore, clinics who primarily treat patients with high ovarian reserve will have higher 
LB_Emb even with a similar number of embryos transferred by virtue of more embryos 
to select from. Clinics who treat patients with reduced reserve should accept this. 
However, the data for patients should be transparent; for example, the average number 
of eggs collected (a reflection of ovarian reserve) per patient of different age groups 
ought to be published. The HFEA should be able to provide national results for success 
rate per eggs collected e.g. group the data 1 egg, 2-3 eggs, 4 – 6 eggs, 7 -10 egg, 10 -
15eggs and so on. The use of the national data is very informative and can and should 
guide treatment. 

Diverting patients with low reserve to other modalities not reported in the 
headline figure 

a) Natural cycle IVF  

 Advising patients with reduced ovarian reserve to undergo natural cycle IVF 
when the results of those cycles are not published in the headline figure is 
another method of driving patients with low reserve outside published 
headline data. It is because of this the inclusion of unstimulated cycle in the 
outcome is paramount – This however must also be included in the results 
per egg collection procedure. Obviously, some patients elect to use 
unstimulated cycles but we believe that they must be made aware exactly of 
the significant difference in the outcome even if the ovarian reserve is low. 
In London alone in 2014 data there were 750 natural cycles reported mainly 
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from 3 clinics. The total live birth from them was 26 making the success rate 
per cycle of only 5%. This is significantly less successful than the overall 
outcome for stimulated cycles not merely ‘it can be less successful’ as you 
mention in the information you provide. (Please see Appendix II) 

b) Batching eggs or embryos 

 In this situation, patients are advised to undergo 2-3 cycles of stimulation 
where eggs are collected and frozen, to all be thawed and inseminated later 
and all and the best embryo is transferred. The problem here is that the 
patients pay for 3 egg collections which with current methods of publishing 
are not included in the stats of the clinic. 

c) `Advising egg donation 

 This of course can be appropriate advice, particularly if low reserve is 
coupled with advanced female age. 

PROBLEMS WITH THE WAY THE HFEA PROPOSES TO PUBLISH DATA 

As our licensing authority and independent regulator, your strategy statement sets out 
your duty to increase and inform choice by “ensuring patients have access to high 
quality meaningful information”.  The unmistakable drive to reduce a clinic’s output to a 
single headline figure is anathema to this philosophy. This approach to data 
publication ignores the complexities of the treatments we perform and the plethora of 
factors that affect outcome and can skew data.  

The desire to publish a single headline figure that encompasses all ages, all types 
treatments, on the front page of any clinic belies a desire to provide the definitive 
ANSWER when everybody knows that there isn’t one. Such a single figure is against 
the advice of all statisticians, who have in the past recommended to the HFEA the use 
of a range with no central point.  

This approach will inevitably mislead patients, inaccurately assess clinics and go further 
towards creating a “league table” approach to data interpretation; a consequence that 
the HFEA have long denied was their goal. In its quest to simplify and achieve a simple 
headline figure, the HFEA rendered valueless the new approaches it has adopted. This 
is particularly pertinent when you take into account academic research that highlights 
that over 85-90% of people delve no further than the first page/level of an internet 
search. Therefore, a single “headline” piece of data on the first page, may be the only 
data at which a patient glance. 

 We will outline our concerns in more detail below. 

Age bands 

“All age groups” is a meaningless data point as highlighted by the HFEA many years 
ago and has never been used by any body as different clinics are likely to treat differing 
patient populations and the average age of the population treated can be significantly 
different. 

When the HFEA first published data regarding clinic outcomes in 1995, success rate 
was expressed as adjusted live birth per cycle.  This was based on an unpublished 
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statistical model developed by HFEA statisticians, taking into account factors such as 
age, embryo freezing, number of previous attempts, cause and duration of infertility and 
number of embryos transferred. This approach was soon abandoned and data was 
published crudely for ages below and above 38. This in turn was criticized and thus 
HFEA changed to adopting the internationally recognized and widely used data range 
to represent assisted conception outcomes (< 34, 35-37, 38-39 40-42 etc.). This is 
because age is the most important factor in determining the success rate for IVF 
regardless of the denominator used. 

Furthermore, to then also revert to the simplification of only using <38 and ≥38 age 
bands beggar’s belief. Published data for outcomes by the current 6-tier age bands 
(adopted by the HFEA for more than a decade) make it abundantly clear how outcome 
drastically changes from band to band even within the <38 or >38 group and as such 
the simplification to 2 simple bands is therefore misleading; (See appendix 1) 

- A 37 year old may will be given an artificially higher expectation of livebirth 
success by virtue of her inclusion in a <38 group that includes all ages below 
this mark.  

- Those above 38 are an even more heterogeneous group and success rate will 
be substantially different dependent on age distribution for patients above that 
age.  

o Those well above the 38 year cut off may be given misleadingly high 
expectations 

o Those just above the 38 year cut off may be given misleadingly low 
expectations 

Time Span for Live Birth per Collection (LB EC) 

We really do not understand why should the results for LB_EC be five years earlier.  It 
is understandable to have an extra year, after all, once a patient has a live birth she is 
not included in the analysis.  So, if the last egg collection was at the end of June, say 
2013, then the last potential transfer from frozen embryos should be 2014. The data 
therefore should refer to cycles performed between 2012 – 2013 and not as currently 
published (2011-2012) So, one extra year is more than enough for the absolute majority 
of patients who have frozen embryos and did not get pregnant from the fresh transfer to 
come back and use them (Your statisticians should be able to confirm this). Waiting for 
a full two years is not understandable and really makes the published data very old. 

It should only include data from patients undergoing fresh egg collection for the purpose 
of IVF or ICSI using their own eggs including natural cycle and PGS and the 
subsequent frozen transfers for extra year from those treatment types.   

Mixing all of this with egg freezing, donated eggs and so on makes the data difficult to 
verify and understand and subject to changes between different clinics so we may not 
be comparing like with like.   

Misleading Headline Figure (ALL IVF), 

As we mentioned before, livebirth per egg collection should be one year earlier than 
that being published for LB_Emb from fresh cycles.   
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It should only include data from patients undergoing fresh egg collection for the purpose 
of IVF or ICSI using their own eggs including natural cycle and PGS and the 
subsequent frozen transfers for extra year from those treatment types.  Mixing all of this 
with egg freezing, donated eggs and so on makes the data difficult to verify and 
understand and subject to changes between different clinics so we may not be 
comparing like with like.  The results from egg freezing, from egg donation, should be 
published separately for each clinic as well as nationally. 

 

The collective use of all sorts of treatment such as fresh, frozen transfer, egg freezing 
and egg donation into one single headline figure (ALL IVF), demonstrates a total 
misunderstanding of the difference between these modalities and the effect they can 
have on the apparent success of a clinic. 

1. It is one thing to look cumulatively at live birth from fresh and subsequent frozen 
cycles as is the case with LB_EG. It is another thing to include all frozen and 
fresh cycles performed in the same period, whether a pregnancy already 
resulted or not is simply wrong. This may make a clinic that carry on transferring 
single frozen embryos repeatedly looks worse than one that mainly use fresh. 

2. A clinic with a high proportion of egg donation cycles may appear to have a 
higher success rate than a clinic with no donation program. The results from egg 
donation, should be published separately for each clinic as well as nationally. 

3. The inclusion of cycles where eggs are frozen within the LB_EC is hard to 
understand. They should either be included in both birth per embryo transferred 
and per collection or not at all. We believe that egg freezing cycles should be 
treated as a separate entity alone and not included in either due to a lack of 
data on outcomes that may distort success in those clinics with a high number 
of such cycles. The results from egg freezing, like that from egg donation, 
should be published separately for each clinic as well as nationally. 

Natural or Unstimulated Cycles 

We welcome the inclusion of unstimulated cycle in the figures for LB_Emb as it is long 
overdue. However, there should be consistency here whatever the denominator is. It is 
very important that every egg collection performed should be included in the 
denominator when results are expressed as LB_EC. This is true whether the cycle was 
unstimulated or stimulated or with batching embryos. These are all cycles of treatment 
that the patients undergo and pay for; either directly or through the NHS.  

Therefore, the HFEA should publish data for stimulated and unstimulated cycles 
together whatever the denominator as well separately highlighting the success rate 
from natural cycles both nationally and at the level of each clinic. This is important since 
many such cycles are performed with the belief that the outcome of that treatment will 
be similar to the overall success rate of that clinic. 

Furthermore, given the debate regarding unstimulated cycles we advise that the HFEA 
publish national results outlining success rate related to the number of eggs collected. 
This is paramount as it will help a lot of patients with reduced reserve to understand 
what can aand can’t be achieved. (See Appendix III – Lister Fertility clinic data related 
to number of eggs) 
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Choose or Find a Fertility Clinic 

The information for quality group twice voted that the title of the new data publication 
would be “Find a Fertility Clinic”. Yet this was ignored by the executive and I am not 
sure whether this discrepancy was put put to the authority or whether the authority 
supported the executive’s view.  

 

“Choose a Fertility Clinic” directs the reader to believe that the information provided by 
the HFEA (especially results) is of a definitive nature. So, we, the “Authority”, will help 
you (the patient) to choose between the clinics. As oppose to, we the “Authority” 
providing you with information about different clinics and allowing you to decide where 
to go.  

Past publications by the authority used the title ‘Guide to Fertility clinics’. Although, this 
all appears to be semantics and all these publications are ultimately used as a league 
table, the emphasis in the name implies how the HFEA thinks of its publication. 

Other technical comments about website and data presentation . 

1. Going to the detailed stats section, the system asks 4 question, which is fine. 
The defaults in the choices is really is not what it should be. 

a.  You ask first, about the time period, the default, however is the oldest 
period in this case, 2011/2012.  There is nothing wrong in involving 
previous years but the default should be the latest data publication i.e. 
2013-2014 in the current published data. If the observer wants to look for 
earlier year or all combined as you provide them well and good. This is 
not difficult to programme the default choice should be latest years with 
live birth, followed by the most recent data for pregnancies. Other 
choices including combined data can follow that.  This, we believe, 
would reflect the most recent activity in any clinic and will not be 
confusing in make the choices (as is the case with current publication).   

b. Moving on to the type of treatment, normally we believe that should be 
combined IVF / ICSI. Other choices can follow so the observer can look 
at IVF alone or ICSI alone or egg donation alone it becomes easier (as is 
the case with current publication). Unfortunately, the default choice is 
what is called “all IVF”. This can be the last choice if at all, as it 
encompasses all sorts of treatments including frozen transfers, fresh 
transfers, egg donation and in this case they are not even related to the 
cycles so whether a patient became pregnant or not. We believe it is an 
inappropriate choice but if you insist on keeping it , it ought not be the 
default. 

c. Age the defaults to 35 – 37 we believe going chronologically is more 
appropriate with under 35 is the first choice. You should also have all 
ages as the last choice (as is the case with current publication) 

d. Finally, the choices in whether what type of embryos, eggs, fresh or 
frozen, again, it should really default on the most common which is fresh 
embryo, patient’s eggs followed by Frozen embryos patients eggs then 
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followed similarly with donor eggs (as is the case with current 
publication).  

2. There is inconsistency in the way the data is presented. In the front page 
LB_Emb is displayed first. In detailed analysis page, the default choice is live 
birth per cycle. We believe that LB_Emb should have the same priority in 
detailed stats section 

3. You provide single live birth per cycle and multiple live births per cycle. We 
would have thought that the multiple live births should be referred to the total 
number of births rather than the percentage of those from the cycle as it starts.   

 

4. In the tap that address the proportion of Blastocyst to embryos transfer please 
add (%)  

5. Finally, it is impossible to go back from the detailed stats to the front page  

Summary 

Publishing LB_Emb is not new. It has been published by the HFEA for the last 6 years 
at least. The only difference that the HFEA gave it priority over LB per cycle started.  

I propose that the HFEA publish the front page exactly as before but putting LB_Emb in 
the top table followed by LB_EC, both of them broken down into the standard age 
bands in the same page format as it is published now. The HFEA can also add the star 
system etc. 

Every egg collection procedure – whether stimulated or unstimulated -  MUST be 
counted when data is published, whether that related to LB_EC or the current standard 
of per cycle started. Although there should be the ability to tease out data per clinic for 
stimulated or unstimulated cycles, overall results for any clinic, whatever the 
denominator, should include stimulated and unstimulated cycle and whether the eggs 
used were fresh or batched. 

HFEA should stop publishing a single headline figure per clinic. The continued 
transparency of clinic data reporting is essential. Clinic outcomes are not simple and 
dependent on a number of clinical, demographic, funding and financial factors. The 
HFEA has to accept and indeed promote that data publication and success rates is a 
complex matter. The duty of the HFEA is to educate both patients and the wider public 
of this and outline why a single figure is inappropriate. 

Annex I 

Inaccurate assessment of clinic quality 

Changing to the age bands suggested may inaccurately portray the quality of 
clinic, which we can demonstrate using a worked example. 

Age Distribution Of Treated Patients ≥38 and effect on LB/embryo: 
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The data below confirm that nationally 34.3% of cycles are performed in women ≥38 
and shows the decline in outcome as age group increases. 

HFEA website data 

Age group Proportion of  

Transfer cycles : 

National Average 

LB / Embryo 
transferred 

   

18-34 43.9% 26.9% 

35-37 21.7% 21.9% 

38-39 14.6% 14.9% 

40-42 13.4% 8.3% 

43-44 4.0% 3.0% 

45+ 2.3% 0.9% 

 

If we therefore compare the outcomes of 3 clinics.  

CLINIC A (“HFEA National Average Clinic”):  

- National average for age distribution 

- National Average for LB/embryo transferred in all current age bands 

- Transfers 1.75 embryos in all women ≥38 (National HFEA data) 

- Headline combined ≥38 LB/Embryo: 10.0% 

Age 
group 

Distribution 
of cycles 

(National 
Average) 

Number 
of 
Transfer 
Cycles 

Embryos 
transferred 

Livebirths 

LB/Embryo 

(National 
Average) 

      

38-39 14.6% 146 256 38.1 14.9% 

40-42 13.4% 134 235 19.5 8.3% 

43-44 4.0% 40 70 2.1 3.0% 
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45+ 2.3% 23 40 0.4 0.9% 

      

Combined  343 601 60.1 10.0% 

 

CLINIC B : 

- Minimal cycles in older age groups 

- Highest proportion of ≥38 group in the current 38-39 band than any clinic 

- Headline combined ≥38 LB/Embryo: 14.0% 

 

Age 
group 

Distribution 
of cycles 

 

Number 
of 
Transfer 
Cycles 

Embryos 
transferred 

Livebirths 

LB/Embryo 

(Lower than 
Clinic C) 

      

38-39 12.1% 125 192 29 15.1% 

40-42 2.2% 23 37 3 8.1% 

43-44 0% 0 0 N/A N/A 

45+ 0% 0 0 N/A N/A 

      

Combined  148 229 32 14.0% 

 

CLINIC C:  

- Less selective policy with even distribution in all age groups 

- Headline combined ≥38 LB/Embryo: 11.1% 

Age 
group 

Distribution 
of cycles 

 

Number 
of 
Transfer 
Cycles 

Embryos 
transferred 

Livebirths 

LB/Embryo 

(Higher 
than 
Average) 
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38-39 16.0% 328 477 99 20.8% 

40-42 22.2% 455 726 74 10.2% 

43-44 9.8% 200 307 6 2.0% 

45+ 3.4% 69 93 0 0% 

      

Combined  1052 1603 179 11.1% 

 

The data above clearly demonstrate that the proportion of patients treated in each age 
band above 38 can significantly influence the outcome of a single headline figure of 
≥38.  

The clinic with the lowest LB_Emb outcome in all age groups appears to have the 
highest success rate using a combined figure for all ages ≥38 by virtue of their patient 
group, either as a consequence of perhaps clinic selection criteria, demographics or 
funding differences. Similarly, the clinic with the highest LB_Emb in all age bands 
appears to have the lowest success. 

 National Average clinic:   LB/embryo ≥38 10.0% 

 Clinic B: Poorer outcomes in all bands LB/embryo ≥38 14.0% 

 Clinic C: Higher outcomes in all bands LB/embryo ≥38 11.1% 

Similarly distorted outcomes can be shown for LB_EC when comparing such clinics. 

Such differences in clinic demographics are not uncommon and could mislead a 
significant proportion of patients as well as unfairly impact on clinics. 

Annex II 

Stimulated and Unstimulated Cycles 

The following example highlights the importance of inclusion of unstimulated cycles in 
both LB_Emb and LB_EC. Often, in such cycles, there may be no embryos to transfer 
due to no oocytes being collected or failed fertilization or cleavage. 

Worked Example: This is HFEA data 2014 for 3 London-based clinics (one of them 
receives all its eggs from a sister clinic nearby). This clearly outlines the effect of 
including all cycles on outcome, but in particular LB_EC (using cycle as a surrogate for 
collection).  

 Clinic A 

 Stimulated Natural All 
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 Clinic B 

 

 

Clinic C 

Cycles Cycles Cycles 

          

 Cycles Embryos Livebirths Cycles Embryos Livebirths Cycles Embryos Livebirths 

 313 510 81 379 353 26 692 863 107 

LB/Embryo 15.9% 7.4% 12.4% 

LB/Cycle 25.9% 6.9% 15.5% 

 
Current Headline Data 
Reported 

Currently not included in 
Headline Data 

Correct Data analysis 

 
Stimulated 

Cycles 

Natural 

Cycles 

All 

Cycles 

 Cycles Embryos Livebirths Cycles Embryos Livebirths Cycles Embryos Livebirths 

 558 856 238 164 88 7 722 944 245 

LB/Embryo 27.8 % 7.9% 25.9% 

LB/Cycle 42.6 % 4 % 33.9% 

 
Current Headline Data 
Reported 

Currently not included in 
Headline Data 

Correct Data analysis 

 
Stimulated 

Cycles 

Natural 

Cycles 

All 

Cycles 

 Cycles Embryos Livebirths Cycles Embryos Livebirths Cycles Embryos Livebirths 

 546 1136 141 198 204 4 744 1999 145 

LB/Embryo 12.4% 2 % 7.2% 
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Annex III 

 

Li[v]e birth per cycle (Lister Fertility Clinic 2011 -2014) related to number of eggs 
collected 

  1 egg 2 eggs 3 eggs 4-6 eggs 

< 38 (7/66) (16/113) (33/151) 152/500 

  8% 14% 22% 30% 

38 - 44 6/197 16/291 40/309 135/812 

  3% 6% 13% 17% 

LB/Cycle 25.8 % 2 % 19.5% 

 
Current Headline Data 
Reported 

Currently not included in 
Headline Data 

Correct Data analysis 



























 

 

The report attached comprehensively focuses on the last round of user testing (November 2016) and 
provides a good view of the specific moment in time in which testing took place. However, as a result of 
this it needs to further capture the broader context for why the direction has been taken on various 
features. The development team have requested revisions to be made to the report to meet this need as 
well as provide greater clarity and fairness for the findings in our usability testing. 

The Authority is asked to note this addendum when reviewing the report.  

 As the service is in a beta state we have tested it ‘as is’. This means that some elements of 

functionality were not in the preferred state of presentation. The report recommends certain changes 

be made that the development team are already aware of and will be made as part of the continued 

development of the website. By also looking at the ‘as is’ state it does not take into account previous 

testing comments which will have influenced the current iteration. 

 The testing method applied aimed to provide as realistic a setting as could be gained from an observed 

hour long test. The method presented an emotionally engaging experience that resonates with the 

participant moving the testing away from a potentially artificial task based exercise. 

 As the report deals with a small sample set (specifically for the purpose of qualitative feedback) the 

report will replace percentage measures to actual participant numbers. 

 A short bullet point will be applied to each section to introduce the positive aspects of the site so the 

team understands what is working well. The report itself focuses on areas for improvement but the 

positive aspects will help set the broader picture of how close to meeting user needs the site is. 

 Referencing the existing HFEA service – we acknowledge that the new website is an improvement on 

the existing one given the foundation level of understanding of its flaws. To this end we do not want to 

compare it with the old site as a measure of quality. The old website is of its time and thus is fully 

expected to not be as good as the new one. 

 There is generalisation applied to various points throughout the report. We are asking for references to 

user testers to be stated in majority/minority or specific numbers. This will avoid ambiguity in weighing 

up the decision to act on recommendations or areas of concern raised in the report.  

 An overview paragraph will set out the development team’s approach to the redesign of the website. 

This will context set the instances of ‘long’ scrolling pages etc.  



 

 

 Assumptions are made from the user testers actions. We want to reflect more accurately on what has 

come directly from them. These should be quoted or more accurately noted. Additionally, where an 

individual commented on something that has been presented it will be stated. The comment will be 

viewed in the broader context of suitability for the majority of users.  

 More clarity will be provided around points of frustration to better explain whether the fault lay in 

content, layout, usability or design. Issues known by the team (for example the page stepping process 

currently applied to the detailed statistics section of CaFC) will be acknowledged. 

 More generally, the report will be adjusted to cite specific areas of the site that a comment was 

targeted at. For example, the presentation of CaFC tackled a different set of user needs to the 

information pages. This will help set the priority of development work needed. 

 Comments that needed to be pushed for will be made clearer. For the most part the testing aimed to 

get the views as they were from the participants; where necessary the team would probe with more 

exploratory, open questions. 

 There is a strong focus on rationalists and as a result some of the suggestions for conformists and 

‘intuitive/dependant’ thinkers will be elaborated upon for balance. 

 The pre testing questionnaire will be packaged as an appendix. The charts displayed provide an 

aggregated score applied by the user testing team to determine the cognitive behavioural fit. 
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1 EXECUTIVE SUMMARY 

Reading Room conducted a review of the Public Beta website with a representative sample of 12 

potential site users. 

The purpose of the review was to examine whether the user experience is meeting expectations 

and needs and identify improvements that can be made.  

Tests were conducted on site at Reading Room and on Skype. The HFEA product owner and 

other staff observed the sessions. 

 The website experience is very well aligned with user expectations and needs, and 

participants were unanimous that it is a huge improvement to the current version.  

 The Choose a Fertility Clinic service is the USP for the site and was highly praised, 

although there are still usability improvements that can be made to the search, search 

results and clinic detail pages. 

 Content was seen as welcoming and well written, with the conversational tone coming 

across very well. However, in some places the site was seen as lacking emotional 

engagement. 

 We studied how well the site meets the needs of the three cognitive decision making 

types who had been identified in the discovery research. Currently it is working well for 

‘rational/critical’ types but there are improvements that could be made to the experience 

to better meet the needs of ‘conformists’ and ‘intuitive/dependents’.  

 Changes to information architecture and content introduced at Public Beta stage, 

especially around the Choose a Fertility Clinic and Treatments sections have had a 

negative impact on findability of key content since the previous round of testing and 

should be reviewed. 

 There were concerns over the presentation of Patient Feedback, and the process for 

gathering it, and doubts about how reliable this data will be.  

 There are a number of site wide design issues to address to improve the experience. 

 More could be done to link-up content around informative / educational journeys. 

This report focusses on issues – once we have had an opportunity to discuss findings with the 

HFEA project team members we will be in a position to make recommendations.  

The HFEA should then review and decide which recommendations to take forward, adding any 

changes to the backlog for the Website and CaFC where they can be prioritised alongside other 

work.  
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2 METHOD 

2.1 Public beta prototype 

The project is at Public Beta stage, a working prototype of the final system. The public beta 

prototype is built onto the full Umbraco environment, and hosted in Azure. The only difference 

between the environments and those that will be used for the final system is bandwidth, since the 

hosting was using a free test area, speed of page load is compromised, but it is otherwise a 

similar experience.  

The prototype had been loaded with a substantial amount of content by HFEA, including the full 

Choose a Fertility Clinic dataset. 

2.2 1-to-1 usability testing 

To test the usability of the Website and Choose a Fertility Clinic service we followed an industry 

standard technique known as ‘think aloud testing’ whereby a small sample of potential users of 

the site are asked to use the site. The tests are facilitated one-to-one sessions with a usability 

expert who observes their behaviour and asks them to explain as they go what they are doing 

and what they are thinking.  

For the beta tests we focussed on self-driven journeys, starting with a short interview in which 

people were asked about situations in the past where they had needed advice or guidance on 

fertility treatment, and then asked them to show us what they would have done with the HFEA 

website if they had access to it at the time. This gives deep insight into their user experience and 

any issues that are preventing them from achieving their objectives. 

Half the tests were conducted face to face, with the remainder being conducted over Skype. All 

sessions were recorded.  

2.3 Recruitment of users 

The 12 participants included 11 women and one man undergoing treatment.  They represented a 

range of our target audiences, including:  

 women undergoing treatment 

 partner in a same sex couple 

 partner in a heterosexual couple  

 women who have donated eggs (egg sharing) 

 single women who have undergone treatment 

 a GP (who was being interviewed as a fertility patient herself rather than as a doctor) 

Participants were paid a small financial incentive for taking part. 
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The sample had an over-representation of people who had been through treatment already, as 

opposed to those seeking treatment. This may introduce bias due to people looking at the site ‘in 

hindsight’, with much greater knowledge of fertility treatment than they would have had at the 

start of their treatment journey. 

There was also an over-representation of people who had used donor eggs or sperm, due to the 

recruitment channel adopted by the HFEA. It is not thought that this will have had much influence 

on their views or information needs with the exception of an interest in the practical and legal 

issue around use of donated gametes.  
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3 THREE DECISION MAKING STYLES 

A pre-session questionnaire was designed in order to assess the individual differences in the 

ways people prefer to process information and make decisions (rational, dependent/intuitive, and 

conformist). This approach enabled us to explore how well the HFEA website meets the needs of 

the varied audiences and helped us understand how we can increase the level of engagement of 

the different decision-making styles with the new version of the website. The decision-making 

style, as a measure, was formed by averaging responses to 15 separate questions and in total all 

12 people who were recruited to participate in the 1-to-1 usability sessions completed the 

questionnaire.  

Based on earlier research we have identified three decision styles; a rational style; a 

dependent/intuitive style; and a conformist style. However, it is worth mentioning that the 

decision-making styles are independent but not mutually exclusive and that some people seem to 

use a combination of decision-making styles when making important decisions. Out of the 12 

people who participated in the testing we have identified two patterns: some people exhibit a mix 

of decision-making styles while for others only one of the aforementioned styles dominates.  

 

3.1 Dependent / intuitive 

Most respondents (76%) revealed that they tend to rely on hunches and feelings whilst they are 

making a decision and that they value the advice of people in similar situations to them (e.g. 

“When I make a decision about the right clinic for me, it is more important for me that the decision 

feels right”, “When I make decisions about which clinic(s) to consider, I tend to rely on my intuition 

and my inner feelings & reactions after talking to the clinic”, “It’s important to me that I talk to 

women who have undergone similar treatment before I make any decisions”). Only 11% of 

respondents indicated that they are not dependent/intuitive, as can be seen in the graph below. 
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Respondents who were identified as dependent / intuitive were generally happy with the look and 

feel of the new version of the website. Font style and colour choices were well received and the 

absence of baby images was very much appreciated. Tone of voice and language were also 

praised as were the personal stories in the emotional support page. The idea of including videos 

alongside the written text was welcomed by most participants.  

One notable example was a woman who had successful treatment in the past and when she was 

prompted to read a personal story, commented:  

“The more that you feel that you are not on your own the easier it becomes.” 

However, participants were unable to connect with the patients’ stories that are scattered through 

the audience and treatment pages due to lack of images, names, and links to expanded stories. 

Additionally, a desire to find information about emotional support and post treatment counselling 

was expressed by some participants. There were also some concerns that there was no content 

aimed at men (or at least, they didn’t see themselves in any of the categories offered) and single 

women sometimes objected to the term ‘single’.   

Patient ratings were considered as a very important factor in their decision-making process, for 

example one participant commented: 

“There is nothing more useful in this world than the experience of people who actually were 

patients in a clinic.” 

However, some participants struggled to relate to the star ratings alone and expected to see free-

text comments and reviews. There were also some people who felt that it wasn’t clear if the 

patients’ rating comes from the clinic or HFEA. Finally, it is worth mentioning that for people who 

have the tendency to trust their gut feelings and the advice of people they can relate to, statistics 

and success rates still matter to them as long as they are presented in a clear and uncomplicated 

way so that they can understand and appreciate them.  
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3.2 Rationale / Critical  

The rational / critical style, which refers to the tendency to make decisions using rationality, 

seems to apply to the majority of the participants, since 64% either agreed or strongly agreed with 

questions aiming to identify the rational decision-making style (e.g. ‘‘My decisions about the clinic 

I use requires a lot of careful thought’’, “I will make any decisions about the right clinic in a logical 

and systematic way”, “When making a decision about which clinic to use, I initially consider all 

clinics in my area that I feel can help me, and research each of them in turn before narrowing 

down the number”). Only 17% of them disagreed or strongly disagreed with the relevant 

statements, although it is worth mentioning that 19% remain indecisive, as can be seen in the 

graph below. 

 

  

 

In general, respondents who were identified as rational decision-making styles admitted that the 

new version of the website was a significant improvement on the current HFEA website. Rational 

decision makers use analysis, facts and a step-by-step process to come to a decision and the 

structure and content of the beta website resonated with them. The key facts in the treatment 

pages as well as the more detailed information about clinics drew people’s attention and received 

a warm approval. In general, the language and tone of voice appeal to participants, commenting 

that: “tone of voice feels appropriate”, “language is good and uncomplicated”, “very 

straightforward language and easy to understand”. It is worth noting, though, that a lack of clarity 

and explanation over language was noticed and criticised by some respondents. More 

specifically, a need for more precise language around birth rates (live or all), success rates (for 

which treatment, which age), and inspection rating was expressed and led some to question the 

value of the data. Particularly regarding the inspection rating some respondents weren’t aware 
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that the HFEA gives clinics a rating and didn’t know where this data had come from, and there 

were also a few misinterpretations of some questions, e.g. “How do our inspectors rate the 

clinic?” caused confusion as to whether the question refers to a specific clinic or implies more 

generic information with some respondents stating that “How do our inspectors rate this clinic?” 

would be clearer. 

There is a large amount of information presented to users while searching for a fertility clinic, the 

main purpose of which was to help them make a more informed decision by breaking down the 

searching process. The downside is that there is now so much content in advance of finding the 

call to action that inadvertently results to overloading people with too much information. Most of 

the respondents were unable to process the amount of information presented to them and they 

were ending up feeling lost or frustrated and some even giving up.  

Rational decision makers seemed really happy with the detailed statistics and more importantly 

with the fact that they would be able to access data for people in a much more similar situation to 

their own. There was even one respondent who commented: “this is the only data that really 

matters” and another one who revealed “statistics for me is the most influential thing”. However, 

the process that needs to be followed in order to review the detailed statistics, splitting the form 

over 4 pages, frustrated respondents with one giving up entirely. Furthermore, even for people 

with a reasonable understanding of basic statistical ideas, a confusion around the graphs was 

evident and whilst most people correctly interpreted the clinic birth rate vs the national rate, there 

was little understanding of ‘reliability’ despite an explanation being on the page itself. 

Finally, it became apparent that for people who are making decisions using rationality, the 

patients’ rating plays a less important role in their decision making process, as one of the 

respondents clearly explained: “I will definitely take patients’ ratings into consideration but for me 

it’s the actual statistics and success rates that are most important”. In addition to that, people 

appeared more suspicious of the authenticity and value of the ratings, expected more clarity on 

how the ratings are to be policed and how the HFEA intends to establish whether ratings are from 

patients, and some even questioned whether they would trust the ratings without this knowledge.  

3.3 Conformist 

Interestingly, only 36% of respondents indicated that they are conformists and that they rely 

purely on the opinions of healthcare professionals and medical experts whilst they are making a 

decision (e.g. “My choice of clinic is influenced by the recommendations of my GP”, “I spend time 

reading the thoughts and opinions of experts before making any decisions about treatment and/or 

clinic”, “It’s important that I am given guidance by professionals about which clinic I should use”). 

An almost equal number of respondents (33%) disagreed or strongly disagreed with the 

questions aiming to identify the conformist decision-making style. Also, 31% didn’t express a 

clear view and preferred to remain neutral, as can be seen in the graph below. 
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Although the data suggests that respondents tend to rely less on the opinions and 

recommendations of professionals and medical experts when they are making decisions for a 

treatment and/or clinic, this by no means infers that they don’t value the impartial, valid and 

accurate information that comes from an expert or an independent source. One notable example 

was a donor conception parent who commented: “Legitimacy is the most important thing for 

people, anything endorsed by HFEA would be reassuring for me”. Similarly, another woman who 

had successful treatment revealed that: “just the fact that the information comes from HFEA 

makes it safe”.  Based on these comments and given that there was no content specifically aimed 

at conformists within the treatment pages (for example, HFEA endorsement for treatment pages 

or explanation of the role of HFEA at this level), we recommend to add HFEA endorsements that 

would establish the authority of the content. As one participant stated: “I wouldn’t question the 

authenticity of HFEA”.    
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4 HOME PAGE 

The home page was well received – seen as 

providing a good statement as to who the 

HFEA are, and was a welcoming route in. 

Users liked the vibrancy of the colours used 

and the bold, large text. 

Since the last version we tested, the “I am 

seeking treatment for” and “Treatment search” 

boxes had been switched round. This 

appeared to work better for users.  

Few users took the time to review content 

below the green box, although this may be 

because of the nature of testing and the 

scenarios we asked them to explore, which 

didn’t call for them to find anything specifically 

on the home page.  

 

 

Recommendations 

We have no specific recommendations for changes to the homepage, which appears to be 

performing well. However, please refer to later recommendations on providing a cue to indicate 

long scrolling pages, and closing up unneeded whitespace – in Section 7. 
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5 AUDIENCE AND TREATMENT PAGES 

5.1 Audience journeys, connection with navigation options and 

expectations of context 

- People who start their journey by accessing one of the audience pages such as Women 

over 38, or Single Women are then expecting that this will set the context for the rest of 

their journey, and are surprised at seeing general information on treatment types.  

To explain this observation in more detail – we saw people who started by selecting an audience 

landing page as their route in who then seemed to expect it to set the context for their usage of 

the site, as if these were routes into dedicated site areas for this type of user. For example, one 

participant who had chosen “Women over 38” as her starting point then was confused when she 

had navigated to a page about IVF treatment, because the site switched back to talking about the 

treatment in general and not about her specific needs as a woman over 38.  

 

We may need to do more to emphasise that the landing pages are just a starting point, they are 

not dedicated audience specific sub-sections of the website.  

Recommendations 

Description Type 

On the audience pages we recommend changing link texts to indicate that 
these are linking out of section – for example under treatments, the link 
for IVF currently just says “Find out more”. This could be changed to the 
version shown on the right, which indicates that the target is in a different 
section.  
 

Content 
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In vitro fertilisation 

(IVF)

IVF is suitable for people with 

a wide range of fertility issues 

and is the one of the most 

commonly used and 

successful treatments 

available for many people.

Read about IVF in the 

Treatments section

 
 

 

 

- The IA of the Treatments section includes a layer that groups treatments as “Explore 

fertility treatment”, “Fertility preservation” and “embryo testing and treatments for 

disease”, with actual treatments such as IVF, ICSI and IUI moving down a level. This 

appeared to lead to more people going through audience landing pages as they relate to 

the terms more, and haven’t seen the treatment options that they were seeking.  

 

 

The reasoning here is that people have in their mind what they want to find, and that relates to 

treatment types and clinics (the two main use cases for the site), but the Treatments navigation 

doesn’t feature familiar terms, and this appeared to lead to most users ignoring it and instead 

selecting one of the audience landing pages, which they could relate to more closely.  

Recommendations 

Description Type 

We could add the three high profile treatments, IVF, IUI and ICSI, as 
navigation options in the Treatments menu, running as a second row 
beneath the current options and providing short-cuts that take the user 
directly to the relevant treatment page.  
 
However, we recommend that action on this recommendation is deferred 
until after launch once analytics on live site usage are available.  
 

Content 
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5.2 Treatment journey feature 

- Within the Audience pages the “Treatment journey” content is seen as navigation and its 

purpose misunderstood.  

 

The treatment journey feature was misunderstood, with several users assuming it to be a next 

level of navigation, and expecting all the content below this feature to change based on their 

selection, not just the paragraph of text below.  

One woman also commented that the depiction of a linear journey was interesting, but not 

necessarily reflective of the order in which some women need to consider the various stages.  

In addition, the treatment journey feature is wrapping on some smaller screen dimensions and 

looks messy.  

Recommendations 

Description Type 

Review the design of the Treatment options page component. 
Recommend that the feature is placed inside a surrounding or background 
box or border to indicate that it is separate from the rest of the page. 
 

Design 

The wrapping issue might be able to be sorted out by sticking to content 
guidelines about the maximum number of content items in this feature. 
However, if the HFEA genuinely needs space to include more options then 
the design will need to be adjusted to accommodate this. 

Content / 
design 

 

 

5.3 Emotive user stories 

- People are not connecting with the patients’ stories that are scattered through these 

sections due to lack of images, no names, and no links to expanded stories 

The site contains many quotations and a fair number of user stories. People didn’t relate to these 

closely which is likely to be caused by the lack of imagery, lack of named sources and lack of 

expanded stories to click through to.  
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Without a name or a face to attach to, it is not immediately clear who the quotes are from: the 

HFEA, a patient, a doctor? This led to people not associating themselves with the people the 

quote is from.  

Recommendations 

Description Type 

The quotation component appears to be being used for both pull-quotes 
from an article and for quotes from a patient story. The designs for these 
two elements need to be distinctly different. Early designs for patient 
stories included imagery of the people involved, names and links to 
detailed stories. These should be revisited as they will resonate with users 
much more.  

design 

 

 

5.4 Q&A styling 

- The Q&A style is liked but implementation is clunky – especially the “open” and “close” 

controls, and the impact of long side boxes linked to a Q&A area that create lots of white 

space 

In general people responded very positively to the question and answer style and the tone of 

voice being used. However, some didn’t understand the ‘open’ and ‘close’ controls. This is likely 

to be causes as the user needs to click no a separate control rather than the text of the question 

itself, which would be more intuitive. It is made worse when the presence of a side bar feature 

forces the length of the content area to expand (as shown below), and in this case the “close” 

control is some distance away from the actual content it relates to, and the other side of a dividing 

line which some will see as a mental ‘stop’ signal.  



 

HFEA 
Public beta usability review 

 

 

 

 

Description Type 

Change the design of the Q&A block so that the user clicks on the actual 
text of the question to open the content feature. Also, review the styling of 
the ‘close’ link to be more closely associated with the text of the Q&A 
content.  
 

Design 

The whitespace issue with “Key Facts” shown above is best treated as a 
content issue. Editors needs to write content to achieve balance in length 
between the central column and the content blocks used on the right.  

Content 

 

 

 

5.5 Precision of language  

- There is a need for more precise language around birth and success rates  

Some users were annoyed by the lack of precision when quoting statistics. For example, on the 

treatment page for ICSI the following statistic is shown. 
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One woman questioned whether this was for women of all ages, or only for younger women. Also 

on the IVF treatment page the statistics refer to the “birth rate” and one woman questioned 

whether this was referring to live births, or all births (i.e. including still birth).  

Recommendations 

Description Type 

Review content, especially where statistics are stated that could be 
misinterpreted to remove any ambiguity.  

Content 

 

 

 

5.6 Treatment abroad 

- The content on treatment abroad was seen as scaremongering  

Some participants who had been for treatment abroad thought that the content on this topic was 

painting a negative picture and did not relate to their actual experience. Whilst they agreed that 

there are factors that potential patients need to consider, they also pointed out that they believed 

that they had received a high standard of care, in some cases better than their experience of UK 

clinics. They did not think that it was right for the HFEA to appear to be wanting to put women off 

this option.  

Recommendations 

Description Type 

Review content for tone and balance Content 

 

 

5.7 Audience categories 

- Some participants questioned the audience categories, struggling to see themselves in 

the options available.  
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In particular, there was no content aimed at men (or at least, the male participant didn’t see 

himself in any of the categories offered), Single women sometimes objected to the term “single” 

and some donor conceived parents questioned being put into a joint category with donor 

conceived children.   

Recommendations 

Description Type 

Add an audience category and content page for “Men” (exact name tbc) Content 

Consider separating out Donor conceived children and Parents of donor 
conceived children into two separate categories. 

Content 

N.B. We do not recommend having more than 12 audience categories at 
the very most, as the navigation will become visually difficult to process. 

 

 

 

 

5.8 A lack of content aimed at ‘Conformists’  

- There was no content specifically aimed at conformists within the Treatment pages 

Conformists are likely to respond well to content that they see as coming from an authority on a 

particular topic. The HFEA is one of the leading authorities on fertility treatment. Opportunities to 

communicate this authority to first time visitors are being missed. We think this is especially true 

on the key treatment pages for IVF, ICSI and IUI, which are known to be some of the most 

popular landing pages on the website. 

An HFEA endorsement on these pages explaining the role of HFEA could help to establish the 

authority of the content.  

Recommendations 

Description Type 

Create a styled spotlight for inclusion on the Treatment pages that informs 
people this is official guidance from the government regulator. This could 
be placed at the top left of all Treatment pages 

Design / content 
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Fertility treatment 

information provided by 

HFEA, the official 

regulator for fertility 

treatment in the UK. 

 
This needs design review – it is just a mock-up for illustrative purposes 
 

 

5.9 Content aimed at Donors 

- There is some confusion over the information architecture for donors, donor-conceived 

people, parents of donor conceived people + people seeking treatment with a donor  

This round of testing involved several women who had used donor sperm or eggs, and some who 

had donated eggs as part of their own treatment. There was some confusion over the 

arrangement of content on the site aimed at the various circumstances. 

 Some patients questioned the “Donation” section grouping which encompasses content 

aimed at people looking to become a donor, people seeking treatment with donor 

gametes and donor-conceived children and their parents.  

 One patient questioned the audience category “A parent of / or a donor-conceived child” 

suggesting that they believed these should be separate groups. 

Although it is possible to construct an argument for splitting out all these groups into their own 

section it should be highlighted that donor gametes are used in only 6% of all treatment, and so 

giving this audience an entire section of the website is already offering them high prominence 

given their numbers. It may be better to look at this as an issue of better sub-division and labelling 

of content within the relevant sections.  

 
Recommendations 

Description Type 

On the Donation section landing page – use content headings to clearly 
sub-divide the page into information for different audience groups, as is 
done on the audience landing page targeting Parents of / Child born 
through donor conception.  

Content 
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6 CHOOSE A FERTILITY CLINIC 

6.1 Supporting content around CaFC search 

- Some users are getting lost or frustrated trying to find the actual search form, and some 

giving up completely 

The HFEA took a decision that it doesn’t want to provide direct access to the CaFC search from 

the homepage (as is done on the current live site) and rather it would like people to only access it 

after first having considered what it is they should be looking for in a clinic. A lot of content has 

been added to explain to users the various factors they may wish to take into account and to 

explain where the data comes from and how to read it.  

We saw at Private Beta stage that the users responded well to this content and were still able to 

find the search form, however since then the content in this section has expanded, and based on 

our observations it appears to have gone too far, with some users struggling to find the search 

form and some giving up entirely.  

It should be pointed out that users did feel there was a lot of useful content here, and things that 

they really should know about – it’s just that there is so much of it between them and their actual 

goal that they are getting lost.  

- Too many similar titled pages in the CaFC section caused confusion, including people 

ending up on circular journeys.  

Part of the issue above is caused by having several pages with similar titles and content that 

appears to cross-over. We observed several users appearing to get lost on circular journeys 

taking them back to the page they started on, and others ending up going off on a tangent and 

leaving the Choose a Clinic section.  

 “Choose a clinic” (from the main navigation and “Learn how to choose a clinic” (from the 

second level navigation) appear to be identical. 

 “Choose a fertility clinic” (from the second level of navigation) is ambiguous given that the 

whole section of the IA is called “Choose a clinic” – many saw this as the same thing. 

 “What to look for in a clinic” sounds very similar to “Learn how to choose a clinic” but 

these are different pages – this link also appears twice in the current page content, once 

at the top and once in a blue box 
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These link to the same 

page but the titles and link 

labels are different

 

 

Content labelling within pages can also be misleading, for example in the ‘What to look for in a 

clinic’ page we observed users reading the “Start the process” content and following the link to 

“learn about the different treatments and add-ons”, but expecting this to be the first step of a step 

by step process towards finding a clinic. In fact, it takes them out of the section and into the 

Treatments area of the site.  
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Also on this page there are links to “Search for a clinic”, “Searching for a clinic” and “Choose a 

clinic”. These all take the user to the search form, having three different labels caused confusion 

with people wondering if they are the same page.  

 

- The main CTA button for CaFC doesn’t draw the users’ attention and was missed by 

some even if they were on the correct page, and on the right area of the page.  

The placement and styling of the main CTA for CaFC didn’t help users to find the search form. 

Apart from appearing right at the bottom of a very long page (5 pages of scrolling on an average 

laptop screen), the placement and styling caused some users to miss it entirely. This could be 

because the label “Choose a Fertility Clinic” is too similar to the label of the section as a whole, or 

could be because of the poor colour contrast on the CTA button (white on lime green), or 

because the content box it is contained in looks remarkably similar to the other coloured content 

boxes on the page. Either way, it was not apparent to some users, even those who were looking 

at the right area of the page.  
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Recommendations 

Description Type 

Review page titles in this section to remove cross over and ambiguity. Content 

Reduce the number of and/or length of content items on the main Choose 
a Fertility Clinic page. 
 

Content 

Avoid using terms like “start the process” unless referring to an actual 
online process. 
 

Content 

Consistently refer to the Choose a Fertility Clinic search with the same link 
title … e.g. “Choose a Fertility Clinic” (if that is to be the chosen name). 
 

Content 

Review styling of the final CTA on the Choose a Clinic page. Suggested style 
is centred, full width and using large type and high contrast for the call to 
action button.  
 

Design / 
Content 

 

 

6.2 CaFC search form 

The CaFC search form had been rearranged since the Private Beta to draw attention to the ability 

to specify a distance from a postcode. The new arrangement worked a lot better. 

Recommendations 

Description Type 

Shorten “Please enter your location (Optional)” removing the word 

“(optional)” – although GDS do encourage labelling of optional form fields, 

this isn’t really a form in the true sense, and this is probably superfluous. 

The functionality to show all clinics should be made more explicit if that was 

the intention.  

 

Design / 
Content (RR) 

 

 

6.3 CaFC results listing 

- Cannot update search criteria from the results page, users needed to go back a page. 

From the Search results page we asked some users how they would update their criteria, and we 

observed people looking for a way to do this on the page, and then generally hitting the browser 

back button.  

In the page content the link to “Update search criteria” is visually separated from the statement of 

the criteria used, which may have led to people missing it. Although it should also be questioned 
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why they cannot simply update the criteria from this page, given that there are only two (a 

postcode and a distance).  

 

 

Recommendations 

Description Type 

Place controls to update the location and distance criteria directly onto the 
search results page, and then remove the “update search criteria” link 
which will no longer be needed. 

Design / 
Functionality 

 

 

- The “view as map” option was missed entirely 

Nobody used the “view as map” feature on the listing page, despite some users suggesting that 

the exact location of a clinic is important to them. This could be because they are only interested 

in the exact location after first deciding if this is a clinic that interests them, or could be because 

they were missing the ‘view as map’ control. 
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Although it did not come up in testing, the accessibility of the map function should also be 

reviewed. 

Recommendations 

Description Type 

Move the “view as list” “view on map” controls to sit directly above the 
search results list. 
N.B. Connected to recommendation to remove sort control below. 

Design / 
Functionality 

Review functionality of map to add a side bar with a basic list, working in a 
similar way to the main Google Maps service.  
N.B. This did not come up in testing.  

Design / 
Functionality 

 

- Sorting options were misunderstood, and seen as superfluous by some 

Some of the users who tried interacting with the sort control didn’t understand the sort options 

offered – “distance”, “A-Z” or “Z-A”. Some thought that the “Z-A” option this was unnecessary, and 

others thought the whole control was unnecessary.  

 

Recommendations 

Description Type 

Based on lack of interest / understanding of this feature – recommend it is 
removed (commented out).  

Design 

ALTERNATIVE 
If the feature is to be kept it should be on the same horizontal line as the 
“view as list” and “view on map” controls. 

Design 

 

If all the three recommendations above are all implemented the search results page might look 

something like the wireframe illustration shown below.  
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Your search results

N16 7AQ Within 25 miles Search

Location

Enter your postcode or region

Distance from postcode
Select a distance from your location that 

you would be willing to travel

Your search returned 39 clinics

Homerton Fertility Centre

Treatment with storage

 

 

 

- Some users missed links to detailed pages  

There is no indication that the clinic name is clickable unless you hover over it, and the style 

reuses the H1 style. Some users did not actually think there were detailed pages about each 

clinic until prompted.  

H2 tag – not clickable

Clinic name – uses same 

style, not clickable
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Recommendations 

Description Type 

Review design of hyperlinks in the search results – either adding a 
consistent style to the hyperlinks such as the underline used elsewhere on 
the site or a button to “view clinic details”. 
 

Design 

ALTERNATIVE RECOMMENDATION 
Make the entire rectangular area for each clinic clickable rather than just 
the title, and use a visual affordance such as brightening/dimming to 
indicate that the results can be clicked 

Design 

 

 

- The treatments list on the search listing is not exhaustive, and some users pointed out 

omissions such as donor insemination. 

The image below shows the display of treatments for the Homerton Fertility Centre. On the 

results page, only three of the four treatments were shown (see inset). One user who had been to 

a clinic that she was reviewing highlighted a similar omission. This confused them to a point 

where they were saying “I’m sure they offer donor insemination, so this isn’t right” 

 

Recommendations 

Description Type 

If treatments are to be listed on the results page they must be the full set 
offered by that clinic, not a subset. This may mean changing the style of 
this area as some clinics will have long lists of treatments and the current 
bulleted list style may not be appropriate given the content area 
limitations. Given that the two surrounding content areas (“Treats” and 

Design 
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“Staffing”) use the same style, it may be necessary to include those in the 
review as well.   

 

 

- Inspection rating sometimes is not understood as being a rating from HFEA by some 

users (some weren’t aware that HFEA gives clinics a rating and didn’t know where this 

data had come from).  

Not everyone who participated was aware that HFEA gives ratings to clinics. Some were also 

questioning on the results page, where this inspection rating has come from.  

 

Recommendations 

Description Type 

Change the Inspection rating feature so that the text below the green 
circles reads “HFEA gave this clinic a rating of X / 5” 

Functionality / 
Content (RR) 

 

 

- Assumption from some people that patients rating comes from the clinic not HFEA  

One user questioned the “Patient rating” statistics on the results page – and her assumption was 

that this was a rating provided by the clinic, not by patients.  

Recommendations 

Description Type 

No action required – focus on communication on the detail page instead _ 

 

 

- Some users wanted an explanation and a bit more precision over the statistics.  

One user was specifically wanting to know if the IVF birth rate referred to “live births”. Others 

wanted to understand what HFEA means by the “national rate” and how they arrive at this 

statistic, for example – whether it includes all cases or just a certain age range, and if it includes 
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patients of a particular type – such as single women and same sex couples who may not have a 

fertility problem.  

Recommendations 

Description Type 

Include a help icon as part of the ratings bar which can be used to reveal 
information on how clinics are rated.  
 
A mockup of how this might look is below: 
 

?

?

Our clinic ratings:

Inspection rating is the ratings given to this clinic by HFEA inspectors at their last visit

Patient rating is an average of ratings given by patients who have attended this clinic in the 

last 12 months

IVF birth rate is the overall percentage of IVF cycles for women of all ages that resulted in 

a live birth in the last 12 months

IUI birth rate is the overall percentage of IUI cycles for women of all ages that resulted in a 

live birth in the last 12 months

Note that IVF is shown as a default rating, if the clinic doesn’t offer IVF then IUI will typically 

be shown instead.

Find out more about how we rate clinics

 

Design / 
functionality 

 

 

- There were some cases where for a clinic the IUI rate is reported on the results page, but 

it wasn’t clear to users why some clinics show IVF and some IUI 

The data shown on the results page is based on a simple choice, if the clinic offers IVF then this 

is shown, if it doesn’t then IUI is shown. The exception being clinics that have recently begun 

treatment in which case no data is shown at all.  

Users were confused by these discrepancies, including one who was frustrated that the clinics 

were showing different treatments and pointed out that they weren’t “comparing like for like”, and 

another who had received IVF treatment at a particular clinic but their data wasn’t showing, 

presumably because it was a new service, but there was nothing on screen to explain this, just a 

bank space. She commented that “I know they offer it, because I’ve been a patient there”. 

Recommendations 

Description Type 

See recommendation above concerning adding a help icon to the ratings 
box. 

- 
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6.4 Clinic detail pages 

It should be pointed out that in general users responded very well to the clinic detail pages and 

saw them as a huge improvement on the current site. That is not to say there isn’t room for 

improvement. 

- Some key details may need more prominence as users were searching around for them– 

particularly Clinic web address, Clinic street address and Opening hours 

These details are in the Clinic Details accordion at the bottom of the page. Some users felt that 

they needed more prominence as they thought this was important information.  

Recommendations 

Description Type 

Replace the text hyperlink for the clinic’s web-address with a CTA button 
labelled “Visit clinic website” 
 
 

Functionality / 
Design 

Change the ordering of items in Clinic details to show address, contact and 
opening hours first, followed by the map and image, followed by the 
remaining details. 
 

Functionality / 
Design 
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Visit clinic website

 
 

 

6.5 Clinic detail pages: Stats 

- The explanatory texts around the graph were ignored by most users, they aren’t visually 

associating them as an explanation of the graph 

Many users struggled to correctly interpret the graph for statistics. In particular, there was 

confusion over the term “national rate”, with some wondering how this is calculated, and also over 

the “reliability range”. The explanatory text for both of these is visually disassociated from the 

graph due to the number of things that are being said on one page. Above the graph, the full 

explanatory text for all three charts is shown although only one is visible on screen. Whereas with 

the reliability range, on a standard laptop screen, if the graph is in the middle of the page the 

explanation of reliability is off the bottom of the screen.  
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This is the explanatory 

text for the graph in its 

current view – it is visually 

diassociated

The explanation of 

Reliability Range is also 

disassociated – it is off 

the screen on standard 

laptop dimensions

 

Recommendations 

Description Type 

Move the explanatory text for each graph inside the dynamic screen area, 
so that only the explanatory text for the current active graph is shown.  
 

Functionality / 
Design 

Use in-line help icons to reveal the explanation of “national rate” and 
“reliability range” instead of this text being visible all the time.   
 

Functionality / 
Design 

 

 

- The graphs themselves were not well understood – whilst most, but not all, people 

correctly interpreted the clinic birth rate vs the national rate, there was little understanding 

of ‘reliability’ despite an explanation being on the page itself.  
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Not everyone understood what HFEA means by the National Rate. It is notable that the 

explanatory text that appears simply advises people on not reading too much into statistics, it 

does not actually say what the National Rate represents or how it is calculated. Some wanted to 

know if there were age brackets used in the calculation, for example. Others wondered if it 

included types of patient like same sex couples, who do not have a fertility problem. 

In terms of the chart itself one user questioned why the national rate line is longer than the clinic’s 

performance line, and if this signified anything. Two users questioned why the scale of the chart 

isn’t labelled and didn’t know what the numbers mean.  

Reliability was more problematic, with the majority of users not understanding correctly what this 

was indicating. On some screens the reliability bar was not seen by the user due to low contrast 

with the background, they only saw the end strips.  Some users were observed clicking or 

hovering over the text ‘reliability range’ and expecting a pop up hint of some type.  

 

Recommendations 

Description Type 

Review the explanation of “national rate” which does not actually state 
how this is currently calculated.  

Content 

Change the styling of the graph to be closer to that styling used on the 
“detailed statistics” page (example shown below). Specifically introducing 
bigger fonts for a statement of the clinic rate, and a clearer indication of 
the national average, and whether this clinic is consistent with it. 
 

 
 

Design 

 

 

- Some users thought this information was too detailed and wanted something that was 

more high level.  

It should be noted that the mathematics behind confidence intervals are difficult to explain, and 

some participants still didn’t understand fully even when it was explained to them by the 

facilitator. Some did comment that this was too much detail for them, they would be happy with a 

simple percentage.  

Recommendations 
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Description Type 

See recommendation above regarding introduction of large font for the 
headline stat from the clinic. 
 

Design 

 

 

- The graph controls were missed by some 

Not everyone initially saw the graph controls to the right – although most did figure them out 

eventually. Some used the “view detailed statistics” button before noticing the control.  

Recommendations 

Description Type 

Integrate the graph controls into the central column rather than to the 
right. 

Design 

 

If all the recommendations on graphing are followed the page might look something like the 

mock-up below, although design input is clearly required: 

What is the clinic's IVF birth rate?

Find out this clinic’s IVF/ICSI rates for births per embryo transferred, births 

per egg collection and multiple births.

We present births per embryo transferred (rather than births per cycle) 

because fertility professionals say it’s the best measure of a clinic’s 

success and it allows you to make a fair comparison between clinics. 

Remember, it can’t tell you your individual chance of success (only your 

doctor can do that); but it does give a fair overall view of their 

performance. 

All Under 38 38 and over

Births per embryo transferred

Births per egg collection

Multiple birth rate

Births per embryo transferred

01/07/2013 to 30/06/2014

??

 

 

6.6 Clinic detail pages: Detailed stats pages 

- Splitting the form over 4 pages frustrated people, with one giving up entirely 
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Many users were frustrated with the interface to access detailed statistics, which is split over four 

pages, made more cumbersome as the control is off the bottom of the page on a standard laptop 

screen dimension, meaning users have to scroll to reach it.  

Recommendations 

Description Type 

Create a single, dynamic form page instead of four separate pages, using 
the four separate pages as a fall back only for people who don’t have 
JavaScript.  

Functionality / 
Design 

 

 

- Some users were very happy with the level of detail, others didn’t need it 

Although the detailed statistics were too much for some people, others thought it was very good, 

with one even commenting that this was the only data that really mattered as it meant she could 

access data for people in a much more similar situation to her own. 

Recommendations 

Description Type 

No action required - 

 

 

- The colour coding on graphs and page features was not explained 

On the detailed graphs for pregnancies and births some commented that the colour coding on the 

graphs isn’t explained (it is the same as on the main clinic detail pages, but not explained here). 

 

Recommendations 

Description Type 
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Add a key to the colours used, as appears on the main clinic details page Design 

 

 

- The display of high level percentages and the “Consistent with average” badges was 

seen as better than that on the main Clinic details page.  

Some users commented that they preferred this presentation of data to the main clinic detail 

pages, in particular they liked the big clear statistics in large type.  

Recommendations 

Description Type 

No action required  

 

 

- One user questioned what stats of 0% meant  

One participant spotted that some of the graphs show a statistic of 0% and questioned whether 

this meant the clinic had no successes, the HFEA has no data, or the clinic doesn’t actually offer 

that treatment option. Note that this can be interpreted in the example below by looking at the 

number of pregnancies per cycle, in this example the clinic has performed the operation 22 times 

with no successes, it is possible that if the user had longer on the task they would have worked 

this out.  

 

Recommendations 

Description Type 

No action required  - 
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- The link back to the clinic details page was not clear,  

 

We asked people how they would get back to the clinic page, and saw that most users used the 

browser back button instead of the “back” link.  This may be because it is the only page on which 

a back button appears and it was simply missed. The issue is complicated by the nature of the 

interface to reach the detailed stats page, meaning the user needs to press their back button four 

times.  

Recommendations 

Description Type 

Changing to a single page form to access the detailed statistics section will 
resolve the issue with having to click multiple times to get back to the clinic 
details page, after which the back button is superfluous and should be 
removed.  

Functionality / 
design 

 

 

6.7 Clinic detail pages: Patient ratings 

- People wanted clarity on how the ratings are to be policed, and how HFEA intends to 

establish whether reviews are from patients  

Whilst patient ratings were a popular feature, some questioned whether they would trust the 

ratings without having knowledge of how HFEA intends to police the reviews. They were 

expecting that the reviews would be from patients only. The situation may not have been helped 

as several clinics appear to have added a perfect rating for themselves already.  

Recommendations 

Description Type 

HFEA should add content that explains how it intends to police ratings to 
ensure they genuinely come from patients. This should be linked to from 
the Clinic Details page.  
 

Content 

 

- As with previous rounds of research - people expected to see free-text comments  

Throughout the project end users have consistently said they would prefer to see written reviews 

and comments rather than just star ratings. Some users struggled to relate to the star ratings on 

their own without having any context for who was giving ratings and the circumstances of their 

case.  
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Recommendations 

Description Type 

Given that HFEA has decided not to publish free-text reviews, it should 
instead state why it does not, and go on to explain that comments left as 
part of the rating process will be made available to HFEA inspectors.  This 
should be communicated on the Clinic details page and on the Rating form. 

Content 

 

 

- One user questioned why of the 4 ratings, four provide only an average, whereas the fifth 

shows how many people voted each rating.  

 

The rating system used shows four ratings as an overall average and one split out into separate 

numbers of votes for each grade. One user questioned why the extra detail wasn’t available for 

every rating. This may be because they are expecting to be able to drill down into the ratings 

based on experience of using similar systems on sites like TripAdvisor and Google Maps. 

Recommendations 

Description Type 

The four-star ratings that show only an average should support drill down 
to reveal how many people gave each rating. This could be delayed until 
more data has been gathered, as it would be rather superfluous before 
then. 

Functionality / 
design 
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7 GENERAL COMMENTS 

7.1 Navigation 

- Implementation of main navigation could be improved – some users struggled 

The hover interaction used on the main navigation is very sensitive, especially when trying to 

traverse the mouse from right to left. It is easy to accidentally trigger a neighbouring section of the 

navigation when making sweeping mouse movements. 

Users attention is 

here...

.. but the options 

appear at the 

other side of the 

screen

 

This was most apparent on the Choose a clinic menu, where the menu options appear at the 

opposite end of the screen to the user’s mouse, making this problem more apparent. Several 

users became frustrated with the navigation.  

Recommendations 

Description Type 

Right align options in the mega drop-down menu on desktop view to 
reduce the issue with having to make large mouse movements to reach 
items at the other side of the screen.   

Design 

 

 

7.2 HFEA role in complaints 

- Some didn’t know that HFEA can get involved in complaints against clinics. Some people 

see failure of fertility treatment as personal rather than anything to do with the clinic, and 

also don’t know how to complain.  

As an observation some participants were surprised to hear that HFEA can get involved in 

complaints against clinics. This may need to brought out more.  

Recommendations 

Description Type 

Add information about HFEA’s role in complaints handling to the About Us 
landing page. 

Content 
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7.3 Technical / design glitches 

- Some technical issues were seen with users on older version of IE  

Two users were testing on IE9. We saw some graphical glitches, especially within CaFC search 

and clinic detail pages.  

Recommendations 

Description Type 

Review and resolve design glitches in IE 9 Design / 
Functionality 

 

 

7.4 Antivirus software conflict 

- Some issues were seen when viewing the site with particular anti-virus plug-ins, 

especially Norton 

Users with Norton AV were having pop up alerts on most pages that they had to continually 

dismiss.   

Recommendations 

Description Type 

Review and resolve clashes with common AV software Functionality 

 

 

 

7.5 Whitespace 

- Some templates have strange amounts of whitespace, in extreme cases leading to 

people erroneously believing they were at the bottom of a page 

On some pages the gaps between content seem to be notably wider. Some users erroneously 

believed they were at the bottom of the page, for example, on the Choose a Fertility Clinic page.  

This issue is extenuated for users of Internet Explorer, where the browser scroll bar is hidden 

automatically when the user isn’t moving their viewing window, so there is no visual cue that there 

is more content further down the page.  

Recommendations 

Description Type 
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Review all page templates and determine if proportion of whitespace 
between / within content components is appropriate, especially when 
viewed on ‘standard’ sized screen resolutions.  
 

Design 

 

 

7.6 Length of pages 

- There is a concern that some pages have become too long.  

Whilst people did scroll, many didn’t go all the way to the bottom or had stopped reading the 

detail lower down long pages. There is no prompt to tell them to keep scrolling on some pages.  

Recommendations 

Description Type 

Add a visible indicator that there is more content below the current 
viewing window, with a click action that the user can press to scroll down 
by the height of one screen.  

Functionality / 
design 
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8 ENCOURAGING EXPLORATION AND LEARNING JOURNEYS 

Note – this content is repeated from the report from the Private Beta stage. The observations and 

the recommendations have not changed.  

• We want to take users on a journey where they learn through using the site. Some areas 

of the site do a good job of educating the user, others less so 

• There are many instances of things users wanted to click on to find out more, that don’t 

currently go anywhere – HFEA should consider expanding content in these areas 

  

• Onward journeys through “where next” features at the bottom of the page were not 

noticed by many, they need to be seen as part of the page flow rather than a bolt on 

 

• CaFC pages are not currently linking back to main site content to explain terms and 

concepts and educate site visitors 
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Recommendations 

Description Type 

Fact box/spotlights should link through to more information on that topic 
OR be positioned next to a content section where they are pulling data out 
from that content block. 

Design & 
Content 

"Where next?" content blocks should be part of the main page column 
layout – to make them appear to be part of the article not the footer. 

Design 

CaFC pages should be linking back into content on treatments to help 
people to learn what they are looking at. (also discussed in the Clinic 
Details recommendations) 

Design  

 

 



 

Headline IVF birth rate – births per embryo transferred 
 The AG has not changed its recommendation that birth events per embryo 

transferred is the best measure because it reflects good embryology skills and 
promotes single embryo transfer. 
 

Headline IVF birth rate – grouping all ages  
 The HFEA should only present whether a clinic is consistent, above or below the 

national average in search results and at the top of a clinic page (as the headline 
birth measure) because this is the most important message for patients.  

 The basis for this calculation should be the under 38 group of patients. 
 

Headline IVF birth rate – grouping treatments 
 Natural cycles, donor egg and cycles including embryo testing should be excluded 

from the calculation of the headline IVF birth rate. 

 The HFEA should consider presenting the natural IVF birth rates for clinics that do 
this treatment further down the clinic page next to DI, IVF and IUI. 

 The HFEA should use only fresh IVF and ICSI cycles with the patient’s own eggs for 
the headline calculation. 

 The HFEA should make it even clearer to patients that the headline figure and all 
clinic statistics will indicate to them the quality of a clinic but will not be a personal 
predictor. 

 

Births per egg collection (cumulative rate) 
 The HFEA should continue to calculate the cumulative rate, ‘births per egg 

collection’ on a two-year period. 

 
Detailed statistics – age breakdown at 38 and getting the right balance 
 The HFEA should continue to use the two age bands (under 38, 38 and over) on the 

clinic profile page along with data for all ages.  
 Other more detailed age bands (the 6 currently used) should still be available on the 

detailed statistics pages. 

 

Reliability range and small sample sizes 
 The reliability range is a useful piece of information when presenting clinic statistics 

and the HFEA should ensure that this is made more understandable to users. 

 The HFEA should set a sensible minimum data level for data presentation so that 
data is not identifying when there are small sample sizes 
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 The Authority has been developing its new strategy for some months now, and 

this work is progressing well.  

 Our business plans are designed to help us deliver our overall strategy, year by 

year. This business plan will deliver the first phase of our new three year 

strategy, which is still in development and will be published next April, to 

synchronise with the business year. 

 As a reminder, the business planning cycle consists of the following main steps: 

August   –  Early thinking by CMG (done) 

October   –  First draft of 2017/18 business plan produced (done) 

November  –  Draft approved by Authority (this meeting) 

December  –  Draft submitted to Department of Health (DH)  

January  –  DH comments received 

February  – DH checkpoint meetings and budget discussions 

March  – Finalisation of budget with Authority and DH 

April / May  – Formal DH approval and publication on website. 

 

 

 Since our new strategy is not yet final, it may prove necessary, over the next 

few months, to reprioritise activities in this draft business plan. The Authority will 

agree the strategy in January, and the business plan will be reviewed following 

that meeting to ensure it reflects the strategy.  

 Some sections of the business plan are always written later in the business 

year for practical reasons. Therefore, at this stage only the activities section is 

included in the annex. The sections that will be produced later include: 

 What we did in 2016/17  

 Measuring our performance in 2016/17 

 Financial picture. 

 

 

 The Authority is asked to approve the draft at Annex A for submission to the 

Department of Health in December (or when requested). 

 The Authority is asked to note the steps involved in the continuing development 

of the business plan. If major changes are made to the current version prior to 

submission to DH, the new version will be circulated to members for comment. 



Draft business plan 2017/18  Error! Reference source not found. 

 

 The Authority is also asked to note that we will later add to the business plan a 

specific action plan to address recommendations in our Triennial Review report, 

which we expect to be published shortly. 

 

 

 



 

Annex A: Draft business plan 2017/18 – activities section 
 

Activities Methods and channels Benefits and outcomes Timescale 

Strategic objective 1: increase consistency in treatment standards, outcomes, value for money, and support for donors and patients 

Ensure that all clinics are well 
regulated and provide a high 
quality, consistent service.   

Outcomes in this area of work will 
support the Department of Health’s 
shared delivery plan (SDP) – objective 
2: creating the safest, highest quality 
healthcare services. 

 

 

Full programme of clinic regulation, 
encompassing all of our inspection, audit and 
licensing activities, with an increased 
emphasis on consistent standards across the 
sector, and between inspections. We will be 
clearer about what good performance looks 
like and will use our skills and our data to help 
clinics to be more compliant, more of the time. 

 

 

All clinics and research establishments in the sector 
are appropriately inspected and monitored against the 
requirements of the Act and published performance 
indicators, and issued with licences for up to four 
years. 

Continued programme of unannounced inspections. 

Assurance of consistent standards and safety for the 
public and other stakeholders. 

Positive overall impact on quality of care, outcomes, 
safety, support, and information clinics provide to the 
HFEA and publish (eg, on their websites). 

Patients know that all clinics are safe and 
appropriately licensed. 

Reduction in the number of critical, major and other 
non-compliances. 

Reduction in the number of clinic incidents, owing to 
learning from own and others’ mistakes. 

Throughout year 

Implementation of any recommendations for 
the inspection regime resulting from the 
HFEA’s triennial review (reporting in 
November 2016). 

Identification of further quality improvements that we 
could make.  

 

 

September  2017 

Ensuring governance tools underpinning 
licensing and other decisions are in place and 
effective. 

Efficient and effective decision-making is maintained. 

Decisions are evidenced and consistent. 

Throughout year 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

Completing an options appraisal, started in 
2016/17, for the future handling of 
representations and appeals processes. 

To ensure that the HFEA’s processes balance sound 
governance with cost effectiveness. 

Date tbc 

 

Processing applications for the licensing of 
preimplantation genetic diagnosis (PGD), 
human leukocyte antigen (HLA) and 
mitochondrial donation.  

Growing area of work dealt with effectively and 
efficiently, with applications processed according to 
performance indicator timelines.  

Public confidence assured in the regulation of 
mitochondrial donation. 

Decisions on whether to authorise such treatments 
made, and communicated, in a proper and timely 
manner for the direct benefit of patients waiting for 
treatment. 

Throughout year 

Identifying and implementing 
ways of improving the quality 
and safety of care. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 2: creating the safest, 
highest quality healthcare services. 

 

Continuing our relentless focus on quality and 
safety of care in inspection activities – in 
particular through focusing on shortcomings in 
the taking and recording of consents, 
medicines management, data submission, 
multiple birth rates, and information published 
on clinics’ websites.   

Improved compliance and a positive impact on the 
quality of care, outcomes and safety of patients. 

Clinics have reduced vulnerability to expensive 
adverse legal and reputational risks, and greater 
awareness of these risks. 

Tracking of non-compliances, and the responsiveness 
of clinics in completing actions arising from inspection 
recommendations, in order to measure our impact 
(through our internal strategic performance monitoring 
mechanisms). 

Clinics’ understanding of, and adherence to, correct 
consent procedures (including those associated with 
legal parenthood) and their understanding of the 
importance of getting this right, is improved.  

Patients and donors have a better experience of 
being asked for consent, and feel fully informed. 

If an issue subsequently arises (such as the death of 
someone with gametes in storage), the correct 
consents are more likely to be in place and are legally 
clear and robust. 

Throughout year 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

Continuing to evaluate areas of regulatory 
concern and identifying performance levers. 

Improved levels of compliance.  

Inspection recommendations and advice or alerts 
targeting relevant issues, for maximum impact on 
quality of care, outcomes, and the safety of patients in 
clinics. 

Throughout year 

Continued strong focus on learning from 
incidents, adverse events and complaints from 
patients, in dialogue with the sector. This will 
include a focus on incidents and clinics’ 
learning culture during inspections, and 
publication of our annual review of clinical 
incidents. 

Publication of report on clinical incidents 2016.   

Sector provided with useful information about learning 
points from incidents and adverse events. 

Learning gained, to inform future inspections. 

Patients’ negative experiences used to make 
improvements and prevent recurrence. 

Better understanding of factors contributing to 
particular types of adverse event. 

Collaborative relationship established with the 
recently established NHS Improvement so as to 
consider wider lessons learned that may have 
relevance. 

November 2017 

 

 

 

Throughout year 

 

Improved Register data quality, as a result of 
work done under the Information for Quality 
(IfQ) programme. 

More ‘right first time’ data submission from clinics into 
the Register. 

Better service quality for Opening the Register (OTR) 
applicants. 

Fewer data submission and data accuracy related 
non-compliances found on inspection and audit. 

 

 

 

 

March 2018 

 



 

Activities Methods and channels Benefits and outcomes Timescale 

Working with commercial groups of clinics so 
as to improve quality, consistency and 
compliance on a group-wide basis, when 
relevant. 

A clinic group’s central Quality Management System 
(QMS) can be used to best effect across the whole 
group. 

A benefit in one clinic is shared to others in the group 
without needing to wait for the next inspection date - 
for the ultimate benefit of patients. 

A more efficient, effective and quality-driven way of 
working for the clinics involved and the HFEA. 

March 2018 

 

Collaborating with professional stakeholders 
(including the British Fertility Society, the BFS) 
to put patients in touch with better information 
and services when they first realise they may 
have a fertility issue. 

More informative signposting on our website, for 
those who are seeking preliminary information about 
fertility issues and options. 

Empowering patients, so they feel more equipped and 
are able to ask the right questions, regardless of the 
level of knowledge of their own particular GP about 
fertility issues and available treatments. 

March 2018 

 

Using our data to improve the 
chances of successful 
treatment 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 2: creating the safest, 
highest quality healthcare services. 

With the aim of increasing birth rates, while 
avoiding adverse outcomes, we will work with 
our professional stakeholders to define 
success rates and what affects them. 
Analysing our outcome data, we will identify 
areas where there is scope to improve 
outcomes, and publish our findings. 

Continuing to publish the annual Fertility 
Trends report, and to focus on success rates 
through inspection reports and risk tool alerts. 

 

Agreed definition of success rates, published on our 
website. 

More information published so that clinics can 
compare themselves more easily based on different 
factors such as patient age. 

Fertility treatment in 2016 report published. 

Patients’ chance of a live birth is maximised. 

Patients understand the risks of a multiple birth and 
the advantages of single embryo transfer. 

The debate about success is reconfigured according 
to a new, shared, understanding of it, and a set of 
substantiated success factors. 

March 2018 and 
further work in 
2018/19 

 

 
March 2018 

Improving value for money, for 
both patients and NHS 
commissioners. 

Exploring how we can make use of externally 
generated benchmarking information to assist 
NHS commissioners in securing fairly prices 
and effective fertility services for patients.  

Patients know the price of a treatment at a given clinic 
at the start of treatment, and pay what they expect to 
pay. 

March 2018 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 9: Improving services 
through the use of digital technology, 
information and transparency. 

Eliciting more feedback from patients as to 
whether they paid what they expected to pay 
for fertility services. 

Patients question costs, and particular additional 
costs, more often.  

Less variation in the price of treatment. 

The NHS pays a consistent and fair price for IVF. 

Improving the support patients 
and donors receive from 
clinics. 

Outcomes in this area of work will 

support the Department of 

Health’s SDP – objective 2: 

creating the safest, highest quality 

healthcare services. 

 

Improving the emotional experience of care in 
clinics, by defining and promoting best practice 
to clinics, and focusing on support at 
inspection.  

Ensuring that best practice is applied to 
donors and donor conceived people as well as 
to patients. 

 

When patients or donors first walk into a clinic, they 
know what they should expect. 

People realise they should seek an assessment and 
diagnosis before commencing treatment. 

A consistently positive experience of care including 
properly taken consents and wrap-around support at 
all stages. 

Regardless of treatment outcome, but especially if it 
was unsuccessful, patients know they should expect 
care and support from the clinic beyond their final 
treatment. 

More information on our website for prospective 
patients, and specific signposting for patients who 
have experienced unsuccessful treatment. 

Clinics more aware of their responsibilities to patients 
beyond the immediate treatment setting. 

 

 

 

 

 

 

 

 

 

March 2018 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

Evaluating the provision and 
take-up to date of the 
counselling support pilot for 
donor-conceived people 
wishing to access information 
held on the HFEA Register. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 2: creating the safest, 
highest quality healthcare services. 

 

Evaluation of the second full year of the three 
year pilot of counselling support services for 
applicants to the Register1.  

 

 

Counselling support is offered for all Opening the 
Register (OTR) applicants (those seeking non-
identifying information) and for donor-conceived 
applicants receiving donor identifying information, 
throughout the pilot period.  

Mediation services are in place for when donors and 
donor-conceived people meet. 

Basic mediation training and systems in place for 
dealing with identity release to donors and donor-
conceived people. 

OTR applicants feel more supported and will be 
prepared to deal with the information they receive 
from us. 

Second annual evaluation of the pilot provided to the 
Authority. 

Piloting continues 
through to 
June 2018. 

 

 

 

 

 

 

 

 

September 2017 

Implementing new EU 
requirements relating to the 
import and coding of donor 
eggs and sperm. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 2: creating the safest, 
highest quality healthcare services. 

Completion of projects initiated in 2014/15 to 
implement new EU requirements on the import 
of donor gametes and new EU coding 
requirements for human tissue and cells. 

Improved clarity for clinics, patients and donors. 

Improved internal clarity and updated procedures for 
our decision-making committees. 

Compliance with the new EU directives. 

Robust processes in place to ensure the quality, 
safety and traceability of imported gametes and 
embryos. 

 

 

 

 

 

October 2017  

                                                
1 Explanatory note: While those conceived following the law change in 2005 are not yet old enough to access identifying information about their donor, those conceived before this law change 

(but after 1 August 1991), with a donor that was originally anonymous but who has since removed their anonymity ie, re-registered as identifiable, are in many cases aged 18 or above, and 

therefore old enough to access identifying information. 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

Strategic objective 2:  use our data to improve access to donation and treatment 

Improving access to treatment, 
and information about access 
to treatment. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 7: Enabling people 
and communities to make decisions 
about their own health and care. 

Providing advice for patients about access to 
treatment, through various channels, including 
information for those considering going abroad 
for treatment on how they might access 
services in the UK. 

People understand the possibilities and the hurdles, 
and can weigh up the options open to them 
(measured through patient surveys). 

 

March 2018 

Improving access to donation, 
support for patients and donors 
and information about access 
to donated gametes. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 7: Enabling people 
and communities to make decisions 
about their own health and care. 

Providing advice for patients about access to 
donated gametes, and encouraging better 
donation support for donors and patients, 
including those considering using unlicensed 
donor sperm services. 

Working with clinics, sperm banks and 
voluntary organisations to improve the 
availability of donor sperm. 

 

 

 

 

 

 

 

 

 

 

 

 

People understand the process and the hurdles, and 
are prepared for donation and treatment (measured 
through patient/donor surveys). 

Donors and patients are better supported by clinics. 

 

An increase in UK-based sperm donation. 

 

March 2018 

 

 

March 2018 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

Strategic objective 3:  publish clear information for patients about the efficacy and safety of treatments and treatment add-ons, while supporting 

innovation 

Make use of our new website 
and other channels to increase 
patients’ insight into the 
science and evidence base of 
new and existing treatments, 
including treatment add ons. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 7: enabling people 
and communities to make decisions 
about own health and care; and 
objective 9: improving services 
through the use of digital technology, 
information and transparency. 

Inclusion of up to date scientific content in our 
website so as to provide and maintain our 
expanded range of information about current 
and future treatment options and treatment 
add ons, and the scientific evidence base for 
these. 

Responding to new scientific developments 
and associated reporting, correcting myths 
and misunderstandings where necessary. 

Patients and others turn first to the HFEA for up to 
date, clear unbiased information. Prospective patients 
have clear information on which to base decisions 
about treatment or add ons. 

Patients feel safe, knowing they can expect certain 
standards in clinics, and are more aware of the 
potential risks of new/different treatments or add ons 
as well as the possible benefits. 

Throughout year 

Conducting our annual horizon scanning 
exercise to ensure we identify relevant new 
scientific developments. 

The Scientific and Clinical Advances Advisory 
Committee meets to discuss issues identified through 
horizon scanning three times per year.   

The horizon scanning panel meets once per year. 

Policy developments and website material are 
informed by expert input and an understanding of 
scientific issues and future developments. 

Future work planning is facilitated by early 
identification of upcoming issues. 

 

 

 

 

 

 

 

Throughout year  

 
 
June/July 2017 

 

Throughout year  

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020


 

Activities Methods and channels Benefits and outcomes Timescale 

 

Strategic objective 4:  support and promote data and embryo research 

Improving the overall quality of 
data and embryo research, by 
improving both the rate and 
accuracy of reporting of patient 
consents. 

Outcomes in this area of work will 

support the Department of Health’s 

SDP – objective 6: supporting 

research, innovation and growth. 

Promoting and explaining research findings 
and research that is in progress (both embryo 
research and data research). 

Encouraging more patients to allow their data 
to be used in research, and to donate unused 
embryos for research. 

Ensuring that clinics explain research consent 
adequately and record consent properly, and 
report consents accurately to the HFEA. 

Patients know they can take part in research, and 
how it might benefit future patients. 

Patients can easily donate embryos to research and 
research centres can gain access to donated 
embryos for their projects. 

Higher rate of consent to research from patients. 

Improvement in consent-taking and reporting by 
clinics. 

March 2018 

Information provision for researchers 
requesting access to Register data. 

Information for researchers is provided within 90 
calendar days of approval.  

Register information is used to best effect, to promote 
understanding and facilitate good research, and 
ultimately patient benefit.  

 

Throughout year 

Strategic objective 5:  use our data and feedback from patients to provide a sharper focus in our regulatory work and improve our information 

for patients. 

Driving quality improvements in 
treatment standards and 
outcomes by using our data 
and regulatory intellidence. 

Outcomes in this area of work will 
support the Department of Health’s 
shared delivery plan (SDP) – objective 

An information strategy setting out how we will 
analyse, publish and use our data. 

A re-shaped organisation equipped with 
enough analytical capability and capacity to 
extract more value from the data we hold. 

An information strategy setting out our plans. 

Donors, parents and donor-conceived people 

understand where their information is stored, the 

responsibilities of the clinic and the HFEA, and their 

access rights. 

Patients have confidence in their clinic as a life-long 

information guardian with excellent data submission 

practices. 

March 2018 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
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2: creating the safest, highest quality 
healthcare services. 

Better outcomes from NHS cycles. 

Maintaining our role as the 
UK’s competent authority for 
ART in the European Union. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 2: creating the safest, 
highest quality healthcare services. 

Participation in competent authority events 
and implementation of associated EU 
decisions. 

We attend and participate in two meetings per year. 

Up-to-date intelligence gained about European 
perspective, helping to inform UK approach to patient 
safety and care. 

Free movement of gametes and embryos enabled 
within the UK and standards upheld in the UK that are 
consistent with the rest of the EU. 

June and 
December, 
annually. 

 

Throughout year 

Maintaining the Register of 
Treatments and Outcomes and 
supporting clinics in reporting 
the data. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 2: creating the safest, 
highest quality healthcare services. 

Register data and forms continue to be 
processed and quality assured, through liaison 
with clinics on errors and omissions and 
through validation and verification of Register 
entries. 

High quality data available to develop patient 
information and respond to information requests.  

Risk-based regulation and evidence-based policy-
making are better supported.  

Throughout year 

Publishing and supplying the 
information we hold, for the 
benefit of stakeholders. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 7: enabling people 
and communities to make decisions 
about own health and care; and 
objective 9: improving services 
through the use of digital technology, 
information and transparency. 

 

Regularly updating Choose a Fertility Clinic 
(CaFC) information to assist patient choice. 

Six monthly verification and publication schedule in 
place, maintaining provision of up-to-date and 
accurate information. 

Throughout year 

Continued publication of inspection reports on 
CaFC. 

Inspection reports continue to be published via CaFC, 
providing useful insights for patients.  

Throughout year 

Following the implementation of the revised 
CaFC, continuing to develop and improve the 
presentation of clinic comparison information 
and user experience scores, guided by patient 
feedback.  

Published outcome data is more useful and easier to 
understand and sets up positive incentives for 
improvements. 

Acquisition of ongoing feedback enables us to 
evaluate the effectiveness and usability of the new 
presentation, and to plan future improvements. 

Throughout year 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
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Continuing to facilitate timely access to 
information from the Register for those who 
are entitled to it. 

Opening the Register requests continue to be met in a 
sensitive manner and within required time limits (20 
working days, excluding time for counselling). 

Throughout year 

Facilitating access to information under 
various regimes and fulfilling Government 
requests. 

Legal and Parliamentary requirements continue to be 
met within time limits. 

Throughout year 

To continue to publish statistical and other 
reports. 

 

 

 

‘Fertility treatment in 2016’ report covering 2015–
2016.  

- Provides patients, clinic staff and others with 
up-to-date, high quality information about a 
range of topics.  

- Provides important information to those 
affected by donor conception, to patients 
seeking treatment and to us, to help us to 
enhance the quality of care that patients and 
donors receive in clinics, through our 
regulatory work. 

- Report carries ‘official statistics’ status. 

 

 

 

 

March 2018 

 

 

Report on incidents and alerts. 

- Contributes to a culture of openness and 
information sharing where clinic staff are 
empowered to report mistakes and learn from 
each other.  

- Promotes transparency and maximises 
opportunities for learning from incidents to 
improve quality of care for patients. 

- Provides the sector with the most up-to-date 
information. 

 

 

 

 

 

November  2017 

 



 

Activities Methods and channels Benefits and outcomes Timescale 

 

 

 

Gaining insight into the patient 
experience in clinics and 
promoting good practice based 
on feedback. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 7: enabling people 
and communities to make decisions 
about own health and care. 

Collecting more patient feedback through new 
routes, including our website and social media. 

Analysing and using this intelligence to inform 
our activities and our messaging to clinics, 
sharing the information with professional 
stakeholders. 

Improvement in the quality of services and 
patient/donor support as a result of patient ratings and 
other feedback. 

Quantifiable increase in the amount and frequency of 
patient feedback available to the HFEA and our 
professional stakeholders. 

Patient feedback loop in place to ensure a regular 
flow of fresh feedback which can be incorporated into 
our stakeholder interactions and regulatory approach. 

March 2018 

Responding effectively to 
specific enquiries from 
individuals. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 7: enabling people 
and communities to make decisions 
about own health and care. 

Continuing to respond to the many individual 
patient and public enquiries we receive each 
year. 

Individual patients and members of the public are able 
to ask specific, sometimes complex, questions and 
receive a tailored and meaningful response. 

We remain responsive, and continue to be able to 
handle the range of one-off enquiries raised by 
individuals, providing a considered and informed 
response within a reasonable timescale. 

We are able to identify any trends and common 
themes in the enquiries we receive, informing the 
development of additional information which could be 
placed (for example) on our website. 

Throughout year 

Making more targeted and 
responsive regulatory 
interventions, in the interests of 
quality and consistency, based 
on our data. 

Outcomes in this area of work will 

support the Department of Health’s 

shared delivery plan (SDP) – objective 

Applying the intelligence available to us from 
inspections, the sector, patient feedback, and 
analysis of our data to make more targeted 
and responsive interventions. 

Ability to make earlier and more responsive regulatory 
interventions, without the need to wait for the next 
inspection point. 

Regulatory performance is more consistent across the 
inspection cycle. 

March 2018 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
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2: creating the safest, highest quality 

healthcare services. 

Ensuring the HFEA is a good 
value organisation and makes 
best use of its limited 
resources. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 3: maintaining and 
improving performance against core 
standards while achieving financial 
balance. 

Working more smartly with our limited 
resources, capitalising on recent 
improvements in our information systems. 

This will entail re-shaping our capability and 
capacity profile, so as to make best use of our 
new website and Register. 

Resources are deployed in the interests of high 
quality care for everyone affected by assisted 
reproduction. 

Achieving measurable ‘added value’ and internal 
efficiency. 

Benefits of Information for Quality Programme 
realised. 

Throughout year 

Maintaining our staff capacity and skills, in line 
with our people strategy. 

We are able to maintain the staff capacity and 
capability to deliver our strategy and our core 
statutory duties. 

Continuing to develop our staff to ensure they have 
the skills they need, through Civil Service Learning 
and other means. 

 

Throughout year 

Ensuring internally provided support services 
run smoothly and are efficient. 

Our infrastructure is effective and supports the 
delivery of the strategic vision. 

Central systems, processes and tools are efficiently 
run, giving good value and service.  

Throughout year 

Responding to the HFEA’s triennial review 
report, as required, when it is published. 

Ensuring the organisation is soundly run, providing 
best possible value, and compliant with Government 
targets. 

Publication 
expected in 
November 2016 

Ensuring the HFEA is easy to 
deal with and offers a 
professional service.  

Outcomes in this area of work will 
support the Department of Health’s 

Full release of the HFEA’s improved Register 
function and processes (the completed EDI, 
data submission and verification system, the 
Clinic Portal, and the data dictionary). 

Reduced transactional costs for clinics and increased 
satisfaction. 

‘Right first time’ data quality and reduction in 
unnecessary effort by clinics submitting the data. 

October 2017 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
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SDP – objective 3: maintaining and 
improving performance against core 
standards while achieving financial 
balance. 

Continuation of the engagement arrangements 
with clinics on fees charged, established in 
2014/15. 

Accountability and transparency in respect of the fees 
we charge clinics. 

Fees Group continues to be run effectively, and 
annual review of fees takes place. 

Throughout year 

Responding as appropriate to 
new government rules on 
transparency, innovation and 
better regulation (the 
Enterprise Bill, the ‘growth duty’ 
and the Regulators’ Code).   

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 3: maintaining and 
improving performance against core 
standards while achieving financial 
balance, and objective 6: supporting 
research, innovation and growth. 

Complying with new better regulation 
requirements that may emerge from the 
current consultation exercise by: 

Consulting on an innovation plan in Spring 
2016. 

Reporting in our Annual Report on the growth 
duty and compliance with the Regulators’ 
Code . 

Complying with the Business Impact Target by 
identifying and reporting any ‘in-scope activity’  
(a new ongoing duty).  

Note: Regarding the proposal to establish a 
Small Business Appeals Champion in every 
body, it was proposed by BIS in their February 
2016 consultation that the HFEA should not be 
in scope for this requirement. Subject to the 
outcomes of that consultation no activity is 
expected in this area. 

The HFEA responds in a manner consistent with its 
legal status, and proportionately within our small 
resource envelope, carefully recognising our duties.  

Innovation plan consultation completed and 
responses considered. 

Annual Report publication including additional 
required information. 

 
Compliance with the Business Impact Target for any 
activities that may be in scope. 

 

Throughout year 

 

June 2016 

July 2016 

 

Throughout year 

Ensuring the HFEA is an 
effective collaborator and 
partner in the interests of the 
efficiency of the wider 
Department of Health group of 
ALBs and other health 
organisations. 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 4: improving 

Continued participation in the collaborative 
‘one stop shop’ for life sciences to provide 
regulatory advice to those working in the life 
sciences industry.  

 

Continued constructive joint working between the 
HFEA, the Human Tissue Authority (HTA), the Health 
Research Authority (HRA) and the Medicines and 
Healthcare products Regulatory Authority (MHRA).  

Businesses and other organisations in the life 
sciences industry enabled to quickly and easily 
navigate the different regulators and allow them to 
access the right advice more quickly. 

 

 

Throughout year 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
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efficiency and productivity of the 
health and care system. 

 

 

 

 

Sharing services and infrastructure with other 
organisations as practicable: 

Maximising benefit of finance resources 
shared with HTA. 

Continuing with service level agreements 
(SLAs) with relevant other organisations for 
certain HR services and using Civil Service 
Learning as a key learning and development 
provider.   

Continuing to receive support services from 
the landlord of our office premises, via an SLA. 

We continue to operate in as efficient a way as 
possible, extracting maximum value from shared 
support arrangements and seeking other 
opportunities. 

Throughout year 

Collaborative and partnership working with 
other ALBs and health regulators UK wide, 
such as the CQC, MHRA, UKAS, HRA, GMC, 
NIB and the home nations, maintaining the  
close positive working relationships that have 
been developed over the past several years 
(particularly in response to the McCracken 
report, reviewing the HFEA and the HTA, 
which was published in 2013). 

Ability to capitalise on previously established 
relationships, eg, to address issues that require joint 
working in an efficient and coordinated way, or to 
establish the best approach if any new areas of 
regulatory overlap should arise (as was done 
previously with the CQC, removing overlap in relation 
to the regulation of medicines management and 
surgical procedures in clinics).  

Continued savings and avoidance of unnecessary 
administrative or regulatory burden, by avoiding 
duplication of effort or uncoordinated approaches 
between regulators. 

Throughout year 

Maintaining our previously 
established collaborative 
information management 
relationships. 

Maintaining our good working relationships 
with relevant other bodies, such as the 
Government Digital Service (GDS) the Health 
and Social Care information Centre (HSCIC) 

We contribute to the objectives of the wider health 
system, with respect to information management. 

Learning from best practice and sharing expertise, so 
that we can make use of each other’s strengths and 

 

 

Throughout year 



 

Activities Methods and channels Benefits and outcomes Timescale 

Outcomes in this area of work will 
support the Department of Health’s 
SDP – objective 4: improving 
efficiency and productivity of the 
health and care system. 

and being an active member of the National 
Information Board (NIB). 

knowledge in data management, systems integrity 
and security. 

 

https://www.gov.uk/government/publications/department-of-health-shared-delivery-plan-2015-to-2020/shared-delivery-plan-2015-to-2020
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Annexes Annex A: Strategic risk register 



Strategic risk register                             Human Fertilisation and Embryology Authority                                

 

 CMG reviewed the risk register at its meeting on 7 September. Three of 

the twelve risks are above tolerance. CMG reviewed all risks, controls 

and scores. CMG’s specific comments are contained in the risk register 

at Annex A. 

 The risk register was last discussed at AGC on 21 September. No 

changes were proposed to the risk scores. Any comments from the 

Authority will be fed into the Committee’s next review on 7 December. 

 

 

 The Authority is asked to note and comment on the latest edition of the 

strategic risk register. 
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Risk summary: high to low residual risks   

Risk area Risk title Strategic linkage1 Residual risk Current status Trend* 

Legal challenge LC1: Resource diversion Efficiency, economy and value 12 – High At tolerance   

Information for Quality IfQ1: Improved information access Increasing and informing choice: information 12 – High Above tolerance  

Data D1: Data loss or breach Efficiency, economy and value 10 – Medium  At tolerance  

Data D2: Incorrect data released Efficiency, economy and value 9 – Medium Above tolerance  

Financial viability FV1: Income and expenditure Efficiency, economy and value 9 – Medium At tolerance   

Donor conception DC2: Support for OTR applicants Setting standards: donor conception 9 – Medium  At tolerance  

Capability C1: Knowledge and capability Efficiency, economy and value 9 – Medium Above tolerance  

Information for Quality IfQ3: Delivery of promised efficiencies Efficiency, economy and value 8 – Medium Below tolerance   

Regulatory model RM1: Quality and safety of care Setting standards: quality and safety  8 – Medium At tolerance  

Regulatory model RM2: Loss of regulatory authority Setting standards: quality and safety  8 – Medium At tolerance  

Information for Quality IfQ2: Register data Increasing and informing choice: Register data  8 – Medium At tolerance  

Donor conception DC1: OTR inaccuracy Setting standards: donor conception 4 – Low  At tolerance  

 

* This column tracks the four most recent reviews by AGC, CMG, or the Authority (eg,).  
Recent review points are:  CMG 18 May  AGC 15 June  Authority 6 July  CMG 7 September/AGC 21 September (no changes to scores) 

                                                 
1 Strategic objectives 2014-2017: 

Setting standards: improving the quality and safety of care through our regulatory activities.  (Setting standards – quality and safety) 

Setting standards: improving the lifelong experience for donors, donor-conceived people, patients using donor conception, and their wider families. (Setting standards – donor conception) 

Increasing and informing choice: using the data in the register of treatments to improve outcomes and research. (Increasing and informing choice – Register data) 

Increasing and informing choice: ensuring that patients have access to high quality meaningful information. (Increasing and informing choice – information) 

Efficiency, economy and value: ensuring the HFEA remains demonstrably good value for the public, the sector and Government. (Efficiency, economy and value) 
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CMG overview – summary from September risk meeting 

CMG reviewed the risk register and risk scores at its meeting on 7 September. Detailed review of the legal (LC1) risk was undertaken offline with the 
risk owners.  

CMG heard about the Department of Health risk audit recommendation that ALBs and the Department consider risk interdependencies across the 
health and care system, and heard that the HFEA would be seeking to embed this approach into future management of risk. 

With regard to IfQ risks, as we move toward the end of the Programme, perhaps unsurprisingly a number of risks have surfaced or increased. There is 
still a volume of work to complete, and the separate IfQ report on the agenda gives further information about current challenges. Three new inter-
related strategic risk sources, arising due to IfQ, were added to the register in September. These related to the various possible impacts if Electronic 
Patient Record System (EPRS) providers did not make the necessary changes to their systems to submit clinic treatment data to the new Register 
structure following IfQ release 2. The risk areas affected were firstly RM1 (the risk of a loss of regulatory authority), because any gaps in data could 
impact effective regulatory monitoring. Secondly, IfQ1 (the risk to improved information access), since any data that had not been provided would then 
not be available to provide to patients through Choose a Fertility Clinic. And finally, FV1 (financial viability - risk of overspend) could be impacted if the 
HFEA were not able to bill clinics for treatments that they had undertaken but not reported to us. CMG heard that this risk was not yet imminent since it 
would only apply following IfQ release 2, in 2017; however, the impact of the risk could potentially be wide-reaching if it were not managed effectively. 
CMG heard that the IfQ Programme Board had received proposals for a revised delivery plan and that this would positively affect the proximity of the 
risk. Work was also underway to develop further mitigation plans for these risks, alongside the finance and compliance teams where needed. CMG 
agreed that the HFEA was able to tolerate this situation at the current time, however, appropriate mitigation plans and risk monitoring would be 
essential. 

Under item C1 (Knowledge and capability), CMG discussed the impact of the Head of Corporate Governance leaving the organisation in September. 
Although this would leave the HFEA with a Head level vacancy again, the residual risk level for this risk had previously been raised when there had 
been two Head vacancies at once, and had not been lowered since that point pending bedding in periods. Because of this, the risk would not increase 
as a result of having a vacancy again. 

CMG reassessed the residual risk likelihood for IfQ3 (delivery of promised efficiencies), and agreed it should be reduced to a score of 2, since, with the 
mitigations currently in place it was unlikely that the HFEA would not be able to deliver these improvements. This brings this risk to within tolerance, 
with a score of 8. 

All Finance related risks were reassigned to the Head of Finance pending the arrival of the new Director of Finance and Facilities at the beginning of 
November. Ownership will be revised shortly, to reflect that the new Director has recently started. 

CMG also considered operational risks (under a different report) and noted that the main theme of each team’s operational risks was resources. This 
has been the position for some time now and risks in this area were raised by all teams, though resource pressure was particularly being felt in the 
Legal team at the moment. Other teams have been made aware of these pressures on the Legal team and external support is being sought where 
useful. 
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An increase in the number of quality-related operational risks across teams was also noted. This was especially highlighted in a new business planning 
team risk, rated ‘high’, that ‘unanticipated or uncontrolled risks could become live issues or cause internal incidents’. The importance of ongoing 
operational risk management with teams, during a busy period, was highlighted to all Heads. The business planning team are also planning to 
implement further measures to embed risk management in teams and upskill more junior team members, though this also requires the ongoing 
commitment of Heads. 

The Finance team raised as a new, high, operational risk the potential for non-payment of suppliers caused by technical issues with the HFEA being 
migrated to Barclays internet banking. This has subsequently been escalated with Barclays and is largely resolved, reducing the risk. 

AGC feedback – September meeting (21/09/2016):  

The committee asked the executive to give more consideration to ‘plan B’ for the website, in the event of an adverse JR judgment, or in the event of 
Red Dot (the current, outgoing content management system, which was old and unsupported) failing completely.  

CMG discussed this issue and confirmed that the new website was capable of being used in place of the current website, and that if we needed to 
deploy it before the JR was resolved, the information under dispute could be removed as a short term measure. The new website made use of a 
different content management system, Umbraco, which was up to date and supported, as well as more stable and reliable than RedDot. This option 
meant that our communications channels would remain open, and this seemed sufficient mitigation. In addition, the HFEA had a range of other 
channels for communicating important information to clinics and other stakeholders, including the clinic portal, social media, Clinic Focus, and email. 
This was felt to provide a sufficient range of options for important communications should the worst happen and access to the current website be lost.  

All concerns raised by AGC have been noted and addressed. 
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 Whether the risk results in a potentially serious impact on delivery of the HFEA’s strategy or purpose. 

 Whether it is possible for the HFEA to do anything to control the risk (so external risks such as weather events are not included). 

 

Rank 
Risks are arranged above in rank order according to the severity of the current residual risk score. 

 

Risk trend 

The risk trend shows whether the threat has increased or decreased recently. The direction of the arrow indicates whether the risk is: Stable  , Rising   or 
Reducing  . 

 

Risk scoring system 
See last page. 

 

Assessing inherent risk 
Inherent risk is usually defined as ‘the exposure arising from a specific risk before any action has been taken to manage it’. This can be taken to mean ‘if no 
controls at all are in place’. However, in reality the very existence of an organisational infrastructure and associated general functions, systems and processes 
does introduce some element of control, even if no other mitigating action were ever taken, and even with no particular risks in mind. Therefore, in order for 
our estimation of inherent risk to be meaningful, the HFEA defines inherent risk as:  

 

‘the exposure arising from a specific risk before any additional action has been taken to manage it, over and above pre-existing ongoing organisational 
systems and processes.’ 

 

System-wide risk interdependencies 

 

We also consider whether any HFEA strategic risks or controls have a potential impact for the Department or any other ALBs. 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Regulatory 
model 

 

RM 1: 

Quality and 
safety of 
care 

There is a risk of adverse 
effects on the quality and 
safety of care if the HFEA 
were to fail to deliver its 
duties under the HFE Act 
(1990) as amended.  

 

 

Setting standards: improving the quality and safety 
of care through our regulatory activities. 

 

Inherent risk level:   

 
 

Peter 
Thompson Likelihood  Impact  Inherent risk 

3 5 15 High 

Residual risk level: 

Likelihood Impact Residual risk 

2 4 8 Medium 

Tolerance threshold: 8 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Inspection/reporting failure. Inspections are scheduled for the whole year, using 
licence information held on Epicentre, and items are 
also scheduled to committees well in advance. 

In place – Sharon Fensome-Rimmer  

 

 

At tolerance.  

 

The Head of Corporate 
Governance and Chief 
Inspector started in their posts 
(in March and May 2016 
respectively). While any new 
staff member is bedding into the 
organisation it is likely that 
some degree of ownership of 
controls would sit with both the 
respective Directors as well as 
the Heads themselves until fully 
trained. The Head of Corporate 
Governance subsequently left 
the HFEA in September 2016 
which left a Head vacancy 
again (now filled). There will 
continue to be a period of 
bedding in for the Chief 
Inspector. 

 

The need to manage the recent 
Head vacancy, the continuing 
training period and also the 
action plan being implemented 
in connection with legal 
parenthood consent issues, has 

Audit of Epicentre conducted to reveal data errors. 
Queries now routed through Licensing, who hold a 
definitive list of all licensing details.  

Completed October 2015 – Siobhain 
Kelly 

Inspector training, competency-based recruitment, 
induction process, SOPs, QMS, and quality 
assurance all robust. 

In place – Sharon Fensome-Rimmer 

 

Regulatory monitoring processes may be 
disrupted as a result of the temporary 
inability of Electronic Patient Record 
System (EPRS) providers to submit data 
to the new register structure until their 
software has been updated. This could 
impact performance information used in 
inspection notebooks and RBAT alerts 

Proposals on an updated IfQ delivery plan were 
made to August IfQ Programme Board, these 
should help address this risk by extending the 
release date for the EDI replacement by 3 months 
(IfQ release 2).  

Mitigation plans for this risk are in the process of 
being prepared and agreed with SMT as at 
September. 

Mitigation planning in progress in 
September - Nick Jones  

Monitoring failure. Outstanding recommendations from inspection 
reports are tracked and followed up by the team. 

In place – Sharon Fensome-Rimmer 

 

Unresponsiveness to or mishandling of 
non-compliances or grade A incidents. 

Update of compliance and enforcement policy.  Completed following Authority 
approval of new policy March 2016 - 
Nick Jones 

Staffing model provides resilience in the inspection 
team for such events – dealing with high-impact 
cases, additional incident inspections, etc. 

 

 

In place – Sharon Fensome-Rimmer 
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Insufficient inspectors or licensing staff Inspection team up to complement. The new Chief 
Inspector joined the HFEA in early May 2016. 

In place – Nick Jones 

 

raised the residual risk 
likelihood from 1 (very unlikely) 
to 2 (unlikely) – at least until 
November 2016.  

 

On legal parenthood, a strong 
set of actions is in place and 
continues to be implemented.  

 

The inspection team continue to 
work with colleagues in licensed 
centres where there are 
anomalies. The focus is on 
ensuring all affected patients 
are informed and appropriately 
supported.  

Licensing team up to complement following earlier 
recruitment.  

In place – Siobhain Kelly 

Recruitment difficulties and/or high 
turnover/churn in various areas; resource 
gaps and resource diversion into 
recruitment and induction, with impacts 
felt across all teams. 

So far recruitment rounds have yielded sufficient 
candidates, although this has required going beyond 
the initial ALB pool to external recruitment in some 
cases.  

Managed as needed – Sharon 
Fensome-Rimmer 

 

Additional temporary resources available during 
periods of vacancy and transition. 

In place – Rachel Hopkins 

Group induction sessions put in place where 
possible. 

In place – Sharon Fensome-Rimmer  

Resource strain itself can lead to 
increased turnover, exacerbating the 
resource strain. 

Operational performance, risk and resourcing 
oversight through CMG, with deprioritisation or 
rescheduling of work an option.  

In place – Paula Robinson 

Unexpected fluctuations in workload  

(arising from eg, very high level of PGD 
applications received, including complex 
applications involving multiple types of a 
condition; high levels of non-compliances 
either generally or in relation to a 
particular issue). 

Staffing model amended in May 2015, to release an 
extra inspector post out of the previous 
establishment. This increased general resilience, 
enabling more flex when there is an especially high 
inspection/report writing/application processing 
workload. 

In place – Sharon Fensome-Rimmer 

 

Greater sector insight into our PGD application 
handling processes and decision-making steps 
achieved in the past few years; coupled with our 
increased processing rate since efficiency 
improvements were made in 2013 (acknowledged 
by the sector). 

In place – Sharon Fensome-Rimmer 

Some unanticipated event occurs that 
has a big diversionary impact on key 
resources, eg, legal parenthood consent 
issues, or several major Grade A 
incidents occur at once. 

Resilient staffing model in place. In place – Sharon Fensome-Rimmer 

Update of compliance and enforcement policy and 
implementation of new policy and related 
procedures. 

 

 

 

 

 

 

 

In place – revised policy agreed 
Spring 2016 – Nick Jones / Sharon 
Fensome-Rimmer 
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A detailed action plan in response to the legal 
parenthood judgment is in place.  

There has been correspondence with clinics, who 
have completed full audits. PRs are responsible for 
the robustness of the audit. 

The HFEA has required that clinics support affected 
patients – using Barts as a good example. 

In working with clinics, the HFEA has experienced 
good cooperation. All clinics engaged and have 
provided assurances about current practice. 

Through a detailed review of every clinic’s 
responses, a summary list of all concerns is being 
produced.  

Management review meetings took place for all 
clinics at which there are handling concerns or 
anomalies.  

Plan of action in place to address all of the concerns 
identified, with direct follow up with centres who did 
not respond at all.  

Where there are engagement concerns, we will do 
short-notice inspections, focused on parenthood 
consent. 

The policy team will develop a range of tools to 
support licensed clinics in ensuring patients provide 
effective consent.    

Range of lessons learned identified. 

In progress – Nick Jones/Sharon 
Fensome-Rimmer 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Policy team tools – development in 
2017/18 business year – Joanne 
Anton 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Regulatory 
model 

 

RM 2: 

Loss of 
regulatory 
authority 

There is a risk that the 
HFEA could lose authority 
as a regulator, jeopardising 
its regulatory effectiveness, 
owing to a loss of public / 
sector confidence. 

Setting standards: improving the quality and safety 
of care through our regulatory activities. 

 

Inherent risk level:  

 

 

 

 
 

Peter 
Thompson Likelihood  Impact  Inherent risk 

3 5 15 High 

Residual risk level: 

Likelihood Impact Residual risk 

2 4 8 Medium 

Tolerance threshold: 8 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Failures or weaknesses in decision 
making processes. 

Keeping up to date the standard operating 
procedures (SOPs) for licensing, representations 
and appeals.  

In place – Siobhain Kelly At tolerance. 

 

Although two additional risk 
sources exist at present 
(website outages until the new 
beta website is live and the plan 
of work to address legal 
parenthood consent issues), 
these are being well managed 
and/or tolerated, and the overall 
risk score has not increased.  

 

 

Learning from past representations and Appeal 
Committee hearings incorporated into processes.  

In place – Siobhain Kelly 

Appeals Committee membership maintained. 
Ongoing process in place for regular appointments 
whenever vacancies occur or terms of office end. 

In place – Siobhain Kelly  

Staffing structure for sufficient committee support. In place – Siobhain Kelly 

Decision trees; legal advisers familiar. In place – Siobhain Kelly 

Proactive management of quoracy for meetings. In place – Siobhain Kelly 

New (ie, first application) T&S licences delegated to 
ELP. Delegations were revisited during 2016 review 
of Standing Orders. Licensing Officer role to take 
certain decisions from ELP –the documentation for 
recording Licensing Officer decisions is complete as 
at September 2016 and this process is ready for 
implementation. 

In place  – Siobhain Kelly 

Licensing Officer role – ready for 
implementation September 2016 – 
Siobhain Kelly 

Delegations in SOs were put in place - 
Spring 2016 

Failing to demonstrate competence as a 
regulator 

 

Update of compliance and enforcement policy and 
implementation of new policy and related 
procedures. 

In place – revised policy agreed 
Spring 2016 – Nick Jones / Sharon 
Fensome-Rimmer 

Inspector training, competency-based recruitment, 
induction process, SOPs, quality management 
system (QMS) and quality assurance all robust. 

In place – Sharon Fensome-Rimmer 

Effect of publicised grade A incidents. Staffing model provide resilience in inspection team 
for such events – dealing with high-impact cases, 
additional incident inspections, etc. 

In place – Sharon Fensome-Rimmer 
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SOPs and protocols with Communications team. In place – Sharon Fensome-Rimmer 

Fairness and transparency in licensing committee 
information. 

In place – Sharon Fensome-Rimmer 

Dedicated section on website, so that the public can 
openly see our activities in the broader context. 

In place – Sharon Fensome-Rimmer 

Administrative or information security 
failure, eg, document management, risk 
and incident management, data security. 

 

Staff have annual information security training (and 
on induction). 

In place – Dave Moysen  

TRIM training and guidance/induction in records 
management in place pending new work on records 
management to be commenced in autumn 2016 
(see below).  

New work in development as at 
September 2016  

 

Further work planned on records management in 
parallel with IT strategy. This piece of work is 
currently being scoped. 

Linked to IT strategy work – in 
progress – Siobhain Kelly / David 
Moysen 

 

Guidance/induction in handling FOI requests, 
available to all staff. 

In place – Siobhain Kelly 

The IfQ website management project has reviewed 
the retention schedule. 

Completed – August 2015 – Juliet 
Tizzard 

Until the IfQ website project has been 
completed, there is a continued risk of 
HFEA website outages, as well as 
difficulties in uploading updates to web 
pages.  

Alternative mechanisms are in place for clinics to 
get information about materials such as the Code of 
Practice (eg, direct communications with inspectors, 
Clinic Focus).  

In place – Sharon Fensome-Rimmer 

The IfQ work on the new website will completely 
mitigate this risk (the new content management 
system will remove the current instability we are 
experiencing from using RedDot). This risk has 
informed our decisions about which content to move 
first to the beta version of the new site.  

In progress – beta phase February 
2016 – Juliet Tizzard 

Negative media or criticism from the 
sector in connection with legally disputed 
issues or major adverse events at clinics. 

HFEA approach is only to go into cases on the basis 
of clarifying legal principles or upholding the 
standards of care by challenging poor practice. This 
is more likely to be perceived as proportionate, 
rational and necessary (and impersonal), and is in 
keeping with our strategic vision. 

 

 

 

 

In place - Peter Thompson 
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HFEA process failings that create or 
contribute to legal challenges, or which 
weaken cases that are otherwise sound, 
or which generate additional regulatory 
sanctions activity (eg, legal parenthood 
consent). 

Licensing SOPs, committee decision trees in place. 
Mitochondria donation application tools completed. 

In place – Siobhain Kelly 

Update of compliance and enforcement policy and 
implementation of new policy and related 
procedures. 

In place – revised policy agreed 
Spring 2016 – Nick Jones / Sharon 
Fensome-Rimmer 

Seeking the most robust possible assurance from 
the sector with respect to legal parenthood consent 
issues, and detailed plan in operation to address 
identified cases and anomalies. 

In progress – Nick Jones 

QMS and quality assurance in place in inspection 
team. 

In place – Sharon Fensome-Rimmer  
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

IfQ  

 

IfQ 1: 

Improved 
information 
access 

If the information for 
Quality (IfQ) programme 
does not enable us to 
provide better information 
and data, and improved 
engagement channels, 
patients will not be able to 
access the improved 
information they need to 
assist them in making 
important choices. 

Increasing and informing choice: ensuring that 
patients have access to high quality meaningful 
information. 

 

Inherent risk level:  Juliet Tizzard 

Likelihood  Impact  Inherent risk 

4 4 16 High 

Residual risk level: 

Likelihood Impact Residual risk 

3 4 12 High 

Tolerance threshold: 8 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Inability to extract reliable data from the 
Register. 

 

Detailed planning and programme management in 
place to ensure this will be possible after migration. 

Migration strategy developed, and significant work 
being done to identify and cleanse all of the data 
that will require correction before migration can be 
done. 

Decisions have been made about the degree of 
reliability required in each data field. For those fields 
where 100% reliability is needed, inaccurate or 
missing data is being addressed as part of project 
delivery.  

All aspects – detailed project planning 
in place – Nick Jones   

Above tolerance. 

The approval process has had 
to be tightly managed; a 
summary is set out below. 

The Department of Health 
gateway review took place in 
November 2015 and awarded a 
high score to the HFEA, but the 
formal decision on this was still 
not made by the Government 
Digital Service board until mid-
January (a month later than 
expected).  

This meant that the beta (build) 
stage initially had to proceed at 
risk (subsequently resolved). 

Approval also carried a number 
of requirements and conditions 
which need to be added to the 
delivery.  

Owing to these delays, it was 
necessary to extend the 
timeline for the private beta 
phase from March to June 
2016. 

Reduced ability to provide for patient 
choice based on CaFC information as a 
result of EPRS inability to submit/correct 
data in the new register structure if they 
do not update their systems in time to 
comply. This could impact the publication 
of CaFC data. 

Proposals on an updated IfQ delivery plan were 
made to August IfQ Programme Board, these 
should help address this risk.  

Mitigation plans for this risk are in the process of 
being prepared and agreed with SMT as at 
September.  

 

In progress - Nick Jones  

Stakeholders dislike or fail to accept the 
new model for CaFC. Stakeholders not 
on board with the changes. 

In-depth stakeholder engagement and extensive 
user research completed to inform the programme’s 
intended outcomes, products and benefits. This 
included, consultation, expert groups and Advisory 
Board and this continues to be an intrinsic part of 
programme approach.   

 

 

 

In place and ongoing – Juliet Tizzard 
/Nick Jones 
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Cost of delivering better information 
becomes too prohibitive, either because 
the work needed is larger than 
anticipated, or as a result of the approval 
periods associated with required DH/GDS 
gateway reviews.  

Costs were taken into account as an important 
factor in consideration of contract tenders and 
negotiations. 

Following earlier long timelines and unsuccessful 
attempts to discuss with GDS, our experience at the 
Beta gateway has been much improved and 
feedback was almost immediate. Watching brief 
being kept.  

In place – Nick Jones 

 

 

In place – Nick Jones  

The live beta gateway approval 
in May was much more efficient, 
with approvals received within 
days of the assessment taking 
place. However, there were a 
number of requirements to 
address before implementing 
live beta. 

The move to public beta was 
delayed by an injunction 
brought by a licensed clinic. We 
successfully managed to have 
the injunction lifted, but it meant 
that we could not issue the new 
website to public beta testing 
until August 2016.  

 

 

Redeveloped website does not meet the 
needs and expectations of our various 
user types. 

Programme approach and some dedicated 
resources in place to manage the complexities of 
specifying web needs, clarifying design 
requirements and costs, managing changeable 
Government delegation and permissions structures, 
etc. 

User research done, to properly understand needs 
and reasons. 

Tendering and selection process included clear 
articulation of needs and expectations. 

GDS Beta assessment was passed on all 18 points. 

In progress – delivery of next stage of 
user research by end Oct 2016 – 
Juliet Tizzard 

Government and DH permissions 
structures are complex, lengthy, multi-
stranded, and sometimes change mid-
process. 

Initial external business cases agreed and user 
research completed.  

Final business case for whole IfQ programme was 
submitted and eventually accepted. 

All GDS approvals sought so far have been granted, 
albeit with some delays to the earlier ones. 

Additional sprints of work were incorporated in beta, 
in an attempt to allow sufficient time (and resources) 
for the remaining GDS gateway review processes 
and subsequent formal approval mechanisms. 

The beta timeline was extended by 3 months to 
compensate for previous and anticipated future 
delays. 

In place – Juliet Tizzard 

 

In place – Nick Jones (decision 
received April 2015) 

 

 

 

In place – Nick Jones  

Resource conflicts between delivery of 
website and business as usual (BAU). 

Backfilling where possible/affordable to free up the 
necessary staff time, eg, Websites and Publishing 
Project Manager post backfilled to free up core staff 
for IfQ work. 

 

 

 

In place – Juliet Tizzard 



Annex A 

 

 13 

Delivery quality is very supplier 
dependent. Contractor management 
could become very resource-intensive for 
staff, or the work delivered by one or 
more suppliers could be poor quality 
and/or overrun, causing knock-on 
problems. 

Programme management resources and quality 
assurance mechanisms in place for IfQ to manage 
(among other things) contractor delivery. 

Agile project approach includes a ‘one team’ ethos 
and requires close joint working and communication 
among all involved contractors. Sound project 
management practices in place to monitor delivery. 

Previous lessons learned and knowledge exist in the 
organisation from managing some previous projects 
where poor supplier delivery was an issue requiring 
significant hands-on management. 

Ability to consider deprioritising other work, through 
CMG, if necessary. 

Regular contract meetings in place.  

This remains a challenge. 

In place – Juliet Tizzard 

New CMS (content management 
software) is ineffective or unreliable. 

CMS options were scrutinised carefully as part of 
project. Appropriate new CMS chosen, and all 
involved teams happy with the selection. 

In progress – implemented in beta 
phase, July 2016 – Juliet Tizzard 

Benefits not maximised and internalised 
into ways of working.  

During IfQ delivery, product owners are in place, as 
is a communications plan. The aim is to ensure that 
changes are developed involving the right staff 
expertise (as well as contractors) and to ensure that 
the changes are culturally embraced and embedded 
into new ways of working. 

Knowledge handover with the contractors will take 
place. 

In place – Nick Jones 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

IfQ  

 

IfQ 2: 

Register 
data 

HFEA Register data 
becomes lost, corrupted, or 
is otherwise adversely 
affected during IfQ 
programme delivery. 

 

Increasing and informing choice: using the data in 
the Register of Treatments to improve outcomes 
and research. 

 

Inherent risk level:  
 

Nick Jones 

Likelihood  Impact  Inherent risk 

2 5 10 Medium 

Residual risk level: 

Likelihood Impact Residual risk 

2 4 8 Medium 

Tolerance threshold: 8 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Risks associated with data migration to 
new structure, together with records 
accuracy and data integrity issues. 

IfQ programme groundwork focused on current state 
of Register. Extensive planning in place, including 
detailed research and migration strategy. 

In place – Nick Jones/Dave Moysen  At tolerance. 

 

This risk is being intensively 
managed – a major focus of IfQ 
detailed planning work, 
particularly around data 
migration. 

 

 

The firm (Avoca) which was scheduled to 
provide assurance on data migration has 
gone out of business. 

The HFEA has considered other sources of 
assurance and have now sourced a supplier and is 
currently going through procurement processes to 
appoint them. 

Pending a successful appointment 
process, we would expect the new 
company to begin providing assurance 
in September/October– Nick Jones 

Historic data cleansing is needed prior to 
migration. 

A detailed migration strategy is in place, and data 
cleansing is in progress.  

In place – Nick Jones/Dave Moysen  

Increased reporting needs mean we later 
discover a barrier to achieving this, or that 
an unanticipated level of accuracy is 
required, with data or fields which we do 
not currently focus on or deem critical for 
accuracy. 

IfQ planning work incorporated consideration of 
fields and reporting needs were agreed. 

Decisions about the required data quality for each 
field were ‘future proofed’ as much as possible 
through engagement with stakeholders to anticipate 
future needs and build these into the design. 

In place – Nick Jones  

Reliability of existing infrastructure 
systems – (eg, Register, EDI, network, 
backups). 

Maintenance of desktop, network, backups, etc. 
core part of IT business as usual delivery. 

In place – Dave Moysen 

System interdependencies change / are 
not recognised 

Strong interdependency mapping done between IfQ 
and business as usual. 

Done – Nick Jones 

Benefits not maximised and internalised 
into ways of working.  

During IfQ delivery, product owners are in place, as 
is a communications plan. The aim is to ensure that 
changes are developed involving the right staff 
expertise (as well as contractors) and to ensure that 
the changes are culturally embraced and 
embedding into new ways of working. 

Knowledge handover with the contractors will take 
place. 

In place – Nick Jones 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

IfQ 

 

IfQ 3: 

Delivery of 
promised 
efficiencies  

There is a risk that the 
HFEA’s promises of 
efficiency improvements in 
Register data collection 
and submission are not 
ultimately delivered. 

Efficiency, economy and value: ensuring the HFEA 
remains demonstrably good value for the public, the 
sector and Government. 

Inherent risk level:  Nick Jones 

Likelihood  Impact  Inherent risk 

4 4 16 High 

Residual risk level: 

Likelihood Impact Residual risk 

2 4 8 Medium 

Tolerance threshold: 9 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Poor user acceptance of changes, or 
expectations not managed. 

Stakeholder involvement strategy in place and user 
testing being incorporated into implementation 
phases of projects. 

In place – Nick Jones/Juliet Tizzard Below tolerance. 

 

September 2016 - Since, 
ultimately, we believe that the 
mitigations that are in place are 
working effectively and mean 
that we are on track to achieve 
the promised efficiencies, we 
have reduced the level of 
likelihood for this risk. This in 
turn brings the risk to below the 
tolerance threshold of 9. 

 

This risk is also affected by 
GDS approvals and associated 
requirements (see IfQ1). 

 

Clinics not consulted/involved enough. Working with stakeholders has been central to the 
development of IfQ, and will continue to be. 
Advisory Group and expert groups have ended, but 
a stakeholder group for the implementation phase is 
in place.  

Workshops were delivered with the sector regarding 
how information will be collected through the clinic 
portal. From beta live onwards we will receive 
feedback and iteratively develop the products. 

In place – Nick Jones/Juliet Tizzard 

Scoping and specification are insufficient 
for realistic resourcing and on-time 
delivery of changes. 

Scoping and specification were elaborated with 
stakeholder input, so as to inform the tender. 
Resourcing and timely delivery were a critical part of 
the decision in awarding the contract. 

In place and contracts awarded (July 
2015) – Nick Jones  

Efficiencies cannot, in the end, be 
delivered.  

Detailed scoping phase included stakeholder input 
to identify clinic users’ needs accurately. 

Specific focus in IfQ projects on efficiencies in data 
collected, submission and verification, etc.  

In place – Nick Jones  

Cost of improvements becomes too 
prohibitive. 

Contracts only awarded to bidders who made an 
affordable proposal.  

Detailed planning for release two (which includes 
the second iteration of the portal and the 
introduction of the new EDI interface) is in progress 
and the HFEA will continue to work within agreed 
costs. 

 

In place (July 2015) – Nick Jones 

 

In progress (September 2016) – Nick 
Jones 
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Required GDS gateway approvals are 
delayed or approval is not given. 

All GDS approvals sought so far have been granted, 
albeit with some delays to earlier gateways. 

Our detailed planning includes addressing the 
requirements laid down by GDS as conditions of 
alpha and beta phase approval. 

Additional sprints of work were incorporated into 
beta, in an attempt to allow sufficient time (and 
resources) for the remaining GDS gateway review 
processes and subsequent formal approval 
mechanisms. 

The beta timeline was extended by 3 months to 
compensate for previous and anticipated future 
delays. 

In place – Nick Jones 

 

 

 

Benefits not maximised and internalised 
into ways of working.  

During IfQ delivery, product owners are in place, as 
is a communications plan. The aim is to ensure that 
changes are developed involving the right staff 
expertise (as well as contractors) and to ensure that 
the changes are culturally embraced and embedded 
into new ways of working. 

 

Knowledge handover with the contractors will take 
place. 

In place (June 2015) – Nick Jones 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Legal 
challenge 

 

LC 1: 

Resource 
diversion 

There is a risk that the 
HFEA is legally challenged 
in such a way that 
resources are diverted 
from strategic delivery. 

Efficiency, economy and value: ensuring the HFEA 
remains demonstrably good value for the public, the 
sector and Government. 

Inherent risk level:  

 
 

Peter 
Thompson Likelihood  Impact  Inherent risk 

4 5 20 Very high 

Residual risk level: 

Likelihood Impact Residual risk 

3 4 12 High  

Tolerance threshold: 12 High 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Complex and controversial area. Panel of legal advisors from various firms at our 
disposal for advice, as well as in-house Head of 
Legal. 

In place – Peter Thompson At tolerance. 

 

Current cases: 

 

The judgment in 2015 and 
subsequent cases on consents 
for parenthood have 
administrative and policy 
consequences for the HFEA. 
Further cases are going through 
court, although there have been 
no cases arising from new 
incidents post the 2015 
judgment. The HFEA is unlikely 
to participate in most of these 
legal proceedings directly, 
though the court has required 
us to provide information and 
clarification in relation to six 
legal parenthood cases. 

A judicial review hearing of one 
discrete element of the IfQ 
CaFC project has been set for 
December. Authority decisions 
in November may impact on the 
scope of the JR. We are 
advised that our case is strong; 
however, if it were lost then it 

Evidence-based policy decision-making and horizon 
scanning for new techniques. 

In place – Joanne Anton 

Robust and transparent processes in place for 
seeking expert opinion – eg, external expert 
advisers, transparent process for gathering 
evidence, meetings minuted, papers available 
online.  

In place – Joanne Anton/Juliet Tizzard 

HFE Act and regulations lead to the 
possibility of there being differing legal 
opinions from different legal advisers, that 
then have to be decided by a court.  

Panel in place, as above, to get the best possible 
advice.  

Case by case decisions regarding what to argue in 
court cases, so as to clarify the position. 

 

 

In place – Peter Thompson 

Decisions and actions of the HFEA and 
its committees may be contested. 

 

New guide to licensing and inspection 
rating (effective from go-live of new 
website) on CaFC may mean that more 
clinics make representations against 
licensing decisions. 

Panel in place, as above. In place – Peter Thompson 

Maintaining, keeping up to date and publishing 
licensing SOPs, committee decision trees etc. 

consistent decision making at licence committees 
supported by effective tools for committees 

Standard licensing pack completely refreshed and 
distributed to members/advisers (April 2015). 

In place – Siobhain Kelly 

Well-evidenced recommendations in inspection 
reports.  

 

 

In place – Sharon Fensome-Rimmer 
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Subjectivity of judgments means the 
HFEA often cannot know in advance 
which way a ruling will go, and the extent 
to which costs and other resource 
demands may result from a case. 

Scenario planning is undertaken at the initiation of 
any likely action.  

In place – Peter Thompson may impact on aspects of the 
presentation of data. 

 

HFEA could face unexpected high legal 
costs or damages which it could not fund. 

If this risk was to become an issue then discussion 
with the Department of Health would need to take 
place regarding possible cover for any extraordinary 
costs, since it is not possible for the HFEA to insure 
itself against such an eventuality, and not 
reasonable for the HFEA’s small budget to include a 
large legal contingency. This is therefore an 
accepted, rather than mitigated risk. It is also 
interdependent risk because DH would be involved 
in resolving it. 

In place – Peter Thompson 

Legal proceedings can be lengthy and 
resource draining. 

Panel in place, as above, enabling us to outsource 
some elements of the work.  

In place – Peter Thompson 

Internal mechanisms (such as the Corporate 
Management Group, CMG) in place to reprioritise 
work should this become necessary. 

In place – Peter Thompson 

Adverse judgments requiring us to alter or 
intensify our processes, sometimes more 
than once. 

Licensing SOPs, committee decision trees in place. In place – Siobhain Kelly 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Data 

 

D 1: 

Data loss or 
breach 

 

There is a risk that HFEA 
data is lost, becomes 
inaccessible, is 
inadvertently released or is 
inappropriately accessed.  

Efficiency, economy and value: ensuring the HFEA 
remains demonstrably good value for the public, the 
sector and Government. 

 

Inherent risk level:  

 

 
 

Nick Jones 

Likelihood  Impact  Inherent risk 

4 5 20 Very high 

Residual risk level: 

Likelihood Impact Residual risk 

2 5 10 Medium 

Tolerance threshold: 10 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Confidentiality breach of Register data. Staff have annual compulsory security training to 
guard against accidental loss of data or breaches of 
confidentiality. 

Secure working arrangements for Register team, 
including when working at home. 

In place – Dave Moysen  At tolerance. 

Loss of Register or other data. As above. In place – Dave Moysen 

Robust information security arrangements, in line 
with the Information Governance Toolkit, including a 
security policy for staff, secure and confidential 
storage of and limited access to Register 
information, and stringent data encryption 
standards.   

In place – Dave Moysen 

Cyber-attack and similar external risks. Secure system in place as above, with regular 
penetration testing. 

In place – Dave Moysen 

Infrastructure turns out to be insecure, or 
we lose connection and cannot access 
our data.  

IT strategy agreed, including a thorough 
investigation of the Cloud option, security, and 
reliability.  

In place – Dave Moysen  

Deliberate internal damage to infrastructure, or data, 
is controlled through off-site back-ups and the fact 
that any malicious tampering would be a criminal 
act.  

In place (March 2015) – Nick Jones  

Business continuity issue. BCP in place and staff communication procedure 
tested. A new BCP is being produced by the Head 
of IT to reflect the changes to this following changes 
to infrastructure and the office move.  

In place – Morounke Akingbola Update 
being done by Dave Moysen – 
September 2016 

 

Register data becomes corrupted or lost 
somehow. 

Back-ups and warehouse in place to ensure data 
cannot be lost. 

 

In place – Nick Jones/Dave Moysen 



Annex A 

 

 20 

Other HFEA data (system or paper) is 
lost or corrupted. 

As above. Staff have annual compulsory security 
training to guard against accidental loss of data or 
breaches of confidentiality. 

In place – Dave Moysen 

 

Poor records management TRIM training and guidance/induction in records 
management in place pending new work on records 
management to be commenced in autumn 2016 
(see below).  New work in development as at 
September 2016  

New work in development as at 
September 2016  

 

 

Further work planned on records management in 
parallel with IT strategy. This piece of work is 
currently being scoped. Linked to IT strategy work – 
in progress – Siobhain Kelly / David Moysen 

Linked to IT strategy work – in progress 
– Siobhain Kelly / David Moysen 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Data 

 

D 2: 

Incorrect 
data 
released 

 

There is a risk that 
incorrect data is released 
in response to a 
Parliamentary question 
(PQ), or a Freedom of 
Information (FOI) or data 
protection request. 

Efficiency, economy and value: ensuring the HFEA 
remains demonstrably good value for the public, the 
sector and Government. 

 

Inherent risk level:  Juliet Tizzard 

Likelihood  Impact  Inherent risk 

5 4 20 Very high 

Residual risk level: 

Likelihood Impact Residual risk 

3 3 9 Medium 

Tolerance threshold: 8 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Poor record keeping Refresher training and reminders about good 
records management practice.  

In place – SMT 

 

Above tolerance. 

 

Although we have some good 
controls in place for dealing with 
PQs and other externally 
generated requests, it should be 
noted that we cannot control 
incoming volumes, complexity 
or deadlines. 

 

In September 2016 we have not 
yet registered an unusual spike 
in volumes following on from 
recess (during which time there 
were no PQs). However, with 
the current work on the 
mitochondria scientific review, 
due to be published in 
November, this situation is likely 
to change in future months. We 
continue to closely monitor 
volumes. 

 

 

TRIM review and retention policy implementation 
work – part of records management project  

To sync in with IT strategy. RM project 
to start autumn 2016– Dave 
Moysen/Siobhain Kelly  

Audit of Epicentre to reveal any data errors.  

All queries being routed through Licensing, who 
have a definitive list of all licensing details. 

Completed October 2015 – Siobhain 
Kelly 

Implementation of actions following 
Epicentre audit planned and to be 
completed by November 2016– 
Siobhain Kelly 

Excessive demand on systems and over-
reliance on a few key expert individuals – 
request overload – leading to errors 

PQs, FOIs and OTRs have dedicated expert 
staff/teams to deal with them.  

If more time is needed for a complex PQ, it is 
occasionally necessary to take the issue out of the 
very tightly timed PQ process and replace this with a 
more detailed and considered letter back to the 
enquirer so as to provide the necessary level of 
detail and accuracy in the answer.  

We also refer back to previous answers so as to 
give a check, and to ensure consistent presentation 
of similar data. 

FOI requests are refused when there are grounds 
for this. 

In place – Juliet Tizzard / Nick Jones  

 

 

PQ SOP revised and log created, to be maintained 
by Committee and Information Officer/Scientific 
Policy Manager. 

 

In place - Siobhain Kelly 
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Answers in Hansard may not always 
reflect advice from HFEA. 

The PQ team attempts to catch any changes to 
drafted wording that may unwittingly have changed 
the meaning.  

HFEA’s suggested answer and DH’s final 
submission both to be captured in new PQ log. 

In place – Siobhain Kelly / Peter 
Thompson 

 

 

Insufficient understanding of underlying 
system abilities and limitations, and/or of 
the topic or question, leading to data 
being misinterpreted or wrong data being 
elicited. 

As above – expert staff with the appropriate 
knowledge and understanding in place.  

In place – Juliet Tizzard / Nick Jones 

Servicing data requests for researchers - 
poor quality of consents obtained by 
clinics for disclosure of data to 
researchers. 

 

There is a recognised risk of centres reporting 
research consents inaccurately. Work is ongoing to 
address consent reporting issues 

 

Inspections now routinely sample 
check a clinic’s performance 
comparing original consent form with 
the detail held on the Register, to 
ensure it has been transcribed 
effectively. Where the error rate is 
above tolerance the clinic must 
undertake a full audit and carry out 
corrections to the Register as 
necessary – Nick Jones 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Donor 
conception  

 

DC 1: 

OTR 
inaccuracy 

There is a risk that an OTR 
applicant is given incorrect 
data. 

Setting standards: improving the lifelong experience 
for donors, donor-conceived people, patients using 
donor conception, and their wider families. 

 

Inherent risk level:  

 

 

 
 

Nick Jones 

Likelihood  Impact  Inherent risk 

3 5 15 High 

Residual risk level: 

Likelihood Impact Residual risk 

1 4 4 Low 

Tolerance threshold: 4 Low 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Data accuracy in Register submissions. Continuous work with clinics on data quality, 
including current verification processes, steps in the 
OTR process, regular audit alongside inspections, 
and continued emphasis on the importance of life-
long support for donors, donor-conceived people 
and parents. 

In place – Nick Jones 

 

 

At tolerance (which is very low 
for this risk). 

Audit programme to check information provision and 
accuracy. 

In place – Nick Jones 

IfQ work will identify data accuracy requirements for 
different fields as part of the migration process, and 
will establish more efficient processes. 

In place – Nick Jones 

 

If subsequent work or data submissions reveal an 
unpreventable earlier inaccuracy (or an error), we 
explain this transparently to the recipient of the 
information, so it is clear to them what the position is 
and why this differs from the earlier provided data. 

In place – Nick Jones 

Issuing of wrong person’s data. OTR process has an SOP that includes specific 
steps to check the information given and that it 
relates to the right person. 

In place – Nick Jones 

Process error or human error. As above. In place – Nick Jones 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Donor 
conception  

 

DC 2: 

Support for 
OTR 
applicants 

There is a risk that 
inadequate support is 
provided for donor-
conceived people or 
donors at the point of 
making an OTR request. 

Setting standards: improving the lifelong experience 
for donors, donor-conceived people, patients using 
donor conception, and their wider families. 

 

Inherent risk level:  

 
 

Nick Jones 

Likelihood  Impact  Inherent risk 

4 4 16 High 

Residual risk level: 

Likelihood Impact Residual risk 

3 3 9 Medium 

Tolerance threshold: 9 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Lack of counselling availability for 
applicants. 

Counselling service established with external 
contractor in place. 

In place (June 2015) – Nick Jones  At tolerance.  

 

The pilot counselling service 
has been in place since 1 
June 2015, and we will make 
further assessments based on 
uptake and the delivery 
experience. Reporting to the 
Authority will occur annually 
during the pilot period, and the 
first such report was provided to 
the July Authority meeting. 

 

 

Insufficient Register team resource to 
deal properly with OTR enquiries and 
associated conversations. 

Additional member of staff dedicated to handling 
such enquiries. However, there is currently also one 
member of staff returning to work from long term 
sick leave, and this together with work pressures 
from IfQ delivery means there is still some pressure 
on team capacity (being discussed by managers). 

In place, with ongoing team capacity 
issue under discussion – Nick Jones 

Risk of inadequate handling of a request. Trained staff, SOPs and quality assurance in place. In place – Nick Jones 

SOPs reviewed by Register staff, CMG and PAC-
UK, as part of the pilot set-up. Contract in place with 
PAC-UK for pilot delivery. 

Done (May 2015) – ongoing 
management of the pilot by Rosetta 
Wotton. 

 

 

  



Annex A 

 

 25 

Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Financial 
viability 

 

FV 1: 

Income and 
expenditure 

There is a risk that the 
HFEA could significantly 
overspend (where 
significantly = 5% of 
budget, £250k) 

 

 

Efficiency, economy and value: ensuring the HFEA 
remains demonstrably good value for the public, the sector 
and Government. 

 

Inherent risk level:  Morounke 
Akingbola 

 

 

Likelihood  Impact  Inherent risk 

4 4 16 High 

Residual risk level: 

Likelihood Impact Residual risk 

3 3 9 Medium 

Tolerance threshold: 9 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

Fee regime makes us dependent on 
sector activity levels. 

Activity levels are tracked and change is discussed 
at CMG, who would consider what work to 
deprioritise and reduce expenditure. 

Monthly (on-going) – Morounke 
Akingbola 

 

 

At tolerance.  

2015/16 achieved a small 
under-spend but risk of 
additional legal costs remains. 

The increase of per-cycle fees 
by £5 (to £80) and the end of 
the small ‘eSET discount’ for 
elective single embryo transfer 
has now been implemented 
following Treasury approval in 
February 2016. This should 
help secure sufficient funds 
going forward.  

It is too early for us to tell 
whether this reduces this risk 
further. The situation will be 
clearer following IfQ 
implementation. 

The potential impact of the IfQ 
risk here, related to EPRS 
suppliers and the impact on 
treatment fees, is not yet fully 
understood. It is also clear that 
this would not potentially impact 
the organisation until 2017, so 
the risk level is not affected at 
this time. Meanwhile, the IfQ 
team will work together closely 

Fees Group created enabling dialogue with sector 
about fee levels. Fee increase was agreed and 
approved by Treasury. This was implemented and 
the eSET discount ended (April 2016). 

In place. Fees Group meeting in 
October, ongoing – Morounke 
Akingbola 

EPRS suppliers may not make required 
changes to their systems in line with IfQ 
data submission mechanism (EDI, 
Register) changes. Clinics using these 
suppliers would be unable to provide 
treatment data leading to deferral of fee 
payment since we could not bill centres 
for treatments. 

Proposals were made to August IfQ Programme 
Board for adjustments to the IfQ schedule which 
would impact when this risk is likely to be felt.  

Further discussions are needed with Finance to 
understand the scale of the potential impact of this 
risk and to plan for an effective mitigation to secure 
cash flow. These discussions will be ongoing while 
IfQ release 2 develops further. 

Ongoing -Nick Jones  

GIA funding could be reduced due to 
changes in Government/policy 

A good relationship with DH Sponsors, who are well 
informed about our work and our funding model.   

Quarterly meetings (on-going) – 
Morounke Akingbola 

Annual budget agreed with DH Finance team 
alongside draft business plan submission.  

December annually – Morounke 
Akingbola  

Detailed budgets for 2016/17 have been agreed with 
Directors.  

DH has previously agreed our resource envelope. 

In place – Morounke Akingbola 

Budget setting process is poor due to 
lack of information from directorates 

Quarterly meetings with directorates flags any 
shortfall or further funding requirements. 

Quarterly meetings (on-going) – 
Morounke Akingbola 

Unforeseen increase in costs eg, legal, 
IfQ or extra in-year work required 

Use of reserves, up to contingency level available. 

DH kept abreast of current situation and are a final 
source of additional funding if required. 

Monthly – Morounke Akingbola 
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IfQ Programme Board regularly reviews the budget 
and costs. 

Monthly – IfQ Programme Board with the finance team and the 
mitigation for this risk will be 
updated once more information 
is gathered and a plan agreed. 
We will keep this under review. 

 

Upwards scope creep during projects, or 
emerging during early development of 
projects eg, IfQ. 

Periodic review of actual and budgeted spend by IfQ 
project board and monthly budget meetings with 
finance. 

Ongoing – Wilhelmina Crown 

 

 

Cash flow forecast updated. Monthly (on-going) – Morounke 
Akingbola 
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Risk area Description and impact Strategic objective linkage Risk scores Recent trend Risk owner 

Capability 

 

C 1: 

Knowledge 
and 
capability 

There is a risk that the 
HFEA experiences 
unforeseen knowledge and 
capability gaps, 
threatening delivery of the 
strategy. 

Efficiency, economy and value: ensuring the HFEA 
remains demonstrably good value for the public, the 
sector and Government. 

 

Inherent risk level:  Peter 
Thompson Likelihood  Impact  Inherent risk 

4 4 16 High 

Residual risk level: 

Likelihood Impact Residual risk 

3 3 9 Medium 

Tolerance threshold: 6 Medium 

Causes / sources Mitigations Timescale and ownership of 
mitigations 

Effectiveness – commentary 

High turnover, sick leave etc. leading to 
temporary knowledge loss and capability 
gaps.  

 

 

People strategy will partially mitigate. 

Mixed approach of retention, staff development, and 
effective management of vacancies and recruitment 
processes. 

Done – May 2015 – Rachel Hopkins 

 

Above tolerance. 

This risk and the set of controls 
remains focused on capability, 
rather than capacity. There are 
obviously some linkages, since 
managing turnover and churn 
also means managing 
fluctuations in capability and 
ensuring knowledge and skills 
are successfully nurtured and/or 
handed over. 

Since the HFEA is a small 
organisation, with little intrinsic 
resilience, it seems prudent to 
have a low tolerance level for 
this risk. 

Both Head vacancies were 
initially filled (in March and May 
2016 respectively). The Head of 
Corporate Governance 
subsequently left in September 
2016, and was replaced 
internally, with associated 
recruitment activity needed.  

Staff have access to civil service learning (CSL); 
organisational standard is five working days per 
year of learning and development for each member 
of staff. 

In place – Rachel Hopkins 

Organisational knowledge captured via records 
management (TRIM), case manager software, 
project records, handovers and induction notes, and 
manager engagement. 

In place – Rachel Hopkins 

The new UK government may implement 
further cuts across all ALBs, resulting in 
further staffing reductions. This would 
lead to the HFEA having to reduce its 
workload in some way. 

The HFEA was proactive in reducing its headcount 
and other costs to minimal levels over a number of 
years. 

We have also been reviewed extensively (including 
the McCracken review). 

Turnover is variable, and so this risk will be retained 
on the risk register, and will continue to receive 
ongoing management attention.  

In place – Peter Thompson 

Poor morale leading to decreased 
effectiveness and performance failures. 

Engagement with the issue by managers. Ensuring 
managers have team meetings and one-to-one 
meetings to obtain feedback and identify actions to 
be taken.  

In place – Peter Thompson 

Staff survey and implementation of outcomes, 
following up at December 2015 all staff conference. 

Survey and staff conference done – 
Rachel Hopkins 

Follow-up communications in place 
(Staff Bulletin etc.) – Peter Thompson 
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Differential impacts of IfQ-related change 
and other pressures for particular teams 
could lead to specific areas of knowledge 
loss and low performance. 

Staff kept informed of likely developments and next 
steps, and when applicable of personal role impacts 
and choices. 

In place – Nick Jones 

Policies and processes to treat staff fairly and 
consistently, particularly if people are ‘at risk’. 

In place – Peter Thompson 

Additional avenues of work open up, or 
reactive diversions arise, and need to be 
accommodated alongside the major IfQ 
programme.  

 

Careful planning and prioritisation of both business 
plan work and business flow through our 
Committees. Regular oversight by CMG – standing 
item on planning and resources. 

In place – Paula Robinson 

Early emphasis given to team-level service delivery 
planning, with active involvement of team members. 
CMG will continue to review planning and delivery. 

In place – Paula Robinson 

Planning for 2016/17 prioritises IfQ delivery, and 
therefore strategy delivery, within our limited 
resources.  

In place as part of business planning 
(2015 onwards) – Paula Robinson 

IfQ has some of its own dedicated resources. In place – Nick Jones 

There is a degree of flexibility within our resources, 
and increasing resilience is a key consideration 
whenever a post becomes vacant. Staff are 
encouraged to identify personal development 
opportunities with their manager, through the PDP 
process, making good use of CSL. 

In place – Peter Thompson 

Regarding the recent work on licensing 
mitochondrial replacement techniques, 
there is a possible future risk that we will 
need to increase both capability and 
capacity in this area, depending on 
uptake (this is not yet certain). 

Future needs (capability and capacity) relating to 
mitochondrial replacement techniques and licensing 
applications are starting to be considered now, but 
will not be known for sure until later. No controls can 
yet be put in place, but the potential issue is on our 
radar. 

Issue for consideration when 
applications commence – Juliet 
Tizzard  
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The HFEA uses the five-point rating system when assigning a rating to both the likelihood and impact of individual risks: 

Likelihood:  1=Very unlikely  2=Unlikely  3=Possible  4=Likely  5=Almost certain   

Impact:  1=Insignificant  2=Minor  3=Moderate  4=Major  5=Catastrophic 

 

Risk scoring matrix 
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Risk Score 
= Impact x 
Likelihood 

1. Rare (≤10%) 2. Unlikely 
(11%-33%) 

3. Possible 

(34%-67%) 

4. Likely 

(68%-89%) 

5. Almost 
Certain (≥90%) 
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