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About this report

We are the independent regulator of fertility treatment and human embryo research in the UK. We aim to
ensure that everyone who steps into a fertility clinic, and everyone born because of treatment, receives
high quality care.

We do this by licensing, monitoring and inspecting fertility clinics and providing free, clear and impartial
information about fertility treatment, clinics, and egg, sperm and embryo donation.

This ‘State of the sector report’ summarises what we have seen through our regulatory work during the
2017/18 year. It is our second such regulatory report and will become an annual publication.

The report is compiled from information gathered from our inspections throughout the year and also uses
other sources of information including our Register of fertility treatments, incident reports and patient
feedback mechanisms.
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Executive summary

As the independent regulator of fertility treatment and research involving human embryos, our role is to
ensure that high standards are met. We want patients and donors to have access to safe, ethical and
effective treatment and have good outcomes. We assess how clinics achieve this against standards in our
Code of Practice.

The fertility sector is unusual when compared to almost all other elements of healthcare in the UK, as over
60% of patients have to pay for their own treatment. This changes the doctor-patient relationship and can
lead to different expectations and demands.

Regardless of the source of funding for treatment, this report shows that most patients can expect that
wherever they go for treatment in the country, they will receive the required standards of care.

The good news is that the basic requirements are being met, and often met well. Clinics are meeting
essential standards and engaging with our inspectors when there are shortcomings. This should then lead
to improvements in practice from one inspection to another.

There is much to celebrate:

« Standards met by clinics are generally very good. Over the past three years, there were no critical non
compliances in 24 out of the 37 themes we look at when inspecting clinics. This means that across
most areas, all clinics have effective processes to ensure that there are few (or no) critical failings. In
six out of the 37 themes (16%), there have been no critical or major non compliances since 2014.

« Atrenewal inspections in 2017/18, two thirds of clinics met more standards when compared to their
previous inspection. This shows that most clinics are effectively engaging with the feedback they
receive upon inspection and work closely with our inspection team to improve and maintain the quality
of their services.

There is, however, more to do:

« While most clinics meet the required standards to be granted a full four-year licence, we should not
confuse the overall good performance with a sense that patients experience uniformly high-quality
care.

« At 1 April 2018, the majority of licensed clinics (whether treatment, treatment and storage, or storage-
only clinics) had a four-year licence and therefore had a five-star (the highest) rating. However, 11
clinics had a two, three or four-star rating due to concerns.

o The most common standards not met are in:
o the use of approved equipment and materials

o arrangements for the processing and transporting of sperm, eggs and embryos; for example,
not documenting processes and their labelling and packaging

e ensuring suitable practices, for example, the suitability of premises, equipment and the
leadership and staffing team and ensuring clinical practices are of a high standard.

In this report we set out the steps that clinics need to take to improve and meet the required standards.


https://portal.hfea.gov.uk/knowledge-base/read-the-code-of-practice/
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Our inspection team works with clinics to ensure their multiple births minimisation strategy is effective and
progress is made towards reducing the rate of multiple births to the 10% target. Non compliances in this
area have significantly reduced and the multiple birth rate from IVF now stands at 11%.

Incidents are rare but too many clinics still make the same mistakes more than once.

For some years now, we have made public the number and type of incidents reported to us. We monitor
incidents in clinics to make sure that everything is done to understand what went wrong and, crucially, to
take steps to ensure that it does not happen again. There were 570 incidents in 2017/18 (a prevalence
rate of just under 1% of all cycles (80,000) carried out).

Around half of all clinical incidents in 2017/18 related to patients developing ovarian hyperstimulation
syndrome (OHSS). Of these, 52 patients were reported as having severe or critical OHSS. It's important
to stress that the risk of OHSS is very low. However, we, want to ensure that the processes and systems
for identifying, reporting and preventing OHSS are as rigorous as possible.

Patient complaints, though relatively few, are increasing but simple steps could greatly improve how they
are dealt with:

« Patient concerns should be addressed promptly and thoroughly to provide support to the patient which
is necessary for high quality care. Doing this will also resolve the issue, so it does not go on to become
a full complaint requiring investigation. Clinics can improve by making their complaints process clear
and accessible to patients and regularly asking for feedback throughout treatment.

o Patients can complain to us when they’ve exhausted their clinic’'s complaints process. In 2017/18, we
saw a 21% rise in the number of complaints to us (86 complaints, up from 71 in the previous year).
Many complaints begin with a seemingly small mistake on behalf of the clinic, often down to human
error or miscommunication. Too many times we see the clinic is poor at responding and resolving the
initial incident. This leads to a breakdown of trust and a poor quality of experience for the patient.
Where we intervened, we enabled a dialogue between the patient and clinic to be re-established and
better understanding between both parties.

Patients are increasingly confident in expressing their opinions and the majority are satisfied with the care
they receive. They are generally pleased with the quality of care provided by their clinic, with 83% of those
rating their clinic saying they would recommend it to family and friends.

Looking ahead, leadership is key to improving the quality of care. In the coming year, we will be focusing
more on leadership within clinics and providing higher standards for patients. We will ask clinic leaders
and their teams to also show us how they are improving services to better meet the emotional and
support needs of patients and their partners. We want clinics to act in an ethically responsible way, for
example, in their offering of ‘treatment add ons’ to patients and will check this on inspection.

This report compliments our other annual assessment, Fertility treatment 2014-2016: trends and figures,
which covers key information about the number and type of patients treated, the different treatments they
had and the pregnancy rates for fertility treatment.

For the first time, this year we have also carried out a survey of fertility patients and their partners to get
their views across a range of questions on how fertility treatments are delivered. This will be published
alongside this report to help us, and all those who work in clinics, to further understand how patients can
be supported and services adapted to meet their needs.


https://www.hfea.gov.uk/treatments/explore-all-treatments/treatment-add-ons/
https://www.hfea.gov.uk/media/2563/hfea-fertility-trends-and-figures-2017-v2.pdf
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How we regulate

Background

As the specialist regulator of fertility treatment and research using human embryos, we closely monitor
clinics and laboratories to reassure patients and donors that the services they use are safe and effective.

Regulation ensures that practices are carried out to a certain standard, by qualified professionals, and
that research on embryos is only done where there is a real need and in a way that is ethical.

Regulation in this context means making sure fertility clinics and research centres comply with the law
and the rules and standards we set. All fertility clinics and human embryo research centres in the UK must
comply with:

o the Human Fertilisation and Embryology (HFE) Act 1990 (as amended)
o the HFE Act 2008, and
« a number of related pieces of legislation.

We provide guidance to clinics and research centres on how to meet the legal and policy requirements set
out in our Code of Practice.

What this means for clinics and research laboratories

Our inspections and ratings allow us to highlight those clinics that are delivering high-quality care and to
recognise and act when we find poor care.

We regulate in three ways:

1. We issue a licence to operate to each clinic and
laboratory and inspect them at least every two
years to ensure that they meet their legal
obligations and our standards.

2. We monitor the performance of clinics on an
ongoing basis and publish quality measures on
our website to inform patients and help them
choose where to have their treatment.

3. We operate an incident reporting system to
ensure that clinics investigate any mistakes and
that the whole sector learns from those
mistakes.

Our Code of Practice

The legal obligations and our best practice
standards are published in our Code of Practice,
which is organised into 33 standards of practice.


https://portal.hfea.gov.uk/knowledge-base/read-the-code-of-practice/
https://portal.hfea.gov.uk/knowledge-base/read-the-code-of-practice/
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For the purposes of inspection, we sub divide some of these standards and inspect against a total of 37
‘themes’. These themes are periodically updated to ensure they accurately reflect current legislation and
best practice.

How we license and inspect clinics and research laboratories
We are required by law to inspect each fertility clinic or research laboratory at least every two years.

Fertility clinics offering treatment or storage services have licences which are usually four years long. We
carry out a ‘renewal’ inspection before the end of the licence to assess the quality of the service and
compliance with the law and our guidance.

Additional inspections are carried out for any number of other reasons, such as a risk-based inspection or
for a variation of premises.

A licensing committee uses the evidence gathered on inspection, and from other sources like patient
feedback, to decide whether to grant a new licence. If the committee is concerned about the clinic’s
performance and compliance, it can grant a shorter licence or add conditions to the licence. In rare
circumstances, it may decide not to renew the licence at all, in which case the clinic must stop providing
services.

We also carry out an ‘interim’ inspection mid-way through the licence. This is more focused on specific
areas that we have selected as priorities; for example new requirements that need a closer look by us,
checking previous findings have been addressed satisfactorily and investigating any trends in incidents
reported or complaints. The licensing committee uses that evidence to decide whether the licence should
continue.

Following any type of inspection, an inspector writes a report which identifies both areas of good practice
and those which are non compliant and require improvement. The inspection report comments on the
actions taken by the clinic to address areas of practice that require improvement and these are divided
into categories: ‘critical non compliance’, ‘major non compliance’ and ‘other non compliance’. The
definitions of these are explained on p16.

The inspection report and a recommendation from the inspector is then considered by a licensing
committee, after which the clinic is informed of the decision. The minutes of the licensing committee and
the inspection report are published on the clinic’s entry on the Choose a Fertility Clinic tool on our

website.
______________________________________________________________________________________________________________________________________________________|

Regulating a changing market

Fertility clinics operate in different ways, and in recent years the interaction between commercial
organisations and the NHS is resulting in changes across the UK’s fertility sector.

Recently, IVI from Spain, Virtus from Australia and FutureLife from the Czech Republic have all entered
the UK market, while major independent organisations such as CARE Fertility, HCA, BMI and Nuffield are
also operating fertility services.

These, and other private clinics, are operating in new ways with different models of delivery, which may
include sharing resources, a quality management system, or being co-located.

This introduces new considerations for us, having previously operated in a sector of mainly stand-alone,
clinical-led models, originally set up to deliver fertility services to a local population.

Many clinics are now looking for innovative and cost-effective ways to offer services. Consolidation across
service providers can offer a route to doing this, particularly in the fertility sector where patient demand


https://www.hfea.gov.uk/choose-a-clinic/
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outstrips supply, by achieving economies of scale, replicating clinical care, and having the opportunity to
increase the scale of their services.

We do not have any regulatory powers over mergers or financial structures, but our role in ensuring high
quality care for patients means that we are mindful of the potential positive and negative effects of
consolidation on the services that patients receive. We will be keeping these market changes under
review.

While consolidation can share risks and rewards across providers and has the potential to replicate high
quality care for patients across the system; it inherently introduces the opportunity for poor care to be
replicated and once established can be more difficult to change.

In addition, evidence from US healthcare markets shows that consolidation can reduce competition
between providers, thereby increasing costs for patients. This may be a concern in the UK fertility market
if some providers hold a monopoly position in any of the nations or regions across the UK. This may also
result in financial or market challenges to the remaining smaller stand-alone providers who still aim to
provide local fertility services, putting their viability at risk.

We will monitor the impact of this trend to ensure that the same high standards we have established to
date are maintained and patients across the UK are able to access high quality care. However, in doing
S0, we recognise that different operating models may require new regulatory processes.

Observed changes and proposed approach

We have developed an informal typology of the various group structures in the current UK fertility market.
These are not hard and fast categories and there is some fluidity between them.

o Federated model: autonomous role for the individual clinics (and lead clinicians), with central services
provided with permission and where it makes sense to do so (eg, marketing, website, IT, purchasing).

o Location specific: involves a high degree of shared processes and functions.

e Franchise: consultant-led model within the independent hospital operating model, with high local
autonomy and marketing and legal services provided at a central level only.

o Integrated model: based on a common operating system with a high degree of central control.

o Standalone clinics: based on how clinics have traditionally operated, with an autonomous role in all
aspects of delivery.

We have met the challenges posed by the growth of group structures by piloting a new regulatory
approach with some of the more integrated groups, reflecting the fact that groups take a variety of forms
and are at different levels of maturity.

This offers a range of benefits, both for us and clinics, and meets the requirement placed upon us to
undertake our regulatory activity proportionately and efficiently.
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About the fertility sector

Background

Key features of the UK fertility sector

Most clinics are Around 60% of The UK has a small There were over
specialist treatment treatment is funded embryo research 80,000 cycles of
providers (75% of by patients sector (15 centres). fertility treatment in
providers are IVF themselves. 2017/18 and
treatment clinics). numbers continue to
rise year on year.

Relative to areas of healthcare such as cancer or diabetes, the fertility sector is small. However, the
issues that arise in relation to fertility treatment continue to prompt social debate and advances in clinical
technology mean that treatment options and patient demographics continue to evolve.

Fertility treatment is delivered in both private and NHS-funded clinics and can be funded through a variety
of mechanisms in each type of clinic (including publicly-funded treatment delivered in a private setting and
privately-funded treatments delivered in a public setting).

A recent report estimated that the UK fertility market is worth £320million per year and is experiencing
accelerating growth. The market has steadily grown in recent years, with volume growth around 3% per
year.

This may be driven by the increasing age at which women start families, declining male fertility and
greater social acceptance of fertility treatment as a route to having a family, especially for those who have
delayed starting a family or who are in same-sex relationships.

ﬁ Information about the outcomes of fertility treatment is in our annual Fertility treatment: trends
and figures report.

Number of clinics

All clinics need a licence from us to provide fertility treatments, store eggs, sperm and embryos and carry
out embryo testing. These services can be delivered using a range of licence types and the type of
licence defines what type of activity can take place on the licensed premises.

The categories of licence we issue are:

« treatment and storage (and sometimes research) — for clinics offering IVF, ICSI and egg, sperm and
embryo storage (74% of all licensed clinics)

» storage — for clinics offering just storage of eggs, sperm and embryos (8%)


https://www.laingbuisson.com/shop/in-vitro-fertilisation-1st-edition/
https://www.hfea.gov.uk/media/2563/hfea-fertility-trends-and-figures-2017-v2.pdf
https://www.hfea.gov.uk/media/2563/hfea-fertility-trends-and-figures-2017-v2.pdf
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« treatment — for clinics offering IUl and other basic fertility treatments which do not involve the creation
or storage of embryos (8%)

« research — for centres who want to conduct research using human embryos (12%).

Figure 1: Number of licensed clinics in 2017/18

15

11
= Specialist treatment clinics (IVF
and embryology services)

= Basic treatment clinics
(insemination services)
10
= Storage clinics (sperm banks,

fertility preservation services)

Research laboratories

In 2017/18, there were 133 active licensed clinics. As noted earlier, an increasing number of clinics are
operating in either formal or informal partnerships or ‘groups’. Clinics providing treatment services as part
of a group now represent 31% of the sector but deliver 39% of the market’s IVF and DI treatment cycles.
All consolidated clinics are privately funded.

Around 60% of fertility treatments are self funded, either in stand-alone private providers or in NHS
services. However, the proportion of NHS to self-funded cycles varies across the different nations and
regions of the UK and the concentration of private clinics in London and the South East does skew the
national average.

Figure 2: Number of NHS and private clinics

15

= Research
= NHS

= Private
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NHS commissioning

Although regulation of fertility services is UK-wide, commissioning is devolved to the national level. In
England, fertility services are commissioned locally, through clinical commissioning groups (CCGs) (with
the exception of fertility services for those in the armed services). NHS-funded treatments can be
commissioned from both NHS and private sector providers.

Commissioning in Scotland, Wales and Northern Ireland follows a different pattern. In Scotland, fertility
services are commissioned by the 14 regional health boards, using a £12million central fund, from four
NHS providers. In these services, clinical and social eligibility criteria are set centrally and patients are
entitled to three full cycles of IVF.

In Wales, fertility services are commissioned centrally, according to a specialised commissioning policy.
Clinical and social eligibility criteria are set centrally and patients are entitled to two full cycles of IVF.

In Northern Ireland, NHS services are offered at one provider in Belfast. Patients are entitled to one cycle
of IVF, with only the fresh and one frozen embryo transfer included and there is a considerable waiting
time to start treatment (18 months in November 2017).

The National Institute for Health and Care Excellence (NICE) has a clinical guideline which sets out the
most cost-effective way for public bodies to fund IVF fertility treatment, but this is not mandatory. Access
to the level of service set out in the NICE guideline is variable across England and we know that CCGs
can pay very different prices for the same course of treatment depending on where they are and who they
are commissioned from.

Although pricing and NHS commissioning do not fall under our regulatory control, we have stated publicly
that we would like to see full implementation of the NICE fertility guideline in England, for reasons of
social equity and cost-effectiveness in the use of public funds.

Number of fertility treatments and outcomes

Patients may use services in an IVF clinic for a variety of reasons, which can include standard treatment
cycles (where the intention at the beginning of the cycle is to create, fertilise and transfer eggs in that
cycle), or for ‘non treatment’ reasons, which can include other reasons for using an IVF clinic’s services,
such as storing eggs or embryos for future use or donating eggs or embryos.

Of the 84,055 IVF and DI cycles in the UK in 2017/18, 83% were standard IVF treatment cycles, with DI
accounting for just 7%. The number of DI treatments increased by 2.8% from the previous financial year,
IVF treatments by 0.9%, and IVF non-treatment cycles by 12.2%. For the past five years, the greatest
growth has been seen for non-treatment cycles.

Patients access fertility treatment services for a variety of reasons’. The greatest percentage increase
across the sector has been in the number of egg and embryo storage cycles, which have increased by
91% and 157% respectively since 2014/15, although the numbers of these cycles are still very small.

" These reasons, as recorded on our database, include donation, egg and embryo storage, egg sharing, egg storage, embryo
storage, IVF treatment and donor insemination.
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Figure 3: Trends by type of fertility treatment
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Figure 4: IVF multiple birth rate trend 2006-2017
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The main health risk of fertility treatment is a multiple birth. We have worked with clinics and professional
and patient organisations to reduce the multiple birth rate and promote elective single embryo transfer as
the most appropriate treatment option for most women. As a result, the rate of twin pregnancies has
decreased while the birth rate has been maintained.

We set a maximum multiple birth rate target of 10% and report on this target at every inspection. We allow
clinics to develop their own ‘multiple births minimisation strategy’ for reducing their multiple birth rate to
meet that target. Clinics can choose the approach that suits their practices and patients.

The multiple birth rate from IVF has reduced from 26% (fresh eggs) and 17% (frozen eggs) in 2005/6, to
11% (fresh) and 10% (frozen) in 2016/17. This is a reduction of 54% (fresh) and 40% (frozen eggs).
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Our inspections

We inspect clinics to renew licences every four years, with an interim inspection after two years, so the
number of renewal and interim inspections varies from year to year. In 2017/18, there were a total of 101
inspections. The majority of those were for IVF clinics.

Figure 5: Number of inspections by type
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Figure 6: Number of inspections by clinic activity in 2017/18
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Quality of service and
compliance

This section looks at the overall level of compliance in all licensed clinics and laboratories during 2017/18,
as assessed through inspection and monitoring.

Overall performance of treatment and storage clinics

Key findings about the quality of UK fertility sector

The fertility sector is In 2017/18 we found Progress has been Improvement is
operating at a 380 non compliances: made in the areas of needed from clinics
generally high 23 critical, 191 major witnessing, multiple to follow appropriate
standard. and 166 other. births and third-party consent procedures
agreements. and have an effective
quality management
system.

Our top-line measure for the performance of fertility clinics is the length of the licence. We map the length
of the licence to a star rating, which is published for each clinic on the Choose a Fertility Clinic section of
our website. This allows patients to see the extent to which each clinic is complying with legal
requirements and guidance.

At 1 April 2018, the majority of treatment, treatment and storage, and storage clinics had a four-year
licence and therefore had a five-star rating. This shows that the fertility sector is operating at a generally
high standard.

The table below shows the licence length, reason and associated star rating, as well as the number and
proportion of clinics to which they applied as at 1 April 2018.


https://www.hfea.gov.uk/choose-a-clinic/clinic-search/
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Licence length Reason Star rating No. clinics? % licences

4 years The most compliant clinics * * * * * 96 82

about which we have no
significant concerns.

3 years Those clinics about which * * * * 10 9

we have some concerns
and therefore wish to carry
out an interim inspection
within one year (instead of
two, as is normal).

2 years New clinics on their first No rating — marked 10 9
licence (which therefore as ‘new clinic’
have no compliance history
to draw on, with an interim
within one year).

Clinics granted a two-year * * * 0 0
licence due to concerns

raised during the
inspection process.

1 year Applied because we have * * 1 0
serious concerns about the
clinic and wish to see
progress before granting a

new licence.
Temporary Applied either because of Rating from the 0
(normally 3 an unresolved legal clinic’s previous
months) dispute or administrative licence

errors.

Applied because we have 0

serious concerns about the
clinic and wish to see
progress before granting a
new licence.

2 A total of 118 clinics operated during the 2017/18 period but some closed during this time. This table shows a point
in time at 1 April 2018, when 116 clinics were operating.
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What we know from inspections

Rates of non compliance Types of non compliances

Across all inspection types (renewal, interim and
additional), in 2017/18 there were 380 non
compliances observed: 23 critical, 191 major and
166 other.

While any non compliances are to be regretted, it
is important to put these figures in context. Over o _ _
the same period, there were 84,055 cycles of IVF ~ * Poses an indirect risk of harm to a patient, donor,

Critical non compliance: an area of practice which
poses a significant risk of harm to a patient, donor,
embryo or to a child who may be born as a result of
treatment services.

Major non compliance: an area of practice which:

treatment, IVF non-treatment3 and DI cycles. embryo or to a child who may be born as a result
This suggests an overall compliance rate of 0.5% of treatment services

(or one non compliance in every 200 cycles). - indicates a major shortcoming from the statutory
Another way of looking at the issue is to identify requirements

the average number of non compliances found « indicates a failure of the person responsible (PR)
on each inspection. In 2017/18 we found, on to carry out his/her legal duties, or

average, 5.7 non compliances at each renewal ) o

inspection, 2.7 at each interim inspection, and « is a combination of several other areas of non
one at each additional inspection — details of the compliance, none of which on their own are major
split between critical, major and other non but whlch together represent a major area of non
compliances can be found below. compliance.

In this report, we show findings relating to Othe_r non compliance: a _departure from s?atutory
renewal and interim inspections separately reqwr_ements or good practice, but not a major non
because the interim inspection process is more compliance.

focused and covers a smaller number of aspects
of the Code of Practice.

This means we expect to see smaller numbers of non compliances, on average, at interim inspections
compared to renewal inspections.

Renewal inspection rates

In 2017/18, at renewal inspections, there were 250 non compliances (a reduction of 14% from last year).
This included:

« 11 criti