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The Building Bridges Project

Overview

The proliferation and popularity of additional treatments in fertility care,
commonly known as add-ons, has sparked extensive debate within the
field. Surprisingly, despite significant gaps in evidence supporting their
efficacy and safety, and their substantial costs, it is estimated that over
65% of the 50,000 patients undergoing fertility care annually in the UK use
one or more of these treatments (HFEA, 2022).

In partnership with the Progress Educational Trust (PET), the Building
Bridges project aimed to tackle the challenges related to the potential
overuse of add-ons in the field by inclusively addressing, learning from
and integrating the needs and priorities of fertility patients, professionals
and regulators. As part of this project, the team has invited groups of
relevant stakeholders to engage in a series of dedicated workshops

to discuss controversial issues, ensuring that diverse viewpoints were
included in the emerging dialogue.

The primary objectives of these workshops were to identify the key
needs, priorities and challenges faced by different groups involved in
fertility care; develop novel collaborative approaches to address the
identified challenges; and produce a set of feasible proposals aimed

at tackling the key challenges identified. The results of the project are
included in this toolkit, which presents fourteen proposals. This toolkit
encapsulates in-depth discussions of these proposals, highlights concerns
and offers key recommendations for their effective implementation,
forging a comprehensive roadmap for action.
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The Building Bridges Project

Participants’ statements

@

“l am very pleased to see
more research is being done
and clarity sought.”

- workshop participant 1

®

“Areally important
piece of research.”

- workshop participant 2

“Good effort that |
sincerely hope leads to some
positive effect on the currently
unsatisfactory situation.”

- workshop participant 3

®

@

“This is a really important project,
a subject very close to my heart and
this work has the potential to make
real change for patients, for the fertility

sector in the UK and it’s clear there are
many stakeholders that want to see this

particular area dealt with in a
patient-centred way.”

- workshop participant 4



@ About this toolkit Context and methodology Challenges

How to navigate this interactive toolkit

This interactive toolkit provides you with the
flexibility to navigate directly to the topics that
capture your interest.

The toolkit is organised into sections and subsections:

Use the menu above or the table of contents to navigate to the topic
you wish to explore.

A blue highlight indicates the current section you are viewing.

About this toolkit Context and methodology

Underlined headings indicate the subsection you are in.

External links to websites are shown in this style &.

* Clickingonthisicon (& will returnyou to this page.
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Context and methodology

About this toolkit

About this toolkit

This toolkit serves as a comprehensive resource to support patient
associations, clinics and regulators in improving the quality of
information in fertility care and empowering patients in their treatment
decisions. With a focus on transparency and inclusion, this toolkit
presents fourteen collaborative proposals aimed at addressing concerns
surrounding the potential overuse of add-ons in fertility care.

Despite ongoing efforts to assist fertility patients in making informed
decisions, concerns persist regarding the misuse of add-ons.

The toolkit explores fourteen collaborative proposals that emerged
during the project, addressing specific challenges and needs.
Additionally, it discusses concerns raised regarding the implementation
of these proposals and provides key recommendations for their
effective execution.

While focused on addressing issues related to the proliferation of
additional treatments within the fertility sector, the principles that
emerged from the research for the wider project, which are elucidated
in this toolkit, offer valuable insights that extend beyond the specific
concerns raised by the case of add-ons. These insights are applicable
to broader patient needs, both within fertility care and in other
healthcare sectors.

° o

Challenges Proposals Conclusion

We want to hear your feedback:

Contact Remaking Fertility at remaking-fertility@gmul.ac.uk & to:

O Provide feedback on the research and toolkit

Discuss the implementation of our proposals

Explore potential future research collaborations on these topics
Learn more about our ongoing and upcoming research

Engage with our work

22229

Participate in upcoming events
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Context Existing guidelines Methodology

Context

In recent years, fertility care in the UK has been embroiled in a According to the Human Fertilisation and Embryology Authority (HFEA)
contentious debate surrounding the use of additional treatments, National Patient Survey 2021, 65% of patients had used one or more
commonly referred to as ‘add-ons’, offered alongside standard in vitro of these treatments. Despite several initiatives, as outlined in the
fertilisation (IVF) cycles to increase likelihood of a successful treatment. following section, concerns regarding add-ons persist. This project
These add-ons encompass a range of tests, treatments and clinical sought to generate alternative collaborative proposals to address the
interventions, with costs varying from a few to several hundred pounds key challenges posed by their use.

(for an in-depth discussion see Perrotta, 2024). @

While some studies suggest the potential efficacy of add-ons in improving
live birth rates under certain circumstances, robust and reliable evidence held to a different standard than the rest
to substantiate their effectiveness for the majority of fertility patients is of medicine by the requlator and others in positions of influence.

often lacking. Concerns have been raised about the overuse of add-ons An earlier workshop highlighted that RCT evidence is not a universally
(Adamson and Rutherford, 2018; Wilkinson et al., 2019), as well as the achieved or achievable standard. This should be recognised.”

quality of information provided to patients about these treatments on
fertility clinics websites (van de Wiel et al., 2020; Stein and Harper, 2021,
Perrotta et al., 2024b).

The fertility sector appears to be

- workshop participant 5

The debate surrounding add-ons among fertility professionals has
become highly polarised, with some expressing concerns about the
potential influence of commercial interests on their provision, while
others fear that restricting their use could impede medical progress and
innovation. It is noteworthy that, unlike other healthcare services, over
70% of fertility treatments in the UK are currently privately funded
by patients themselves (HFEA, 2024). Although current evidence
assessments (HFEA, 2023a; ESHRE, 2023) indicate that treatment
add-ons should not be used routinely, they remain widely available.

Add-ons should be understood as clinical research, especially as
there is a financial component. These are untested treatments that,
in the worst-case scenario, could actually cause harm to the patient.
For example, if there was an adverse impact from the treatment, or a
contraindication if two or more medicines are involved. The financial
implication induces hope. If I’'m paying for something at a regulated

clinic, it must work/be safe/have been tested appropriately. Otherwise,

how on earth would it be allowed? And for a cost...”

- workshop participant 6

(< 7 | ©
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Existing guidelines

Recognising the imperative for responsible innovation, the HFEA
introduced a rating system for add-ons in 2017, later revamped in 2023,
allowing patients to access information on the evidence base of the
most commonly used add-ons.

In addition, a consensus statement, representing an agreement between
the UK regulator, the HFEA, and key professional bodies and patient
associations, was established on the responsible use of add-ons

(HFEA, 2019/2023).

In response to concerns about adherence to Consumer Law by fertility
treatment providers, of which add-ons were a part, the Competition and
Markets Authority (CMA) published guidance for fertility clinics in 2021
(CMA, 2021a) along with a guide for patients (CMA, 2021b) to mitigate
the risk of potential mis-selling of add-on treatments. Additionally, an
enforcement notice outlining rules for advertising fertility treatment was
published jointly by the HFEA and the Advertising Standards Authority
(ASA, 2021).

These guidelines clarify clinics’ obligations under consumer law,
ensuring that information provided to prospective and current patients
is clear, accurate, easy to find and enables patients to make properly
informed decisions. An overview of these guidelines is available on the
following page.

<

Context and methodology

Challenges Proposals Conclusion

Methodology

Despite the oversight of most fertility clinics by both the HFEA and the
Care Quality Commission (CQC), concerns persist regarding clinics’
adherence to information standards (CMA, 2022b; Perrotta et al., 2024).
While the HFEA oversees and inspects clinics (see next page), it lacks the
powers to address issues like clinic pricing, sale of treatment add-ons and
marketing techniques. The HFEA (2023b) suggests amendments to the
Human Fertilisation and Embryology Act 1990 (as amended) to address
these concerns.

In addition, it is important to note that while most fertility clinics are
registered with and inspected by the CQC, treatments and services
licensed by the HFEA are exempt from CQC regulation. This exemption
applies to fertility treatments aimed at assisting pregnancy, while
gynaecological surgeries and diagnostic procedures unrelated to fertility
treatment fall under CQC’s regulation. In cases where a provider offers
both HFEA-licensed fertility treatments and CQC-regulated activities, only
the latter are subject to CQC inspection and regulation (see CQC, 2019).

This overview of existing guidelines underscores the pressing need for
regulatory intervention, especially concerning the commercialisation of
add-ons. This need has been highlighted in the Women’s Health Strategy
for England policy paper (Department for Health and Social Care, 2022)
and previous parliamentary discussions on a bill concerning fertility
treatment transparency (Bill 230, 2023).

©
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HFEA guidelines and add-ons rating

Established in 1991 as the world’s first statutory body of its kind, the
HFEA plays a pivotal role in regulating fertility services and human
embryo research in the UK. Governed by the Human Fertilisation and
Embryology Act 1990, which was revised in 2008, the HFEA is mandated
to license and monitor clinics conducting IVF, donor insemination and
human embryo research.

Additionally, it oversees the storage of gametes and embryos, and
maintains registers of licensed facilities and treatments. While the Act
outlines key policy principles and provides a regulatory framework,
the HFEA publishes a detailed Code of Practice to specify regulatory
requirements, to adapt to changes in clinical practice.

While this combination of legislative principles and regulatory standards
enables the HFEA to regulate the sector within the boundaries of

the law, the current legal framework does not equip the HFEA with

the necessary powers to oversee the transition to an increasingly
commercialised sector, protect patients as consumers, or regulate the
introduction of all new treatments into clinics, as demonstrated by the
controversies surrounding add-on treatments.

<) 5
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Methodology

“There are five ratings that indicate
whether a treatment add-on is effective
at improving treatment outcomes for
someone undergoing fertility treatment,
according to evidence from studies.
To make it easier to understand the
scientific evidence for each treatment
add-on we have a range of symbols and
colours for each rated add-on.
[HFEA, 2023a]”
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Context Existing guidelines Methodology
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HFEA clinic website inspection checklist The website should provide the national rate and like-for-like

comparisons (the same year, maternal age, treatment type, etc.).

To ensure compliance with industry standards and regulatory guidelines,
the HFEA clinic inspection includes an assessment of their websites.
This checklist outlines specific criteria that clinics must adhere to

The centre’s published success rate data should refer to the HFEA
as the source of national information through its Choose a Fertility

Q

regarding the information presented on their websites, focusing on data Clinic function.
and success rates as outlined in the Code of Practice (HFEA, 2023c,
section 4.10). @ The information must state clearly that information on success

rates is of limited value in comparing centres and choosing where
to seek treatment. It should include a link to the HFEA’s advice on
choosing a clinic: Choose a fertility clinic.

@’ The information should include the most recent data available
from the past three years.

If the information refers to comparative costs, it should indicate
the likely total cost for a typical cycle, based on the actual costs for
recent patients, not individual items in tariffs.

@' Centres are encouraged to display live birth rate data per
embryo transferred where relevant and this may be displayed @
alongside other success rate measures. The information should
not highlight a high success rate that applies only to a small,
selected group of patients.

The data should show split by maternal age and, if appropriate,
by treatment type.

Q

The information should provide raw numbers rather than
just percentages.

(< . ©
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CMA guidelines for clinic websites

> Add-on treatments: Information about the costs, risks,
benefits and clinical evidence base for any add-on
treatments (with signposting to the HFEA website)
should be provided if advertised or offered.

According to consumer law obligations (CMA, 2021a), fertility clinics
should ensure that their websites provide material information in a clear,
accessible and comprehensive manner. This should ensure:

Accessibility: Information should be available in all
the places prospective patients are likely to look,
with particular emphasis on the clinic’s website,
which is the primary source for most individuals.

Clarity: Information should be presented in a clear and
simple manner that prospective patients can understand

and engage with.

It is important that it is understood
that providing accurate and up-to-date
information on a clinic website, that does
not mislead patients, is a requirement.
We need to avoid any suggestion that it
is OK not to do this if it is too difficult or if
there is a lack of clinic resource devoted to
ensuring this is done.”

Completeness: Material information should be
prominently highlighted and complete, ensuring that no
essential details are omitted (see misleading omissions). O

- workshop participant 7

Transparent pricing: The detailed breakdown of

... advertised prices should encompass all costs included
. components and potential extra expenses like medication.
: ¢ Factors influencing price ranges should be clearly

et " explained, particularly those determining individual costs,
such as age and medical conditions.

< . ©
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CMA guidelines on misleading omissions

The CMA guide for clinics emphasises the importance of ensuring
that information provided does not omit or conceal material details
and includes a list of examples of potential misleading omissions
(CMA, 2021a, pp. 38-40), particularly focusing on aspects relevant
to add-on treatments, such as:

« Omits or hides information, or only provides partial information,
about treatment and/or costs on its website, instead directing
prospective patients to contact them for such information,
or further information, by phone or e-mail.

« Offers, recommends or provides information about optional add-on
treatments but omits information about clinical evidence for such
treatments, particularly where none exists or is limited in nature;
any risks associated with these add-on treatments; and/or the
HFEA’s information and traffic light system for add-on treatments.

+ Omits to explain why certain treatments are necessary or are being
recommended - for example, not explaining why intracytoplasmic
sperm injection (ICSI) is being recommended.

<) 1

« Omits to declare a conflict of interest or personal financial interest
(such as commission) that a clinician may have with respect to a
treatment, product or service they are offering at the clinic or where
they are recommending the services of other businesses, for example,
businesses that offer complementary therapies, such as acupuncture.

» Makes material information difficult to find or it is unclear,
unintelligible, ambiguous or untimely through, for example, putting
it on a website that is hard to navigate, providing it in a number of
different places, providing links which do not navigate the user to the
correct place or burying it in small print.
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Consensus statement on the responsible
use of treatment add-ons

In 2019, HFEA (2019/2023) published a consensus statement on

add-ons, endorsed by ten professional bodies, including the Association
of Reproductive and Clinical Scientists, the British Fertility Society,
the Royal College of Obstetricians and Gynaecology and the European

Society of Human Reproduction and Embryology.

The revised 2023 consensus statement outlines seven main principles for

the responsible use of treatment add-ons in fertility services:

Context and methodology

Existing guidelines

Challenges

/

Criteria for offering add-ons: Add-ons should only be

offered when supported by robust evidence of safety

and effectiveness (defined as more than one high quality
N randomised controlled trial (RCT)). Clinics should monitor
outcomes and cease offering add-ons if safety concerns

......

arise. In the absence of evidence supporting safety and

efficacy, add-ons should only be offered in a research
setting with proper methodology and approval from an

ethics committee.

0 —

0 —

add-ons before obtaining consent.

0 m—

Patient information: Clinics must provide patients with
comprehensive information about the evidence supporting

13

Proposals Conclusion

Methodology

Experimental nature: Patients must be informed if an
add-on is experimental and lacks robust evidence of safety
and/or effectiveness.

Cost: Patients should not be charged extra to participate in
research, including clinical trials.

Charging for add-ons: When patients bear the cost of
treatment, charging for a treatment add-on may be suitable
if it has proven effective for their particular group or if
including its cost in a standard package would considerably
raise treatment fees for all patients.

Transparency: Transparent disclosure of financial or other

: interests is crucial in patient discussions, publications

and meetings.

Professional collaboration: The fertility sector should
collaborate through professional bodies to promote and
adhere to these principles, encourage training and compile
evidence for add-ons.

©
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Methodology

This project employed a collaborative approach, engaging key
stakeholders throughout its three stages.

During the first stage, the research team conducted a secondary
1 > analysis of available data on add-ons, encompassing patient
surveys, qualitative research, social science literature, relevant
medical literature, policy reports and other documents.

The results of this analysis were presented in dedicated
workshops to stimulate discussions among participants,
which were subsequently summarised in research digests
(Perrotta & Smietana, 2024a, 2024b, 2024c) and made
available on the project website.

In the second stage, the research team identified six key
challenges raised by the discussions in stage one and organised
an interactive workshop with 18 participants representing

the key stakeholders to generate new ideas to address these
challenges. Various techniques and tools were employed in

the workshop, including the use of expert facilitators, breakout
rooms for discussion in small groups and questions to encourage
open participation.

An initial set of thirteen practice- and policy-oriented proposals
was generated in the workshop, and feedback on their feasibility
and priority was sought.

Context and methodology

14

Challenges

Existing guidelines

3.

Proposals Conclusion

Methodology

In the final stage, the initial proposals were further developed,
and three consecutive workshops were held with relevant
stakeholders to trial them.

These workshops gathered input from professional and patient
associations, clinic managing and financial directors, and
relevant policy-makers.

The discussions helped refine the proposals, navigate potential
impact and identify barriers.

Feedback from these workshops and follow-up discussions with
key stakeholders were incorporated into this toolkit, which now
includes a total of fourteen proposals.

Some of these proposals were unanimously
considered priorities to enhance patients’
experiences in the field, although

diverse groups held varying views on

the feasibility of implementing certain
proposals. To provide a comprehensive
view of each proposal, their descriptions
include discussions on the needs they
address, recommendations for impactful
implementation, potential barriers and
concerns raised by some participants.
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Lack of evidence and effects on The quality of information on Ensuring cost transparency and fully

available information fertility clinic websites informed decision-making

Challenges

The project aimed to address six key challenges that emerged during the first stage, revolving around
three main thematic areas:

Lack of evidence and The quality of Ensuring cost transparency
effects on available information on fertility and fully informed
information clinic websites decision-making

O
< : ©
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Lack of evidence and effects on

available information

The quality of information on
fertility clinic websites

Proposals Conclusion

Challenges

Ensuring cost transparency and fully
informed decision-making

Lack of evidence and effects on available information

The lack of robust evidence surrounding

the efficacy and safety of treatment

add-ons presents significant challenges for
both patients and healthcare professionals.
Making informed decisions becomes daunting
in the face of widespread uncertainty.

Therefore, prioritising high-quality RCTs to establish add-on
effectiveness is imperative. However, conducting these trials

demands substantial resources, including funding and expertise.
Research funding in this area, typically provided by major national
bodies such as the National Institute for Health and Care Research
(NIHR), falls short of meeting the necessary needs for conducting many
large-scale RCTs. Paradoxically, potential funders often have financial
interests in the products being tested, raising risks of bias.

While the add-ons debate has focused on evidence gaps, addressing
how the low quality of evidence or its absence impacts the quality of
information provided to patients is equally important. The uncertainty
stemming from the poor quality or lack of evidence complicates efforts
to ensure patients receive reliable and transparent information crucial
for informed decision-making.

Additionally, poor, limited or conflicting evidence is often portrayed
simply as a lack of certainty regarding intervention benefits, with little
consideration for potential harm. Therefore, efforts to fill evidence

e O 16

gaps must be accompanied by initiatives to enhance the quality and
transparency of patient information.

Finally, in spite of a volume of anecdotal data and qualitative research,
there is limited evidence to show the extent of harm, including emotional
and financial, and the potential negative consequences that add-ons
might cause patients.

How can we foster better evidence
production in the fertility field?

How can we ensure that evidence gaps
are portrayed as a lack of knowledge
regarding the potential effects of
treatments, encompassing both
beneficial and detrimental aspects?

O
©
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Lack of evidence and effects on The quality of information on Ensuring cost transparency and fully

available information fertility clinic websites informed decision-making

The quality of information on fertility clinic websites

Both the national patient surveys conducted However, it is crucial to emphasise that the need to improve

by the HFEA (2019b, 2022) and recent research clinic website information is complementary, rather than a

commissioned by the CMA (2020, 2022a) show replacement for, the essential interaction between patients and

9 that patients rely on fertility clinic websites for their clinicians during consultations.
treatment information, including add-ons.
While clinic websites serve as valuable resources for patients seeking

Despite existing guidelines on website information information about treatment options, they should not be intended
provision, compliance reviews have confirmed ongoing concerns. as the sole source for decision-making. Instead, patient-clinician
For instance, our recent study (Perrotta et al., 2024) on the adherence consultations offer a personalised and comprehensive approach
to guidelines for time-lapse imaging (TLI) information on UK fertility to counselling, considering various factors such as each patient’s
clinic websites highlights that a significant majority of websites (90%) medical history, individual needs and preferences, the latest scientific
claim or strongly imply enhanced clinical outcomes with TLI, despite the evidence and the clinician’s experience.

emerging evidence that TLI does not increase success rates

HFEA, 2023a; ESHRE, 2023). : .
( ) ? How can we support patients in

assessing the reliability of the sources
o ® g y

% Additionally, almost half of the they trust?

websites do not provide a link

47% to the HFEA website
How can we address compliance

@ issues and supporting fertility clinics

and nearly a third lack information 00 in consistently providing clear,
on the cost of TLI. transparent and updated

29.6% information about add-ons?

O
< . ©
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Ensuring cost transparency and fully
informed decision-making

Ensuring cost transparency and fully informed decision-making

Research has identified a significant information
gap in fertility treatment costs. While reliable
data on actual patient expenses are scarce,
anecdotal evidence suggests that patients
typically pay between £5,000 to £20,000 or
more per treatment cycle (CMA, 2022a).

Both our qualitative research (Hamper & Perrotta, 2023) and a survey
conducted by the Fertility Network UK in 2023 highlight the significant
negative impact of fertility treatment costs on patients’ lives. These effects
are expected to proliferate due to the rise in the number of self-funded
treatments, which increased to 74% of cycles in 2021 (HFEA, 2024).

Notably, treatment costs seem to have minimal impact on demand

(Keller et al., 2023), as patients are often willing to invest significantly
to explore all available treatment options.

A recent study (Carrick et al., 2023) indicates

() that a third of participants were willing to
dpP . L
J_ usean add-on treatment despite believing
% + it would not improve their chances of
34% having a baby suggesting a strong desire

to exhaust all possibilities to avoid future
regret (Perrotta & Hamper, 2021).

18

While the financial implications for patients have been a focal point of
the add-ons debate, there remains a lack of transparency regarding the
costs of treatment add-ons. Differing clinic pricing strategies and a lack of
consensus on standard package inclusions make it difficult for patients to
compare prices across clinics.

This encompasses not only the treatment add-ons identified by the
HFEA but also other common procedures such as blastocyst culture
and off-label use of drugs used in fertility treatments. Ensuring cost
transparency is crucial to improve informed patient decision-making in
an increasingly commercialised market.

How can we ensure that patients’
decisions about their treatment are

O O fully informed amidst significant
information gaps?

7

0o

How can we establish transparent cost
information to aid informed decisions?

©
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Challenges

Proposals to foster
evidence production

Create a comprehensive
research dataset

use of treatment add-ons

studies with robust methodology

Encourage clinics to invest profits
from treatment add-ons in research

(>
(>
e Request suppliers to fund large RCT
(>
N

Enhance peer support for appropriate

(0 0 0 0 0 O

Ogo

Proposals to improve the
quality of information

Develop information templates
for fertility clinic websites

Produce factsheets to debunk
misleading information

Task dedicated staff with improving
clinic websites

Implement regular audits of
website information

Offer incentives or penalties for clinics
based on information accuracy

Create an independent oversight
body to monitor website accuracy

19

Conclusion

-

>

>

>
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Proposal to further support
patients’ informed choices

Enhance existing patient databases to
incorporate pricing information

Create an accessible database for
comparing fertility treatment costs
across clinics

Provide detailed information on the
pricing of fertility drugs

Audit consent process and
consent forms




To foster evidence production

Create a comprehensive research dataset
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@ Needs addressed

Widespread lack of evidence on add-ons: Establishing a
comprehensive high-quality dataset could facilitate researchers
in analysing treatment outcomes, enabling a thorough
assessment of the effectiveness of various treatments.

Lack of data on usage of each treatment: Beyond evidence
production, this initiative would foster transparency regarding
treatment usage. It would raise awareness about how clinics
use these treatments, potentially creating peer pressure
against overuse and ultimately contributing to strengthen
trust within the field.

Recommendations for
impactful implementation

The HFEA have pledged to consider a voluntary collection

of treatment add-ons data in the future, working with
professional bodies. Clinics will be encouraged to voluntarily
submit their data regarding add-ons, as previously done to
reduce multiple births.

20

To improve the quality of information

Challenges Conclusion

To further support patients’ informed choices

ﬁ Potential barriers

Potential technical barriers could arise in integrating additional
information into the recently implemented data collection
system (PRISM), which has an established data dictionary.

Concerns raised

Voluntary data sharing could compromise the accuracy and
consistency of the database. Additional measures should be
implemented to discourage non-reporting, such as establishing
mechanisms for accountability, which could entail potential
reputational damage for non-compliant clinics.

Relying solely on the collection of retrospective data may
not suffice to generate high-quality evidence regarding the
effectiveness of add-ons.
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Enhance peer support for appropriate use of treatment add-ons
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Needs addressed

Treatment add-ons overuse: Discouraging the overuse of
treatment add-ons outside a research setting and alleviating the
burden for patients to make decisions without an established
evidence base.

Recommendations for
impactful implementation

Leveraging existing initiatives, such as the consensus statement
and recommendations from bodies like HFEA and the European
Society of Human Reproduction and Embryology (ESHRE), will
encourage appropriate use of treatment add-ons. Simultaneously,
stringent measures should be implemented to deter the routine
use of add-ons. Mechanisms for monitoring and accountability,
similar to those implemented to reduce multiple birth rates,
should be established to foster self-regulation in the field.
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ﬁ Potential barriers

Peer influence may not have been effective thus far due to
the lack of evidence regarding potential harm and negative
effects of add-ons, unlike the case of multiple birth rates
where such effects were proven.

Concerns raised

While discouraging overuse is important, leveraging peer
pressure to support a blanket ban on add-ons treatment may
inadvertently disadvantage some patients.
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Request suppliers to fund large RCT studies with robust methodology
ONON : NO

@ Needs addressed ﬁ Potential barriers
High cost of evidence production: Requesting suppliers to Suppliers lack incentives to fund research beyond regulatory
fund large RCTs with robust methodology addresses the lack of requirements for obtaining licenses. Therefore, establishing
resources available to fund evidence production. forms of reward for their financial support would incentivise

their participation.

Recommendations for Since fertility care is a global market, any national initiative
impactful implementation aimed at influencing global multinational companies might

Advocacy efforts should emphasise the ethical responsibility prove ineffective.

of suppliers in ensuring the safety and effectiveness of their
products before introducing new treatments to the market.
Committing funding for independent RCTs that can generate
high-quality evidence in fertility care should be encouraged as
part of corporate social responsibility.

To mitigate bias concerns in RCTs funded by suppliers

with financial interests in the commercialisation of certain
interventions, funding should be redirected to and managed
by impartial national or international bodies.
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Encourage clinics to invest potential profits from treatment add-ons in research
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@ Needs addressed ﬁ Potential barriers
High cost of evidence production: Encouraging clinics to Clinics lack incentives to fund independent research and could see
allocate potential profits generated by treatment add-ons this initiative as against market competition, as many large clinics
toward funding evidence production could address the lack of do conduct research internally to improve their success rates.

resources available.
Since fertility care is a global market, such a requirement should
be expected by all clinics globally rather than on a national basis.

Recommendations for
impactful implementation

o . o Concerns raised
Advocacy efforts should highlight the ethical responsibility of ‘ N
clinics in ensuring the safety and effectiveness of the products The assumption that treatment add-ons generate additional
and services they offer. Encouraging clinics to commit funding profit was questioned, highlighting the difficulty in assessing this
for independent RCTs that can generate high-quality evidence without appropriate data.
in fertility care should be promoted as part of their corporate
social responsibility. The notion that some treatments should be offered at non-profit

rates was considered a potential hindrance to innovationin a

To address potential bias in RCTs funded by clinics with highly privatised sector.

commercial interests in particular interventions,
funding should be redirected to and overseen by impartial
national or international bodies.

< . ©
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Challenges

Develop information templates for fertility clinic websites

@
©
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Needs addressed

Lack of consistency in information provision: Inconsistency in
the information provided on fertility clinic websites, leading to
conflicting information.

Challenges in website maintenance: Lack of resources for some
clinics to maintain their websites.

Recommendations for
impactful implementation

There should be a template on how to provide information on
add-ons on clinic websites. This should include guidance on
consumer law requirements for clinic websites. The template
should also provide recommendations on how to convey
complex information clearly on websites to minimise the risk of
misinterpretation.

Additionally, leverage initiatives led by professional bodies

to produce online textual resources for clinics. These resources
can be used to create additional multimedia resources

(e.g., animations, infographics, podcasts) to reach a

broader audience.
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All potential resources should be reviewed by professional
body representatives for accuracy and patient association
representatives for clarity and accessibility of language.

Potential barriers

Keeping these resources updated will require financial
resources.There are limitations in reaching a significant portion
of patients whose first language is not English.

Concerns raised

While the proposal was generally considered beneficial,
concerns were raised regarding reaching consensus on the
accuracy of information in a context where evidence supporting
information is lacking.
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Produce factsheets to debunk misleading information
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Needs addressed

Addressing misinformation and meeting patients’ need for
reliable information: It is crucial to tackle the dissemination of
conflicting and inaccurate information, which extends beyond
fertility clinic websites. This misinformation permeates various
platforms, from social media platforms to influential individuals,
and poses a significant challenge in providing accurate guidance
to patients.

Recommendations for
impactful implementation

Informative factsheets could be used to dispel prevalent
misconceptions and provide patients with accurate information.
These resources should address the most common myths and
unfounded beliefs.

Correction strategies should involve simplified and
patient-oriented versions of reliable information, sourced from
available guidelines on add-ons such as those provided by

the HFEA and ESHRE. Factsheets must undergo scrutiny from
representatives from professional bodies to ensure factual
accuracy and patient association representatives to ensure
clarity and language accessibility.
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ﬁ Potential barriers

Due to the extensive misinformation disseminated online,
systematically addressing it would require substantial funding
and the involvement of professionals to verify the accuracy of the
information provided for correcting misinformation.

Due to the abundance of common myths and the absence of
systematic research on anecdotal knowledge circulating online,
compiling a comprehensive list and prioritising among the myths
could be labour-intensive.

Concerns raised

While the benefits of these proposals were underscored,
caution was raised regarding their implementation due
to research indicating that repeating misinformation may
inadvertently reinforce it by making it more familiar
(Ecker et al., 2017; Schwarz et al., 2016).
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Task dedicated staff with improving clinic websites

®
©

@0 ®6 6

Needs addressed

Compliance issues of clinic websites and lack of effective
website maintenance: Recognising their pivotal role as patients’
primary source of information, it is essential to ensure that
these platforms provide accurate, reliable and legally compliant
information to patients.

Recommendations for
impactful implementation

While the designated person responsible (PR) at each clinic is
formally responsible for all the information provided, including
website content, it is unlikely that they will directly oversee
website operations.

Therefore, appointing a dedicated staff member to focus on

clinic websites could be beneficial. This individual would be
responsible for overseeing website content, ensuring compliance
with regulatory requirements, initiating updates as necessary and
addressing any website-related issues.

26

Incorporating website management responsibilities could be
part of the HFEA reform proposal to introduce PR deputies.
Effective implementation hinges on providing these individuals
with agreed-upon criteria for information provision and a website
maintenance checklist.

Potential barriers

Clinics vary significantly in size and organisational structure,
and some may lack the resources to appoint dedicated staff for
website management.

Concerns raised

Without a system for regular website inspections or oversight,
clinics lack the incentive to implement such a proposal.

O
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Implement regular audits of website information
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Needs addressed

Lack of consistency in information provision: Fertility clinic
websites often present inconsistent information, leading to
confusion and uncertainty among patients seeking reliable
guidance regarding treatment options.

Potential mis-selling of treatment add-ons: Inaccurate
information on fertility clinic websites may pose a risk of
misrepresentation or overselling of treatment add-ons,
wherein the benefits of certain procedures or interventions
are exaggerated, while associated risks are downplayed.

Recommendations for
impactful implementation

Regular audits to ensure the accuracy of information

regarding add-ons on clinic websites should be implemented.
Before conducting these audits, it is crucial to establish criteria
beyond consumer law guidance. This could involve creating

a checklist or alternative tools for clinics to follow, ensuring
comprehensive evaluation.

27
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Additionally, consider implementing a reward system, such as
kitemarks, quality stamps or certifications for compliant websites,
incentivising adherence to information standards.

Conversely, penalties could be enforced for non-compliance
to encourage accountability. These audits could be integrated
into existing regulatory processes, such as HFEA inspections,
or conducted independently by reputable bodies dedicated to
ensuring transparency and reliability in fertility care services.

Potential barriers

Due to the dynamic nature of websites, continuous monitoring
may not be feasible. Therefore, it would be essential to establish
additional measures, such as sporadic website inspections, to
ensure that information is consistently updated.

Concerns raised

Due to the lack of evidence, determining what constitutes
accurate information could pose some challenges, particularly
given differing perspectives on effectiveness.

©
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Offer incentives or penalties for clinics based on information accuracy
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Penalties could include initiating investigations by regulatory
@ Needs addressed bodies like the Advertising Standards Authority and inclusion in
Compliance issues of clinic websites: Information on add-ons their public list of non-compliant online advertisers, which could
that deviates from current recommendations or is inaccurate lead to potential reputational damage for the clinic.
creates confusion and uncertainty for patients seeking reliable
guidance on treatment options. % Potential barriers
Without agreed-upon criteria for information provision and a clear
Recommendations for checklist for information accuracy, implementing this proposal
impactfu[ implementation would lack a standardised framework for evaluating website

. . . content, potentially leading to inconsistent application.
Incentives or penalties for clinics based on the accuracy of

information provided on their websites should be introduced.
Incentives such as kitemarks, quality stamps or certifications Concerns raised
would be preferable, serving as visible markers of compliance

and reliability. Caution would be required to avoid fostering practices that could

lead to division within the sector while establishing criteria for
These certifications could be prominently displayed on clinic assessing information accuracy.

websites, enhancing their reputation and credibility among
patients. Forms of penalties should be introduced in extreme
cases, such as repeated offenses or serious violations of
accuracy standards.
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Create an independent oversight body to monitor website accuracy
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Needs addressed

Addressing the lack of website accuracy monitoring:

Despite information standards being in place, the limited remits
and distinct responsibilities of involved authorities create grey
areas between audits, resulting in ineffective monitoring of
information regarding add-ons on clinic websites.

Recommendations for
impactful implementation

There needs to be an independent oversight body dedicated to
monitoring and ensuring the accuracy of information presented
on clinic websites. This oversight body should consist of experts
from relevant fields, such as fertility care, regulatory compliance
and patient advocacy, to ensure thorough scrutiny.

Collaborating closely with regulatory agencies, professional
associations and patient advocacy groups, this body should
develop standardised criteria for assessing website accuracy
and facilitate the implementation of corrective measures when
necessary. Moreover, the oversight body’s responsibilities
should include conducting regular audits of clinic websites,
verifying the accuracy and consistency of information regarding

29

treatment add-ons and promptly addressing any instances of
misinformation or non-compliance. Efforts should be made to
ensure that the oversight body works in harmony with existing
regulatory frameworks and standards to maximise efficiency and
effectiveness in monitoring clinic websites.

Potential barriers

Lack of appropriate resources for staffing, technology and
ongoing operations would render it impossible to establish and
maintain such a body. Without clear funding mechanisms in
place, it is challenging to envision how the operational needs of
the oversight body would be met over time.

Concerns raised

Caution should be exercised to avoid potential duplications in
oversight efforts, as they could hinder patients’ experience and
lead to confusion when navigating multiple monitoring systems
or criteria for website accuracy.

©
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@ Enhance existing patient databases to incorporate pricing information
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@ Needs addressed To |.mprove the ac.curf;\cy of pricing |nforrT1at|on reported by
patients, clear guidelines should be provided on how to report
Lack of transparent information on treatment costs: pricing information accurately and comprehensively.
Without clear and readily accessible information on the costs These guidelines should be made readily available for
associated with various fertility treatments, patients may face transparency and verification checks, enabling validation
uncertainty and difficulty in making fully informed decisions. processes to verify the accuracy of reported pricing data.
Recommendations for % Potential barriers
Im pathUI Im plementatlon Without the support of an acknowledged body to ensure

Expanding existing patient-reported databases to encompass transparency, the reliability of the data could be limited.
comprehensive pricing information alongside patient feedback

and ratings would help patients to make better informed choices.

Advocacy efforts should aim at encouraging patients to

actively contribute to the database by reporting their own

pricing experiences.

To ensure the database reflects the full spectrum of costs, patients
should be encouraged to provide as much detail as possible about @ Q
pricing, including tests, treatments, add-ons, medications and any

Q additional expenses incurred during their fertility treatment.
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@ Create an accessible database for comparing fertility treatment costs across clinics
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Needs addressed

Inability to compare treatment costs across clinics:

Patients encounter difficulties in making fully informed

decisions as they lack the ability to compare prices across clinics,
thereby impeding their consideration of expenses associated with
different fertility treatments and providers.

Recommendations for
impactful implementation

Price lists available on fertility clinic websites should be used to
create a comprehensive dataset for comparing fertility treatment
costs across clinics. Reflecting the significant variation in pricing
strategies among clinics, the dataset should include the standard
package offered by each clinic and all items that can be added to
the invoice. It should cover information on whether a treatment
option is available, whether it is included in the package price,
orifitis charged separately.

Guidelines for presenting pricing information should be provided
to clinics to establish a system for regular updates. Visualisation
tools should be implemented to facilitate easy comparison for
patients, allowing them to select specific items for comparison
and choose a number of selected clinics to compare the final

31
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cost effectively. Given the complexity of fertility treatment
individualised protocols, information on drug costs should be
separate from other expenses.

Potential barriers

Due to the absence of a standardised method for presenting
pricing information across fertility clinics, manual data collection
could be labour-intensive unless clinics commit to providing
data following the requested guidelines.Similarly, continuous
monitoring may not be feasible due to price fluctuations.
Therefore, it would be essential to establish additional measures
to incentivise clinics to provide data in a comparable manner,
thus avoiding outdated information.

Concerns raised

Caution was recommended regarding the potential for outdated
information to cause confusion among patients. Concerns were
expressed that the comparison tool could inadvertently question
the commercial strategies of clinics.

©



To foster evidence production

About this toolkit

G

Context and methodology

To improve the quality of information

Challenges Conclusion

ort patients’ informed choices

@ Provide detailed information on the pricing of fertility drugs

®
©

® 0 ®

Needs addressed

Lack of transparency regarding the cost of fertility drugs:
Fertility drugs are costly, and their prices are not typically
included in standard packages due to variations in treatment
protocols and individual patient responses. In addition,

certain medications are used for purposes beyond their
approved indications, often as add-ons to standard treatment.
Itis challenging to advise patients on the total amount of drugs
they will need, prior to commencing treatment. Consequently,
there is a widespread lack of transparency surrounding the costs
associated with these drugs.

Recommendations for
impactful implementation

Comprehensive online resources which detail the pricing of
drugs used in fertility treatments, including the mean, median
and mode prices for each drug, are needed. Clinics should be
encouraged to provide detailed pricing lists for these drugs on
their websites, encompassing information on additional services
such as prescriptions. Data collection can be supplemented by
using cost price lists from ASDA pharmacies, known for their
non-profit policy on fertility drugs.
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Patients should be made aware that these prices may not
encompass all clinic services, such as drug availability,
specialised needles and syringes, off-label drug use information
and instructions for drug administration.

Potential barriers

Collecting data for individual clinics could be challenging due
to the absence of accessible price lists. Therefore, it would

be essential to establish additional measures to incentivise
clinics to furnish these data, thus avoiding the risk of providing
incomplete information.

Concerns raised

Caution has been recommended regarding the discrepancy in
contract pricing for drugs used in fertility treatments, which
are often negotiated individually by each clinic. There are
concerns that sharing price cost information could erode trust,
as some clinics may not have the flexibility to lower their prices
without facing financial losses. This could potentially present
an inaccurate picture of pricing decisions and impact patients’

perceptions of clinic pricing practices.
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Needs addressed

Update consent procedures to include a focus on add-ons:
While consent procedures in fertility care are highly detailed
and typically involve written consent signed by the individual
providing consent, they primarily focus on the use or storage of
eggs, sperm or embryos.

Recommendations for
impactful implementation

Audits are needed to assess the effectiveness and accuracy of the
consent process and associated consent forms used in fertility
treatments, especially concerning the inclusion of add-ons.
These audits should involve regular evaluations of consent
procedures and forms to ensure they adequately cover the
information relevant to add-ons, including their potential risks,
benefits and alternatives.

Additionally, audits should involve additional materials provided
to patients with comprehensive information about add-ons and
their implications before obtaining consent.
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% Potential barriers

Consent procedures in fertility treatment are closely regulated by
Section 13 of the Human Fertilisation and Embryology Act 1990
and any formal changes should be considered as part of the law
reform process.

With the abundance of information necessary to provide, it might
be difficult to prioritise which aspects of the consent process to
focus on.

Concerns raised

Patients may feel overwhelmed by the volume of information
presented to them, making it difficult for them to fully grasp the
details of the consent forms and procedures.
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Conclusion

As the field of fertility care continues to evolve, ensuring patients
make informed decisions remains a top priority. The proposals
outlined in this toolkit, informed by research and aimed at
addressing key challenges in the field, represent a step towards
fostering transparency, accountability and patient-centred care in
fertility treatment.

It is essential to emphasise that patient empowerment in fertility
treatment is an ongoing endeavour, with multiple efforts aimed at
improving informed decision-making. The proposals outlined in this
project address key needs and priorities identified through research,
but they are subject to further evolution:

Some proposals complement each other,
E while others may conflict due to differing
5 approaches to addressing
similar challenges.

Feasibility of implementation depends on
regulatory changes; for instance, effective
website auditing by the HFEA necessitates

the ability to enforce rewards and penalties.

34

Challenges Proposals

Future law reforms may impact the
necessity of certain proposals;
for instance, if the HFEA gains
AE /\ || jurisdiction over protecting patients’
interests as consumers, an independent
body to assess clinic websites might
become redundant.

Overall, the findings of this project align with the HFEA’s call for law
reform, particularly in safeguarding patients’ interests within the fertility
market. Addressing conflicts of interest underlying the challenges
discussed in this project is crucial for developing a renewed regulatory
framework capable of navigating an increasingly commercialised sector.
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