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Background

In September 2020, NHS England commissioned an independent and wide-ranging
expert review of gender identity services for children and young people. The Independent
Review, which will conclude by April 2024, is being led by Dr Hilary Cass, past president
of the Royal College of Paediatrics and Child Health. It was established in response to a
complex and diverse range of issues including:

1. A significant and sharp rise in referrals
In 2021/22 there were over 5,000 referrals into the Gender Identity Development
Service (GIDS) run by the Tavistock and Portman NHS Foundation Trust. This
compares to just under 250 referrals in 2011/12.

2. Marked changes in the types of patients being referred which are not well
understood
There has been a dramatic change in the case-mix of referrals from
predominantly natal males to predominantly natal females presenting with gender
incongruence in early teen years. Additionally, a significant number of children
are also presenting with neurodiversity and other mental health needs and risky
behaviours which requires careful consideration and needs to be better
understood.

3. Scarce and inconclusive international evidence to support clinical decision
making
This has led to a lack of clinical consensus and polarised opinion on what the
best model of care for children and young people experiencing gender
incongruence should be; and a lack of evidence to support families in making
informed decisions about interventions that may have life-long consequences
including Puberty Suppressing Hormones.

In February 2022, the Independent Review published an interim report which set out
initial findings and advice. The report emphasised the need to move away from the
current model of a sole provider and to establish regional services that work to a new
clinical model that can better meet the holistic needs of a vulnerable group of children
and young people. The report began to describe the need for these new services to
work as networked centres that connected with other local services including children
and young people’s mental health services and primary care to support all of a patient’s
clinical needs.
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The Independent Review’s interim report also came to the following conclusions about
the evidence relating to clinical approaches for children and young people with gender
incongruence or gender dysphoria:

e The evidence is inconclusive both nationally and internationally

e Aspects of the available literature are open to interpretation in multiple ways, and
there is a risk that some authors interpret their data from a particular ideological
and/or theoretical standpoint

e Internationally as well as nationally, longer-term follow-up data on children and
young people who have been seen by gender identity services is limited,
including for those who have received endocrine interventions

e While there has been research on the short-term mental health outcomes and
physical side effects of Puberty Suppressing Hormones for children and young
people with gender incongruence / dysphoria, there is very limited research on
the sexual, cognitive or broader developmental outcomes

In July 2022, the Independent Review offered further advice on the core components of
the new clinical model. Dr Cass emphasised the importance of embedding research into
the clinical practice of the new services given the substantial gaps that exist in the
evidence base. The Review advised NHS England to give rapid consideration as to how
it could establish ‘the necessary research infrastructure to prospectively enrol young
people being considered for hormone treatment into a formal research protocol with
adequate follow up into adulthood, with a more immediate focus on the questions
regarding puberty blockers’.

You can read the advice in full here.

In response to this advice, NHS England announced plans to remove the use of Puberty
Supressing Hormones as a routine treatment on the NHS pathway of care for gender
incongruence / dysphoria due to significant uncertainties around risks, benefits and
outcomes.

NHS England also described proposals to put in place a programme of work that would
establish a clinical research framework that may provide access to Puberty Suppressing
Hormones to some children and young people with gender incongruence / dysphoria,
subject to the usual approvals.
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How we consulted

The proposed clinical commissioning policy initially went out for two weeks of targeted
stakeholder testing between 8 — 25" June 2023, supported by a draft Equality and
Health Inequalities Impact Assessment (EHIA) and the report of the review of evidence
on gonadotrophin releasing hormone analogues for children and adolescents with
gender dysphoria undertaken by the National Institute for Health and Care Excellence
(NICE). Comments were received from 23 individuals and organisations. NHS England
did not make any changes to the proposed clinical commissioning policy as an outcome
of stakeholder engagement but did make some changes to the draft EHIA.

A public consultation on the proposed clinical commissioning policy ran for 90 days on
the NHS England consultation website from 3 August to 1 November 2023. The length
of the consultation was determined through the recommendation of an independent
Patient and Public Voice Assurance Group for Specialised Services. Alongside the
proposed policy NHS England published various documents including the amended
EHIA, a report on the outcome of the stakeholder testing process, and documents that
described the evidence. The process of consultation generated 5,183 responses. NHS
England thanks all those individuals and organisations who submitted responses.

NHS England has commissioned TONIC - an independent organisation specialising in
public consultation, social research and evaluation - to conduct the analysis on all
responses and report back on these findings. Their detailed analysis of the responses
can be found here [link].

NHS England’s responses to consultation, and consideration
of the evidence

NHS England has carefully considered the independent report on the analysis of
consultation responses.

The majority of respondents felt that additional evidence needed to be taken into account
when developing the proposals (72%) and believed that the EHIA had failed to reflect the
potential impact that might arise as a result of adoption of the proposal (82%).

Appendix A - NHS England’s responses to the consultation submissions.

Appendix B - a summary of how NHS England sought to identify, and consider, other
relevant evidence throughout the process of policy development.
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Appendix C - detailed summary review of the evidence that was identified by respondents
to consultation.

Appendix D — detailed summary review of the relevant evidence relied upon by the World
Professional Association for Transgender Health.

What has NHS England decided?

As an outcome of public consultation NHS England has decided that:

e The NHS in England will not prescribe Puberty Suppressing Hormones to children
and young people with gender incongruence / dysphoria, from 1 April 2024

e As a change to the proposed policy, Puberty Suppressing Hormones will not be
available through an ‘exceptional circumstances’ route. Some stakeholders,
including the new providers of gender incongruence services for children and young
people, were concerned at how such a pathway could operate appropriately,
effectively and equitably and NHS England has agreed with that view. Instead, as
with all specialised services, a patient’s clinician can make an application under
NHS England’s Individual Funding Request process. Under this process, the
clinician making the request would need to explain why the patient’s clinical
circumstances are exceptional and show all available clinical evidence for why they
believe the patient would benefit more from the treatment than other patients with
the same condition. They would also need to demonstrate why a treatment that is
not routinely commissioned by the NHS is an appropriate treatment option.

e Various amendments should be made to the EHIA (detailed in Appendix A)

How did NHS England make this decision?
NHS England has followed its established method for forming a clinical commissioning
policy:

e In January 2024 the NHS England Clinical Panel for Specialised Services
considered a report prepared by a public health specialist that explained why
respondents to consultation had not identified any new or alternative evidence that
would cause NHS England not to adopt the proposed policy

e In March 2024 NHS England’s Clinical Priorities Advisory Group, which has an
independent chair, considered NHS England’s report on the outcome of
consultation and the supporting documents, such as the EHIA that had been
amended in response to consultation submissions and evidence report, and the
views of the National Programme Board for Gender Dysphoria Services about the
process that had been followed to form the policy. The Clinical Priorities Advisory
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Group agreed for NHS England to recommend that the proposed policy be put to
the NHS England National Commissioning Group for Specialised Services for
agreement

¢ In March 2024 NHS England’s National Commissioning Group for Specialised
Services agreed the recommendations

What happens next?

The Gender Identity Development Service at the Tavistock and Portman NHS Foundation
Trust closes on 31 March 2024. The new providers of Children and Young People’s
Gender Services will work to the new clinical commissioning policy from 1 April 2024.

Children and young people who are already receiving Puberty Suppressing Hormones
through the NHS pathway, or who have been referred into an endocrine team
commissioned by NHS England by 31 March 2024, will not be subject to the new policy. In
these cases the relevant NHS paediatric endocrine team (at Leeds Teaching Hospital NHS
Trust or University College London Hospitals NHS Foundation Trust) will continue to hold
clinical responsibility for these patients. The intervention will continue to be administered /
be initiated for these patients because there is an expectation of continued treatment, if
that is the informed choice of the young person / parents of a child under 16 years, subject
to the outcome of usual clinical review of the individual's existing individual care plan jointly
between the individual's Lead Clinician and the young person / parents of a child under 16
years.

Clinical Study

NHS England’s adoption of the new clinical commissioning policy is not contingent on the
establishment of a clinical study but work is well underway to develop the framework for
study design. A National Research Oversight Board for Children and Young People’s
Gender Services was established in 2023, chaired by Professor Sir Simon Wessely, a
Past President of the Royal College of Psychiatrists, and Royal Society of Medicine. The
National Research Oversight board includes representation from the Royal College of
Paediatrics and Child Health, the National Institute for Health and Care Research, the
Medical Research Council, other academic and clinical experts, and Dr Hilary Cass. In
November 2023, Professor Emily Simonoff (Kings College London) was confirmed as the
Chief Investigator who will lead on study design.

In order for the clinical study to become operational, it will need to pass the usual ethics
and approvals process. The current planning assumption is that, should the approvals be
granted, the study will begin to recruit eligible individuals in late 2024.
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NHS England explained as part of the public consultation that unless and until a clinical
study is established, no child or young person will have access to Puberty Suppressing
Hormones for gender incongruence / dysphoria. The study design process will define
access criteria into the study, which NHS England has said will initially be focused on
children with early onset gender incongruence / dysphoria.
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Appendix A: Responses to consultation submissions

Question 1: Has all the relevant evidence been taken into account?

Group A Respondents said... NHS England response ...

The experiences, views and outcomes of The evidence review by the National Institute for Health and Care Excellence
transgender people, patients, and their families | (NICE) follows the NHS England Specialised Commissioning process and
had not been considered as evidence, as well template and is based on the outcomes and search criteria agreed by an

as the views of experts in the field. expert working group that had an independent chair. The policy proposition

has been formed following NHS England’s established method for forming
clinical commissioning policies. This method takes account of relevant, peer-
reviewed, quality academic and clinical research — it does not take account of
lived experiences.

The evidential review had not included enough The evidence review by the National Institute for Health and Care Excellence

studies and had strict inclusion criteria, which (NICE) follows the NHS England Specialised Commissioning process and
may have excluded other relevant, good quality | template and is based on the outcomes and search criteria agreed by an
studies. expert working group that had an independent chair. NHS England has

considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).




Studies that rated PSH treatment positively had
been ignored, possibly due to unfair bias.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

There has not been an evidential review of the
outcomes of transgender children and young
people who had been denied PSH.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

Guidance and advice from leading international
bodies, such as World Professional Association
for Transgender Health (WPATH), had been
ignored.

NHS England has undertaken a detailed summary review of the relevant
evidence relied upon by the WPATH in support of its position about
prescribing Puberty Suppressing Hormones, as set out in its Standards of
Care v8 (2023). The report on the outcome of the evidence review is in
Appendix D. The conclusion of the evidence review is that the WPATH
standards of care do not identify evidence about the risks, benefits and
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outcomes of Puberty Suppressing Hormones, including safety outcomes,
contrary to the findings of the NICE evidence review.

Although not a factor in NHS England’s decision-making process, many
international health systems and medical bodies are now moving to restrict the
use of Puberty Suppressing Hormones as a response to gender incongruence
/ dysphoria because of the limited evidence base, including Canada, Sweden,
Finland and France. Reflecting this trend, in January 2024 the World Health
Organisation concluded that it was unable to advance any recommendations
or guidance about gender affirming interventions for children and young
people because ‘the evidence base for children and adolescents is limited and
variable regarding the longer-term outcomes of gender affirming care for
children and adolescents”.

Evidence that PSH are used safely for other
conditions (such as precocious puberty and
prostate cancer) was not included.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

The EHIA that supported the process of public consultation identified children
receiving PSH as a response to Central Precocious Puberty (CPP) as an
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appropriate comparator group, and it described that the aetiology and
epidemiology of CPP and treatment aims are quite different to that of gender
incongruence. The EHIA describes how the evidence base to support use of
PSH as a response to CPP is well formed.

The statement that children and young people
treated with PSH do not show a statistically
significant difference in mental health and
psychosocial functioning misunderstands the
intended results of PSH treatment.

The difficulties about describing the aims and intended results of Puberty
Suppressing Hormones were addressed by Dr Cass in her letter to NHS
England of 19 July 2022, in which she advised that urgent consideration be
given to the establishment of the necessary research infrastructure for children
and young people considering hormone treatment. In responding to the point
made during consultation, it is helpful to set out the advice in some detail:

“As already highlighted in my interim report, the most significant knowledge
gaps are in relation to treatment with puberty blockers, and the lack of clarity
about whether the rationale for prescription is as an initial part of a transition
pathway or as a ‘pause’ to allow more time for decision making.

For those who will go on to have a stable binary trans identity, the ability to
pass in later life is paramount, and many will decide that the trade-offs of
medical treatment are a price that is fully justified by the ability to live
confidently and comfortably in their identified gender.

The widely understood challenge is in determining when a point of certainty
about gender identity is reached in an adolescent who is in a state of
developmental maturation, identity development and flux. It is the latter option
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regarding a ‘pause’ for decision making about which we have the least
information. The rationale for use of puberty blockers at Tanner Stage 2 of
development was based on data that demonstrated that children, particularly
birth registered boys who had early gender incongruence, were unlikely to
desist once they reached early puberty; this rationale does not necessarily
apply to later presenting young people, including the predominant referral
group of birth-registered girls.

We do not fully understand the role of adolescent sex hormones in driving the
development of both sexuality and gender identity through the early teen
years, so by extension we cannot be sure about the impact of stopping these
hormone surges on psychosexual and gender maturation. We therefore have
no way of knowing whether, rather than buying time to make a decision,
puberty blockers may disrupt that decision-making process”.

Group B Respondents said...

NHS England response ...

The review does not highlight harm caused by
PSH or the importance of going through puberty.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
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evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

It omits animal studies that have concluded that
PSH cause harm.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

The review omits experiential evidence from de-
transitioners.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. The policy proposition
has been formed following NHS England’s established method for forming
clinical commissioning policies. This method takes account of relevant, peer-
reviewed, quality academic and clinical research — it does not take account of
lived experiences.

The review fails to use evidence that studies the
causes of gender dysphoria.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
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considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

There was no review of evidence addressing
psychological treatments of gender dysphoria.

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

Respondents from both groups said...

NHS England response ...

Respondents from both groups suggested that
the evidence included in the review was unfit for
purpose due to small sample sizes, a lack of
randomised control trials, and poor quality or
inconclusive results. Many respondents from
both groups also submitted details of a number
of articles, references, papers and studies they

The evidence review by the National Institute for Health and Care Excellence
(NICE) follows the NHS England Specialised Commissioning process and
template and is based on the outcomes and search criteria agreed by an
expert working group that had an independent chair. NHS England has
considered all of the additional evidence that has been proposed during the
public consultation and has concluded that, while some new, relevant
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felt should have been included in the evidence
review.

evidence was identified by stakeholders, it did not materially affect the
conclusions of the existing evidence review (see Appendix B).

Question 2 — Does the equality and health inequality impact assessment (EHIA) reflect the
potential impact that may arise as a result of the proposed changes?

Group A Respondents

Respondents said...

NHS England response ...

The EHIA fails to address the impact on
transgender children denied PSH treatment.

It was noted by some that the equality and
health inequality impact assessment had
recognised the potential for harm by
acknowledging that potential distress may be
experienced and that there may be an increase
in risk taking behaviour, however the level of
acknowledgement was seen as insufficient,
understating the seriousness of the issues, and

The EHIA reads: “Potential consequences of the proposal may be an increase
in the number of children and young people who seek GnRHa from
unregulated sources; and some stakeholder groups have previously
suggested that withholding GnRHa will lead to an increase in emotional and
psychological distress, leading to risk-taking behaviour particularly amongst
adolescents. Conversely, some stakeholder groups have suggested that
GnRHa should be removed from the NHS pathway of care completely in the
best interests of children and young people in view of the limited evidence
around treatment aims, benefits, risks and outcomes”.

NHS England has had to weigh a consideration of potential harms with
potential benefits to individuals who may be impacted by the decision. It has
made the proposal to remove PSH from the NHS pathway of care because of
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appearing to mitigate that the risks of such harm
was acceptable.

a lack of sufficient evidence relating to the safety and clinical effectiveness of
PSH for children and young people with gender incongruence / dysphoria,
including about the benefits, risks and long-term outcomes. It is therefore
proposed that adoption of the policy would in itself be a risk mitigation
measure. The EHIA describes that other forms of specialist clinical support will
remain available through the NHS for this patient cohort; the proposed NHS
England interim service specification for gender incongruence (June 2023)
describes a multi-disciplinary approach to care that focuses on psychosocial
and psychological approaches, and psychoeducation.

NHS England strongly discourages the sourcing of any medication from
unregulated providers and unregulated sources such as the internet — but the
risk that some individuals may seek PSH from unregulated sources
regardless, cannot be used to compel the NHS to continue to prescribe PSH,
for which there is very limited evidence of safety.

Group A respondents also objected to the
repeated statement that the potential impact on
transgender children and young people would
be alleviated by other modes of specialist
clinical support being made available. They
argued that the assessment should explicitly
address the potential negative impact of
withdrawing access to PSH treatment,
regardless of alternative treatments, and felt that

The policy position has been proposed because of a lack of sufficient evidence
relating to the safety and clinical effectiveness of PSH for children and young
people with gender incongruence / dysphoria, including about the benefits,
risks and long-term outcomes. It is therefore proposed that adoption of the
policy would in itself be a risk mitigation measure.

NHS England plans to establish around eight new providers of CYP Gender
Services by 2026, thereby increasing the clinical workforce and clinical
capacity to address the long waiting times. The EHIA has been amended to
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the reference to other treatments ignored
ongoing issues in being able to access
healthcare in a timely fashion. Wait lists for such
services were predicted to be inordinately
lengthy, with backlogs meaning that some
young patients would be unable to receive
treatment for several years, and beyond the
period that they needed it most.

read that: As a risk mitigation measure, in April 2024 NHS England will have
commissioned a rapid assessment service for every child or young person on
the waiting list for CYP Gender Services, through local NHS children and
young people’s mental health services. This will be a directly commissioned
service for this cohort over-and-above existing mental health provision.

Respondents also noted that there was no
mention of the potential impact on those who
were currently receiving PSH treatment but who
may be forced to stop treatment due to the
proposed changes in the clinical policy.

Respondents also wondered whether
endocrinologists and other supervising clinicians
would receive training in preparation for such
scenarios.

The EHIA did address this, but for clarity the EHIA has been amended to
read: “For children and young people who, at the point the clinical

commissioning policy takes effect on 1 April 2024:

e have been referred into an endocrine clinic by the former NHS Gender
Identity Development Service but have not yet been assessed by a
consultant endocrinologist for suitability of PSH; or

e are under the clinical care of an endocrine team at University College of
London Hospitals NHS Foundation Trust or Leeds Teaching Hospitals
NHS Trust following a referral by the former NHS Gender Identity

Development Service

there is an expectation that GnRHa will continue to be administered / be

initiated, if that is the informed choice of the young person / parents of a child
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under 16 years, subject to the outcome of usual clinical review of the
individual's existing individual care plan jointly between the individual's Lead

Clinician and the young person / parents of a child under 16 years”.

NHS England’s adoption of the proposal would not be intended to compel
young people / parents of children under 16 years to choose to continue with
GnRHa if, after a consideration of the issues raised by the adoption of the
policy, they make a decision to cease the intervention. As part of the
programme of work to oversee the decommissioning of the GIDS at Tavistock
and the establishment of new services, NHS England has asked a Paediatric
Endocrinology Working Group to develop a framework for obtaining informed
consent from relevant young people / parents of children under 16 years, to
ensure rigour and consistency of approach.

The requirement for taking part in a research
trial is discriminatory.

The terms ‘early onset’ and ‘late onset’ have not
been defined.

The policy position has been proposed because of a lack of sufficient evidence
relating to the safety and clinical effectiveness of PSH for children and young
people with gender incongruence / dysphoria, including about the benefits,
risks and long-term outcomes.

The development of a research protocol is well underway and will be subject
to the usual approvals through the National Institute for Health and Care
Research, but NHS England’s proposal to remove PSH from routine NHS
prescribing protocols is not contingent upon the establishment of a clinical
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study. The wording of the proposed policy has been amended to provide
greater clarity on this point.

The consequence of a decision by NHS England, should it be made, that PSH
are no longer routinely commissioned by the NHS as a response to gender
incongruence / dysphoria will be that the PSH pathway will be closed,
regardless of the outcome of a separate programme of work through the
National Research Oversight Board to determine the feasibility of a clinical
study. It will also be for the National Research Oversight Board to define
access criteria into the study.

Protected characteristic: Gender Reassignment

Group A respondents felt that the EHIA
misinterpreted the breadth of the characteristic
and discriminated against those who had
socially transitioned but not medically
transitioned. Respondents referenced the
Equality Act 2010, which states that “a person
has the protected characteristic of gender
reassignment if the person is proposing to
undergo, is undergoing, or has undergone a
process (or part of a process) for the purpose of
reassigning the person’s sex by changing
physiological or other attributes of sex”. There

In response to submissions on this point, NHS England has correctly applied
the law. In considering the application of Equality Act 2010, section 7, to this
service, the High Court in R (AA) v NHS Commissioning Board (2023). found
that not every child or young person referred to a specialised gender
incongruence service will have the protected characteristic of gender
reassignment. The Court held that children and young people who are referred
to such a service do not — at the point of referral or while they remain on the
waiting list - share the protected characteristic of ‘gender reassignment’ as a
class or cohort of patients. The whole cohort of patients cannot be treated as
“proposing to undergo” a process (or part of a process) for the “purpose of
reassigning” their sex “by changing physiological or other attributes of sex” as
a class. However, as the Court found and as NHS England accepts, many
children and young people in this position will, individually, have the protected
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is, therefore, no requirement for medical
treatment to have taken place in order to be
covered by the protected characteristic gender
reassignment.

characteristic of gender re-assignment at this stage although determining that
will involve a case-specific factual assessment.

It is for this reason that NHS England has determined to treat all of the
children and young people who will be impacted by the proposals as likely to
share the protected characteristic of gender reassignment, and it has
proceeded on that basis throughout the whole process of policy formation.

Protected characteristic: Disability

Group A respondents felt that the EHIA had
failed to recognise the potential for the interim
clinical policy to discriminate against
neurodivergent children and young people by
unfairly excluding them from research and PSH
treatment. There was no case, it was stated, to
conclude that those with diagnoses and
conditions such as autism, ADHD, learning
difficulties, or low 1Q would be unable to
recognise their own gender identity and make
their own decisions, or that they should be
denied PSH treatment and steered into purely
psychological treatments on the basis that they
experienced psychological conditions in

The basis for this submission is not clear. Firstly, the policy position has been
proposed because of a lack of sufficient evidence relating to the safety and
clinical effectiveness of PSH for children and young people with gender
incongruence / dysphoria, including about the benefits, risks and long-term
outcomes. A policy not to prescribe PSH would apply to all individuals,
regardless of disability or any other protected characteristic.

Secondly, the consequence of a decision by NHS England, should it be made,
that PSH are no longer routinely commissioned by the NHS as a response to
gender incongruence / dysphoria will be that the PSH pathway will be closed,
regardless of the outcome of a separate programme of work through the
National Research Oversight Board to determine the feasibility of a clinical
study. It will be for the National Research Oversight Board to define access
criteria into any study in due course, but NHS England is unable to identify
from the policy proposition or the EHIA why respondents to consultation would
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conjunction with their sense of gender
dysphoria.

conclude that individuals with this protected characteristic would be at risk of
exclusion from such a study.

Protected characteristic: Age

Some respondents felt that the EHIA had not
sufficiently reflected on how the interim clinical
policy could potentially discriminate against
young people by negating their individual
autonomy and making the assumption that they
aren’t capable of knowing themselves or their
own minds.

The policy position has been proposed because of a lack of sufficient evidence
relating to the safety and clinical effectiveness of PSH for children and young
people with gender incongruence / dysphoria, including about the benefits,
risks and long-term outcomes.

NHS England is content that the EHIA accurately describes that the proposal
is a reasonable, rational and clinically necessary response to the findings of
NICE and the Cass Review that a key limitation to identifying the effectiveness
and safety of PSH in regard to children and young people with gender
incongruence / dysphoria is the lack of reliable comparative studies. In other
words, the age of the individuals for whom risk and benefits cannot be defined
because of the lack of evidence is in itself a contributory reason for taking
steps to mitigate clinical risk and safety issues.

Protected characteristic: Age

Issues of age were also linked to questions
regarding the definitions of ‘early onset’ and ‘late
onset’ gender dysphoria, and how some
transgender youth may be discriminated against
because their ages would be unreasonably
linked to these so-called “arbitrary definitions”

The policy position has been proposed because of a lack of sufficient evidence
relating to the safety and clinical effectiveness of PSH for children and young
people with gender incongruence / dysphoria, including about the benefits,
risks and long-term outcomes.

The consequence of a decision by NHS England, should it be made, that PSH
are no longer routinely commissioned by the NHS as a response to gender
incongruence / dysphoria will be that the PSH pathway will be closed,
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and that they would therefore be impacted by
missing out on potentially beneficial treatment.

regardless of the outcome of a separate programme of work through the
National Research Oversight Board to determine the feasibility of a clinical
study. It will also be for the National Research Oversight Board to define
access criteria into such a study.

Protected characteristic: Age

Some respondents also felt that the EHIA
should have mentioned Gillick competency, and
how this is viewed and applied by NHS England
with regard to transgender children and young
people.

The policy position has been proposed because of a lack of sufficient evidence
relating to the safety and clinical effectiveness of PSH for children and young
people with gender incongruence / dysphoria, including about the benefits,
risks and long-term outcomes. The consequence of a decision by NHS
England, should it be made, that PSH are no longer routinely commissioned
by the NHS as a response to gender incongruence / dysphoria will be that
PSH are no longer routinely commissioned by the NHS, and this policy would
apply to all children and young people on the gender incongruence pathway
irrespective of whether they would be deemed Gillick competent.

Protected characteristic: Race

Respondents pointed out that there were no
mentions of how the protected characteristic of
race would be impacted by the interim clinical
policy, nor any mentions of plans for how these
groups would be recognised and supported.

In response to this submission, NHS England has assured itself that the
impact to individuals who share the protected characteristic of race and
ethnicity is indeed addressed by the EHIA.

Protected characteristic: Pregnancy

In response to this submission, NHS England has assured itself that the EHIA
states that NHS England is in receipt of no evidence to suggest otherwise and
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Respondents pointed out that there were no
mentions of how the protected characteristic of
pregnancy would be impacted by the interim
clinical policy, nor any mentions of plans for how
these groups would be recognised and
supported.

therefore is of the view that the proposed interim service specification does not
have any significant impact on individuals who may share this protected
characteristic.

Protected characteristic: Religion

Respondents pointed out that there were no
mentions of how the protected characteristic of
religion would be impacted by the interim clinical
policy, nor any mentions of plans for how these
groups would be recognised and supported.

In response to this submission, NHS England has assured itself that the EHIA
states that it has concluded that the proposal does not significantly impact
individuals who share this protected characteristic.

Protected characteristic: Sex

It was pointed out that the EHIA had not
sufficiently reflected on how the denial of PSH
treatment would differently and negatively
impact biological males going through undesired
puberty (for example, in the development of an
Adam’s apple, or the deepening of the voice).

The EHIA has been amended to read that: “Some respondents to public
consultation pointed out that the EHIA had not sufficiently reflected on how the
withdrawal of PSH from the NHS pathway of care would differently and
negatively impact natal males going through undesired puberty, for example,
in the development of an Adam’s apple or the deepening of the voice. The
policy position has been proposed because of a lack of sufficient evidence
relating to the safety and clinical effectiveness of PSH for children and young
people with gender incongruence / dysphoria, including about the benefits,
risks and long-term outcomes”.
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Other forms of specialist clinical support will remain available through the NHS
for this patient cohort; the NHS England interim service specification for
gender incongruence (June 2023) describes a multi-disciplinary approach to
care that focuses on psychosocial and psychological approaches, and
psychoeducation”.

Other Groups

Children and young people from low-income
homes who would be discriminated against
because they would not be able to utilise
treatments from private clinics available to those
from more affluent families.

Some respondents to consultation invited NHS England to accept that inequity
may arise as a consequence of adoption of the policy in that lower-income
families will be disadvantaged by not being able to afford to source Puberty
Suppressing Hormones from private clinics. NHS England cannot share that
view because it is not able to support the sourcing of PSH from any source
outside of the NHS because of a lack of sufficient evidence relating to the
safety and clinical effectiveness of PSH for children and young people with
gender incongruence / dysphoria, including about the benefits, risks and long-
term outcomes. Moreover, NHS England is not aware of any regulated source
of Puberty Suppressing Hormones for children and young people with gender
incongruence outside of the NHS, hence NHS England’s position being the
following, regardless of the socio-economic status of the individual child or
young person (source: NHS England’s Interim Service Specification for CYP
Gender Services, 2023).

NHS England strongly discourages the sourcing of any medication from
unregulated providers and unregulated sources such as the internet.
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The EHIA has been amended to reflect the wording above.

Other Groups

Children and young people who, having been
denied PSH treatment through NHS England (or
being unwilling to enrol in a research trial),
would choose to access treatments from
unregulated sources, with potentially negative
consequences.

NHS England strongly discourages the sourcing of any medication from
unregulated providers and unregulated sources such as the internet — but the
risk that some individuals may seek PSH from unregulated sources
regardless, cannot be used to compel the NHS to continue to prescribe PSH,
for which there is not sufficient evidence relating to safety and clinical
effectiveness.

Other Groups

Those who either lived with unsupportive
families or who lived outside the family home,
who would find it more difficult to access
services than those who had the support and
encouragement of their adult carers.

It is not clear how this submission directly relates to the proposal that PSH will
not be routinely commissioned by the NHS as a response to gender
incongruence.

Other Groups

Those who, for a variety of reasons, could be
considered to have low health literacy

The EHIA has been amended to read that: “There is evidence that there are
lower levels of health literacy in communities that are socially and
economically disadvantaged. NHS England is of the view that the proposals
do not discriminate against this group; and that the proposals will have a
neutral impact on reducing health inequalities in accessing services or
achieving outcomes for this group”.
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Other Groups

Homeless transgender youth, who were seen as
particularly vulnerable, but who weren’t
addressed in the impact assessment.

The EHIA has been amended to read that: The charity akt reports that 24%
of homeless people identify as “LGBT” but we do not have specific data on the
prevalence of children 16 years and under who are homeless and who present
with gender incongruence. A decision that PSH will not be routinely
commissioned by the NHS will not have any specific impact on this group.
Separately, if a clinical study is determined to be feasible, it will be for the
National Research Oversight Board to define access criteria into such a study
and to consider the equalities implications of the access criteria.

Group B Respondents

Respondents said...

NHS England response ...

The EHIA does not assess the negative impact
of using PSH.

That is not the purpose of the EHIA, which has considered the implications
and potential consequences of adoption of the proposal that PSH is not
routinely available to children and young people. Separately, the NICE
evidence review examined the evidence about outcomes, safety and
effectiveness of GnRHa and the EHIA has referred to, and is informed by,
NICE’s conclusions about the limited evidence base.

The language used in the EHIA shows signs of
pro-transgender ideology. Some Group B
respondents also highlighted what they

NHS England is aware of the disagreements that inevitably manifest about the
language used in literature relating to children and young people who present
with issues of gender incongruence. NHS England will not be changing the
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considered unscientific and ideological terms
such as “sex assigned at birth”.

language used in the EHIA. In any event, the term “sex assigned at birth” was
not used in the EHIA.

There is no assessment of how others are
impacted by gender affirming treatments.

That is not the purpose of the EHIA, which has correctly considered the
implications and potential consequences of adoption of the proposal that PSH
is not routinely available to children and young people with gender
incongruence / dysphoria.

Protected characteristic: Sexual Orientation

Most Group B respondents who provided an
answer to this question believed that the EHIA
had inadequately addressed the impact on the
protected characteristic of sexual orientation,
considering it a troubling and unusual oversight
that NHS England had declared that it did not
hold sexual orientation data for transgender
children and young people. For many Group B
respondents some of the primary causes of
gender dysphoria among young people were
likely to be internalised homophobic impulses
and/or mistaken ideas regarding the expression
of human sexuality and gender. Group B
respondents tended to believe that a large
proportion of gender dysphoric young people

NHS England, as a commissioning body, does not routinely collect any
personal data on individuals who use NHS services; any consolidated data
relating to patients that is held by NHS England is collected by the providers of
healthcare services. Data on the sexual orientation of children and young
people who have accessed the GIDS has not been provided to NHS England
by the Tavistock and Portman NHS Foundation Trust. The Trust’'s website
explains the challenges of collecting this data from children and the EHIA has
been amended to read: In our [Tavistock] most recent statistics (2015), of the
young people seen in our service who were assigned male at birth and for
whom we have data, around 30% were attracted to males, 30% to females,
and 30% to both males and females (or other genders). The remaining
approximately 10% of those for whom we have data described themselves as
not being attracted to either males or females, or as asexual. For young
people assigned female at birth for whom we have data: over half were
attracted to females, a quarter were attracted to males, just under 20% were to
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would become healthy homosexual or bisexual
adults if allowed to develop and evolve naturally,
and that there was a significant body of
evidence that supported this.

both males and females (or other genders), and a small percentage described
themselves as asexual or as not being attracted to either males or females’.

The EHIA explains that The Cass Review has said that in forming further
advice to NHS England it is considering further the complex interaction
between sexuality and gender identity, and societal responses to both — the
Review’s Interim Report (2022) cited the example of “young lesbians who felt
pressured to identify as transgender male, and conversely transgender males
who felt pressured to come out as lesbian rather than transgender”.

Protected Characteristic: Age

In opposition to Group A respondents who
promoted the application of Gillick competency
and individual autonomy, Group B respondents
tended to feel that children under the age of 16
were too young to be able to make such
important decisions, and that decisions around
PSH treatment and gender transition should be
made by parents, carers, and experienced
clinicians. If PSH were made available to
children under 16, therefore, it was believed that
the protected characteristic of age would be

The EHIA has correctly considered the implications and potential
consequences of adoption of the proposal that PSH is not routinely available
to children and young people with gender incongruence / dysphoria.

29




negatively impacted and that this should have
been more directly addressed in the EHIA.

Protected Characteristic: Gender Reassignment

Some Group B respondents believed that the
EHIA had inaccurately described the protected
characteristic of gender reassignment, stating
that, in terms of statute law, expressing a wish
to change sex did not qualify a child under 16 for
the protected characteristic.

Some Group B respondents also stated that the
Equality Act 2010 does not define gender
reassignment in relation to children in its main
body, but rather only in explanatory notes, and
that the Gender Recognition Act 2005 requires
those who undergo gender reassignment to be
18 at minimum, and to have lived as the desired
gender for two years.

In response to submissions on this point, NHS England has correctly applied
the law. In considering the application of Equality Act 2010, section 7, to this
service, the High Court in R (AA) v NHS Commissioning Board (2023). found
that not every child or young person referred to a specialised gender
incongruence service will have the protected characteristic of gender
reassignment. The Court held that children and young people who are referred
to such a service do not — at the point of referral or while they remain on the
waiting list - share the protected characteristic of ‘gender reassignment’ as a
class or cohort of patients. The whole cohort of patients cannot be treated as
“proposing to undergo” a process (or part of a process) for the “purpose of
reassigning” their sex “by changing physiological or other attributes of sex” as
a class. However, as the Court found and as NHS England accepts, many
children and young people in this position will, individually, have the protected
characteristic of gender re-assignment at this stage although determining that
will involve a case-specific factual assessment.

It is for this reason that NHS England has determined to treat all of the
children and young people who will be impacted by the proposals as likely to
share the protected characteristic of gender reassignment, and it has
proceeded on that basis throughout the whole process of policy formation.
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Some respondents highlighted the claim made
in the EHIA that “the majority of individuals who
will be impacted by the proposals are likely to
have the protected characteristic of gender
reassignment” as incompatible with statute law,
as outlined above, and as unsupported and
unevidenced by objective data.

Protected Characteristic: Gender Reassignment

Some also stated that even if the protected
characteristic of gender reassignment was
correctly applied this should only ensure that
such individuals weren’t unfairly discriminated
against, and not that they should be guaranteed
treatment.

The EHIA has correctly considered the implications and potential
consequences of adoption of the proposal that PSH is not routinely available
to children and young people.

Protected Characteristic: Disability

Some Group B respondents believed that the
protected characteristic of disability had not
been fully reflected, particularly with regard to
autistic children and young people who, it was
felt, were more susceptible than non-autistic
children to arrive at the mistaken conclusion that

This is outside the scope of the consultation. The approach for assessment
and diagnosis of gender incongruence is set out in NHS England’s published
interim service specification for CYP Gender Services, which was agreed
following a process of public consultation. The current EHIA has correctly
considered the implications and potential consequences of adoption of the
proposal that PSH is not routinely available to children and young people.
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they were transgender and to fix their intentions
on transition. According to Group B
respondents, such comorbidities and the
increased difficulties and risks faced by
neurodivergent children and young people
should have been more adequately addressed.

Some respondents believed that it is impossible
for an autistic person to have a gender identity
and, therefore, that they could not experience
gender dysphoria. That the EHIA and,
apparently, the medical profession has ignored
this was seen as discriminatory and in urgent
need of review.

Protected Characteristic: Sex

Some respondents felt that the negative impact
on young females had not been adequately
addressed, and that though the EHIA
recognised that more females than males are
presenting with gender dysphoria there was not
enough acknowledgement of the disparity and
potential inequality.

The EHIA has explained that the terms of reference for the Cass Review
include “exploration of the reasons for the increase in referrals and why the
increase has disproportionately been of natal females, and the implications of
these matters”. The EHIA also explains that further engagement is also
planned by the National Research Oversight Board to identify the key
evidence gaps for children and young people with later-onset gender
dysphoria — recognising that there is even greater uncertainty in terms of the
supporting clinical evidence base, less established clinical practice and less
known about the natural history of gender dysphoria in this group. The
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Some respondents also believed that further
research into discovering why more females
than males currently presented as gender
dysphoric was urgently required in order to
ensure that young females weren’t advanced
into treatment for the wrong reasons.

engagement will include an analysis of the impacts to individuals who may
share this protected characteristic.

Other Groups: Young People in Care

Some Group B respondents believed that the
EHIA had not sufficiently addressed the
evidence and research regarding gender
dysphoric children and young people who had
lived in care, which could lead to a
disproportionately negative impact for this
group. Respondents believed that the numbers
of transgender youth who lived in care situations
was unusually high, and that this therefore
suggested that the causes of their gender
dysphoria and desire to transition was more
likely to be linked to issues such as trauma,
unhealthy parental influences, unstable home
situations, and other psychological and mental
health conditions. More research and study for

The EHIA has recorded that there is an over-representation percentage wise
of looked after children seen by services for children and young people with
gender incongruence. This was noted by the Cass Review, which is due to
deliver final advice early 2024. The EHIA has correctly considered the
implications and potential consequences of adoption of the proposal that PSH
is not routinely available to children and young people. Further “research and
study” is not needed on this group in order for NHS England to make a
decision on the proposal.
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this group was therefore urged before final
decisions are reached.

Summary of themes raised by all respondents

Respondents said...

NHS England response ...

The potential impact cannot be reflected
because the evidence used is inadequate. A
significant number of respondents from both
groups believed that it was not possible to
accurately comment on the EHIA due to the
assessment itself based on inadequate
evidence and research. Respondents argued
that the current state of research, particularly
regarding the long-term effects of gender-
affirming care (including PSH treatment) was
insufficient and scientifically questionable.

While some respondents asserted that it was
unethical to subject children to drugs without a
clear understanding of their safety and long-term

The EHIA has described the very limited evidence about PSH, including about
the risks, benefits and long-term outcomes. Specifically, under the heading
“What key sources of evidence have informed your impact assessment and
are there key gaps in the evidence” the EHIA refers to the evidence review on
GnRHa as a response to gender dysphoria by the National Institute for Health
and Care Excellence in 2020 and says: “The evidence review confirms that
there is limited evidence. Criteria for enrolment in the clinical study alongside
the first study to which children and young people with early on-set gender
dysphoria may enrol, further engagement is also planned by the Research
Oversight Board to identify the key evidence gaps for children and young
people with later-onset gender dysphoria — recognising that there is even
greater uncertainty in terms of the supporting clinical evidence base, less
established clinical practice and less known about the natural history of gender
dysphoria in this group”. The EHIA has therefore correctly considered the
implications and potential consequences of adoption of the proposal that PSH
is not routinely available to children and young people, using evidence where
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effects, others argued that it was unethical to
withdraw potentially life-saving treatment without
conclusive proof that it causes harm. Likewise,
in some cases the same studies were used by
both groups to support their points of view (the
Dutch Protocol, for example), highlighting that
the evidence is inconclusive on which both the
interim clinical policy and the equality and health
inequality impact assessment were based. Both
groups raised concerns regarding the limitations
of existing research, selectivity issues, and short
follow-up duration.

it exists, noting where there are gaps in evidence and describing plans to
increase the evidence base.

The document and question are unclear

The EHIA is, necessarily, a detailed technical document that seeks to support
decision makers, with reference to the Equality Act, by examining the
implications and potential consequences of adoption of the proposal on
individuals who may share a protected characteristic, and / or for whom
otherwise adoption of the proposal may cause or exacerbate inequalities. NHS
England will give consideration to how future EHIAs may be written in a form
that is more accessible to a lay-person, and how questions about the content
of EHIAs are worded.
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Question 3 — Are there any changes or additions you think need to be made to this policy?

Group A Respondents

Respondents said...

NHS England response ...

The requirement to participate in a research
trial is unethical

The development of a research protocol is well underway and will be subject to
the usual approvals through the National Institute for Health and Care Research,
but NHS England’s proposal to remove PSH from routine NHS prescribing
protocols is not contingent upon the establishment of a clinical study. The
wording of the proposed policy has been amended to provide greater clarity
on this point. The consequence of a decision by NHS England, should it be
made, that PSH are no longer routinely commissioned by the NHS as a response
to gender incongruence will be that the PSH pathway will be closed, regardless
of the outcome of a separate programme of work through the National Research
Oversight Board to determine the feasibility of a clinical study.

The EHIA explained that, were the study to gain the usual approvals, some
young people would likely not be eligible for the study. Should the study not gain
the usual approvals, no child or young person would be eligible for the study.

The terms ‘early onset’ and ‘late onset’ are
not defined for the purpose of the clinical
study.

This falls outside the scope of the consultation. The development of a research

protocol is well underway and will be subject to the usual approvals through the
National Institute for Health and Care Research, but NHS England’s proposal to
remove PSH from routine NHS prescribing protocols is not contingent upon the

establishment of a clinical study. The wording of the proposed policy has
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The research trial is poorly designed and will
not provide the desired results.

been amended to provide greater clarity on this point. The feasibility of a clinical
study, including definition of access into a clinical study, is being led by a
National Research Oversight Board following usual design principles.

The policy does not address certain risks of
harm it may cause to transgender youth.

The risks of not using PSH should be
addressed in the policy.

NHS England has had to weigh a consideration of potential harms with potential
benefits to individuals who may be impacted by the decision. It has made the
proposal to remove PSH from the NHS pathway of care because of a lack of
sufficient evidence relating to the safety and clinical effectiveness of PSH for
children and young people with gender incongruence / dysphoria, including about
the benefits, risks and long-term outcomes. It is therefore proposed that adoption
of the policy would in itself be a risk mitigation measure. The EHIA describes that
other forms of specialist clinical support will remain available through the NHS for
this patient cohort; the proposed NHS England interim service specification for
gender incongruence (June 2023) describes a multi-disciplinary approach to care
that focuses on psychosocial and psychological approaches, and
psychoeducation.

The policy should be informed by the lived
experiences of transgender people and
experts.

The policy proposition has been formed following NHS England’s established
method for forming clinical commissioning policies. This method takes account of
relevant, peer-reviewed, quality academic and clinical research — it does not take
account of lived experiences.

The report on the analysis of consultation responses records that respondents
have referred to the process of stakeholder testing that NHS England undertook
prior to public consultation. That process of stakeholder testing was open to all
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individuals and organisations who had previously registered as stakeholders. The
stakeholder testing asked the same questions as those put to respondents to the
subsequent public consultation — it did not seek to use lived experience to inform
the development of the policy itself.

Transgender healthcare should be available
everywhere, not only in specialist clinics

This falls outside the scope of the consultation.

The policy should remove harmful
terminology that pathologises transgender
people.

Some respondents felt that the policy
conspicuously avoided the use of terms such
as ‘transgender’ and ‘gender dysphoria’ in
favour of the clinical term ‘gender
incongruence.’

The clinical commissioning policy has to refer to a recognised diagnostic tool in
order to describe those individuals who would fall within the scope of the clinical
commissioning policy. The search criteria agreed by the Policy Working Group
for the purpose of the NICE evidence review was: “children and adolescents
aged 18 years or less who have gender dysphoria, gender identity disorder or
gender incongruence of childhood”. The NICE evidence review reported that all
of the studies that reported diagnostic criteria for gender dysphoria used the
Diagnostic and Statistical Manual of Mental Disorders (DSM) criteria that was in
use at the time (6/9 studies) and the other 3 studies did not report how gender
dysphoria / gender incongruence / gender identity disorder was defined.

The proposed policy published by NHS England for the purpose of public
consultation used ‘gender incongruence’ as defined by the International
Classification of Diseases v11, which is consistent with the diagnostic framework
that is referenced in NHS England’s interim service specification for the new
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Children and Young People’s Gender Services (2023); and ‘gender dysphoria’ as
defined by the DSM.

The policy should give evidence that
psychological therapies alone are an effective
treatment.

The EHIA described that other forms of specialist clinical support will remain
available through the NHS for this patient cohort; the proposed NHS England
interim service specification for gender incongruence (June 2023) describes a
multi-disciplinary approach to care that focuses on psychoeducation,
psychosocial and psychological approaches, and aims to reduce distress and
promote wellbeing and functioning. However, both the interim advice from the
Cass Review and NHS England’s previous public consultation on the interim
service specification have acknowledged the scarce and inconclusive evidence
to support clinical decision making in regard to children and young people who
present with gender incongruence or gender variance, including approaches for
social transition and psychological therapies. The Cass Review will deliver final
advice to NHS England, including on the evidence base to support clinical
decision making, by March 2024 and this advice will inform the development of a
substantive service specification for the new CYP Gender Services by NHS
England in 2024.

The requirement for those currently using
PSH to desist is misguided.

This is not what NHS England has proposed. The policy proposition and the
EHIA have been amended to make clearer that:

“For children and young people who, at the point the clinical commissioning

policy takes effect on 1 April 2024:
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¢ have been referred into an endocrine clinic by the former NHS Gender
Identity Development Service but have not yet been assessed by a
consultant endocrinologist for suitability of PSH; or
e are under the clinical care of an endocrine team at University College of
London Hospitals NHS Foundation Trust or Leeds Teaching Hospitals
NHS Trust following a referrals by the former NHS Gender Identity
Development Service
there is an expectation that GnRHa will continue to be administered / be initiated,
if that is the informed choice of the young person / parents of a child under 16
years?!, subject to the outcome of usual clinical review of the individual's existing
individual care plan jointly between the individual's Lead Clinician and the young

person / parents of a child under 16 years”.

NHS England’s adoption of the proposal would not be intended to compel young

people / parents of children under 16 years to choose to continue with GnRHa if,

after a consideration of the issues raised by the adoption of the policy, they make
a decision to cease the intervention. As part of the programme of work to

oversee the decommissioning of the GIDS at Tavistock and the establishment of

1 NHS England’s adoption of the proposal would not be intended to compel young people / parents of children under 16 years to choose to continue with GnRHa
if, after a consideration of the issues raised by the adoption of the policy, they make a decision to cease the intervention.
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new services, NHS England has asked a Paediatric Endocrinology Working
Group to develop a framework for obtaining informed consent from relevant
young people / parents of children under 16 years, to ensure rigour and

consistency of approach.

Group B Respondents

Respondents said... NHS England response ...

Need for consistency and clarity in the The proposed policy refers to ‘gender incongruence’ as defined by the
definition of ‘gender incongruence’ within the | International Classification of Diseases v11, which is consistent with the
interim clinical policy, suggesting that the diagnostic framework that is referenced in NHS England’s interim service
definition should align with the diagnostic specification for the new Children and Young People’s Gender Services; and

framework of the interim service specification | ‘gender dysphoria’ as defined by DSM V.
and adopt the ICD-11 definition. Current
version refers to “gender incongruence /
dysphoria”.

The proposed research trial is unethical. The development of a research protocol is well underway and will be subject to
the usual approvals through the National Institute for Health and Care Research,
but NHS England’s proposal to remove PSH from routine NHS prescribing
protocols is not contingent upon the establishment of a clinical study. The
wording of the proposed policy has been amended to provide greater clarity
on this point. The consequence of a decision by NHS England, should it be
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made, that PSH are no longer routinely commissioned by the NHS as a response
to gender incongruence will be that the PSH pathway will be closed, regardless
of the outcome of a separate programme of work through the National Research
Oversight Board to determine the feasibility of a clinical study.

There should be no exceptional cases
outside of the research trial.

As a change to the proposed policy: Puberty Suppressing Hormones will not
be available through an ‘exceptional circumstances’ route; the providers of
gender incongruence services for children and young people were concerned at
how such a pathway could operate appropriately, effectively and equitably;
instead, as with all specialised services, a patient’s clinician can make an
application under NHS England’s Individual Funding Request process, if the
clinician can demonstrate that there are no other patients with similar clinical
circumstances who might benefit from the treatment in a similar way.

Safeguarding policies should be clearly set
out and described in full.

Since 2020 NHS England has commissioned a Multi-Professional Review Group
(MPRG) to review all proposed referrals made by the Tavistock GIDS of children
under 16 years to an endocrine clinic. The purpose of the review is to ensure that
proper process has been followed, including compliance with safeguarding
approaches and consent requirements. From April 2024 the role of the MPRG
will be subsumed by a new national Multi-Disciplinary Team, with an independent
chair.

The policy should address how modern
culture has influenced the rise of gender
dysphoria.

This is outside the scope of the consultation. The approach for assessment and
diagnosis of gender incongruence is set out in NHS England’s published interim
service specification for CYP Gender Services, which was agreed following a
process of public consultation.
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The policy should make support available for
de-transitioners and those harmed by PSH

NHS England will await the final report from the Cass Review to determine how
to take this forward; any such work would be undertaken outside of the work to
agree the final version of the clinical commissioning policy.

The research trial should be a clinical trial of
an Investigational Medicinal Product.

This falls outside the scope of the consultation. The feasibility of a clinical study,
including definition of access into a clinical study, is being led by a National
Research Oversight Board following usual design principles. The development of
a research protocol is well underway and will be subject to the usual approvals
through the National Institute for Health and Care Research, but NHS England’s
proposal to remove PSH from routine NHS prescribing protocols is not contingent
upon the establishment of a clinical study. The wording of the proposed policy
has been amended to provide greater clarity on this point.

Patients and their families should be
educated on the risks of using PSH

The feasibility of a clinical study, including definition of access into a clinical
study, is being led by a National Research Oversight Board following usual
design principles. Should a clinical study be feasible and were the study to gain
the usual approvals, children and young people taking part in the study, and their
families, would be fully appraised of the available evidence around the risks,
benefits and outcomes of PSH, including where the evidence is uncertain.

The language used in the policy should be
scientifically and medically accurate.

The language that is used needs to be accessible to a lay-person. NHS England
has reviewed the language used in the policy and has concluded that the content
is accurate.
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The policy should address private or
overseas prescribers.

This is outside the scope of the consultation. The scope of the proposed clinical
commissioning policy is the use of PSH by the NHS in England.

Research participants must be carefully
screened.

The development of a research protocol is well underway and will be subject to
the usual approvals through the National Institute for Health and Care Research.
The feasibility of a clinical study, including definition of access into a clinical
study, is being led by a National Research Oversight Board following usual
design principles.

Summary of themes raised by all respondents

Respondents said...

NHS England response ...

The policy should be closely reviewed and
updated following the new research
outcomes.

All NHS England clinical commissioning policies for specialised services are
subject to regular planned review, and a review can take place before the
planned review date if new evidence emerges. It is the intention that the future
review of the PSH policy will be informed by the evidence that emerges from the
proposed clinical study over time.

The general public should not be consulted
on medical matters.

NHS England has a statutory duty to make arrangements to involve the public in
commissioning services under section 13Q of the National Health Service Act
2006 (as amended by the Health and Social Care Act 2012). The section 13Q
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duty is aimed at ensuring that NHS England acts fairly in making plans,
proposals and decisions in relation to the health services it commissions.

Concerns were raised about the lack of
explicit details on whether psychological
treatment would be inherently gender
affirming.

A lack of elucidation on how decisions will be
made concerning individuals already
undergoing treatment through alternative
providers or routes.

This is outside the scope of consultation. The approach for delivery of services
as a response to gender incongruence, including psychological approaches, is
set out in NHS England’s published interim service specification for CYP Gender
Services, which was agreed following a process of public consultation.

As part of the programme of work to oversee the decommissioning of the GIDS
at Tavistock and the establishment of new services, NHS England has asked a
Paediatric Endocrinology Working Group to establish a framework for obtaining
informed consent from relevant young people / parents of children under 16
years, to ensure rigour and consistency of approach.

Ambiguity surrounding the criteria for
determining “exceptional circumstances”
within the context of the research trial was
also flagged as an issue.

As a change to the proposed policy: Puberty Suppressing Hormones will not
be available through an ‘exceptional circumstances’ route; the providers of
gender incongruence services for children and young people were concerned at
how such a pathway could operate appropriately, effectively and equitably;
instead, as with all specialised services, a patient’s clinician can make an
application under NHS England’s Individual Funding Request process, if the
clinician can demonstrate that there are no other patients with similar clinical
circumstances who might benefit from the treatment in a similar way. NHS
England has amended the EHIA accordingly.
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Need for a more transparent policy that
avoids ambiguity and ensures that
individuals, including those already in the
treatment process, clearly understand what
the policy means for them, how it will affect
them, and where they stand.

NHS England will consider the broader communication approach around
implementation of the clinical commissioning policy.
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Appendix B

Summary of NHS England’s Approach for Review of the Evidence

In 2020 NHS England commissioned a systematic evidence review from the National Institute
for Health and Care Excellence (NICE)2. The search criteria that were used by NICE? were
based on the PICO table agreed by an independent working group* of expert clinicians and
academics chaired by Dr Hilary Cass. Nine observational studies were identified in the
evidence review (date range 2011 to 2020): five studies were retrospective observational
studies; three studies were prospective longitudinal observational studies; and one study was
a cross-sectional study. Two studies provided comparative evidence and the remaining seven
studies used within-person, before and after comparisons. NICE concluded that overall: there
was no statistically significant difference in gender dysphoria, mental health, body image and
psychosocial functioning in children and adolescents treated with GnRHa; the quality of
evidence for all these outcomes was assessed as very low certainty using modified GRADE;
there remains limited short-term and long-term safety data for GnRHa; and GnRHa may
reduce the expected increase in lumbar or femoral bone density during puberty.

In April 2023 experts in public health and evidence review methods at NHS England re-ran
the search (using the same bibliographic search strategies that were used by NICE) to
determine if any new evidence had been published subsequent to the NICE search. In total,
an initial 358 references were identified across all databases, and following a process of de-
duplication, 256 unique references remained which were screened against the details in the
PICO table used for the NICE evidence review using their titles and abstracts. The outcome
was that 54 references® were identified for the purpose of full text assessment against the
details in the PICO table.

Of the 54 full texts:

e 45 studies were not relevant
o 3 studies are unobtainable in full text
o 5 studies were already identified in the NICE evidence review
o 37 studies were not relevant according to the PICO details

e 9 studies were relevant according to the PICO details:

Of the 9 studies that were relevant:

e 7 studies were unlikely to materially affect the conclusions of the NICE evidence review
(date range of this evidence was 2020 to 2022)

2 The NICE report on the review of the evidence was published in March 2021.

8 The search criteria were published and made available to respondents to consultation: literature-surveillace-
report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf (england.nhs.uk)
4 The PICO table was published and made available to respondents to consultation: literature-surveillace-
report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf (england.nhs.uk)
5The list of studies was published and made available to respondents to consultation: literature-surveillace-
report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf (england.nhs.uk)
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https://www.engage.england.nhs.uk/consultation/puberty-suppressing-hormones/user_uploads/literature-surveillace-report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf
https://www.engage.england.nhs.uk/consultation/puberty-suppressing-hormones/user_uploads/literature-surveillace-report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf
https://www.engage.england.nhs.uk/consultation/puberty-suppressing-hormones/user_uploads/literature-surveillace-report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf
https://www.engage.england.nhs.uk/consultation/puberty-suppressing-hormones/user_uploads/literature-surveillace-report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf
https://www.engage.england.nhs.uk/consultation/puberty-suppressing-hormones/user_uploads/literature-surveillace-report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf
https://www.engage.england.nhs.uk/consultation/puberty-suppressing-hormones/user_uploads/literature-surveillace-report-on-gnrh-analogues-for-children-and-adolescents-with-gender-dysphoria-may-2023.pdf

e 2 studies may materially have affected the conclusions of the NICE evidence review
(the dates of these evidence were 2020 and 2023)

In May 2023 NHS England’s Specialised Services Clinical Panel considered the refreshed
review of the evidence, and it concluded that the new evidence did not materially affect the
conclusions of the NICE review.

In June 2023 NHS England ran a process of stakeholder testing on the policy proposition and
asked stakeholders if they could identify other material evidence that had not been identified
by the 2020 NICE evidence review or the subsequent literature review in April 2023, which
was shared with them. No relevant evidence was identified through the process of stakeholder
testing.

In August 2023 NHS England ran a 12-week public consultation on the policy proposition. The
consultation asked respondents if they could identify other material evidence that had not been
identified by the 2020 NICE evidence review or the subsequent literature review in April 2023,
which was published as part of the consultation material. The process of consultation
generated 246 proposed search references, which were subsequently reviewed by a team of
experts in public health and evidence review methods in NHS England for relevance against
the search strategy and PICO used for the NICE evidence review and the 2023 literature
review. Where necessary, references were obtained in full text. NHS England’s consideration
of this evidence in January 2024 is set out in Appendix C below.

% In summary, of these 246 references:

e 3 were general website pages from which specific information could not be determined

e 34 were evidence already identified as part of the NICE evidence review or literature
surveillance report (the date range of this evidence was 2008 to 2023)

e 206 were new evidence identified by respondents that did not fall within the PICO and
search methodology (the date range of this evidence was 1989 to 2023)

e 3 were new evidence identified by respondents that fell within PICO and search
methodology but did not materially affect the conclusions of the existing evidence
review (the date range of these papers was 2020 to 2023)

No new evidence was identified by respondents that fell within the PICO and search
methodology, and that would materially affect the conclusions of the existing evidence review.
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Appendix C

Public Health Evidence Report Following Engagement Activity

This form is to be completed by the Policy Working Group’s Public Health Lead if
stakeholders identify potential new evidence during policy development engagement
activities. The Public Health Lead will assess the evidence raised to against the Population,
Intervention, Comparator and Outcome (PICO) criteria and will record the studies in the
appropriate boxes in the ‘Outcome for studies suggested during engagement activities’
section of this form. In cases where newly identified evidence has a material impact, please
return the completed form to the Clinical Effectiveness Team (CET).

URN 1927

Policy title: Draft Interim Clinical Policy: Puberty Suppressing
Hormones

CRG: Gender Dysphoria Clinical Programme

NPOC: National Programme Board for Gender Dysphoria

Services

Engagement activity Public consultation

Date 5t January 2024

Description of | 251 URLSs related to the public consultation questions:

comments e Has all of the relevant evidence been taken into account?
during e Are there any changes or additions you think need to be
engagement made to this policy?

(If studies Short references were allocated for the information to which each
have been of the URLSs linked. 10 URLs linked to 5 duplicate short
suggested references, leaving 246 unique short references suggested during
please consultation.

provide a list
of references)

Action taken
by Public
Health lead

246 unique references were checked for relevance against the
search strategy and PICO used for the evidence review and
literature surveillance report and against the references detailed
in the evidence review, the literature surveillance report the
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stakeholder testing Public Health Evidence Report. Where
necessary, references were obtained in full text.

3 unique references were general website pages from which
specific information could not be determined.

1. ONS data http://www.nomisweb.co.uk

2. St Louis https://www.stlouischildrens.org/conditions-
treatments/transgender-center/puberty-blockers

3. UK Parliament Committees
https://committees.parliament.uk/writtenevidence/7947/html/

Outcome for studies suggested during engagement activities

1. Evidence
already
identified as
part of the
evidence
review,
literature
surveillance
report or
stakeholder
testing

Achille 2020 https://doi.org/10.1186/s13633-020-00078-2
Anacker 2020 https://pubmed.ncbi.nim.nih.qov/32919399
Angus 2020 https://doi.org/10.1111/cen.14329

Biggs 2023 https://pubmed.ncbi.nim.nih.gov/36120756/

Boogers 2022 https://pubmed.ncbi.nlm.nih.gov/35666195/

Carmichael 2021

https://journals.plos.org/plosone/article?id=10.1371/journal.po

ne.0243894

Chen 2021 https://doi.org/10.1016/j.jadohealth.2020.07.033

Costa 2015 https://pubmed.ncbi.nim.nih.qgov/26556015/

de Vries 2011 https://pubmed.nchi.nim.nih.qov/20646177/

O de Vries 2014 https://publications.aap.org/pediatrics/article-
abstract/134/4/696/32932/Young-Adult-Psychological-
Outcome-After-Puberty?autologincheck=redirected

11.Drummond 2008

https://psycnet.apa.org/doiLanding?doi=10.1037%2F0012-
1649.44.1.34

12.Giovanardi 2019 https://pubmed.ncbi.nim.nih.qov/30953318/

13.Graham 2023

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10063975/
14.Hembree 2017 https://pubmed.ncbi.nim.nih.gov/28945902/
15.Horton 2022 https://doi.org/10.1177/07435584221100591
16.Jensen 2019 https://pubmed.nchi.nim.nih.gov/31663037/
17.Joseph 2019  https://pubmed.ncbi.nim.nih.gov/31472062/
18.Khatchadourian
2014 https://pubmed.ncbi.nlm.nih.gov/24315505/
19.Klink 2015 https://pubmed.ncbi.nim.nih.gov/25427144/
20.Kremen 2021 https://pubmed.ncbi.nim.nih.qov/33883246/
21.Lee 2020 https://doi.org/10.1210/jendso/bvaa065
22.Nos 2022
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/
2798002
23.Panagiotakopoulos 2020 https://doi.org/10.1038/s41585-020-
0372-2
24.Ramos 2020 https://link.springer.com/article/10.1007/s40618-
020-01449-5
25.Rew 2021 https://doi.org/10.1111/camh.12437

oguhwnpE
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https://gbr01.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.nomisweb.co.uk%2F&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184341660557%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ldPdOtbEal6AxUlssfBXJBZ1jX9%2FMPFo6LvM%2BXWoVWM%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.stlouischildrens.org%2Fconditions-treatments%2Ftransgender-center%2Fpuberty-blockers&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184341816740%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=c%2BIQzh%2BsbsOu0Dyt8JBpJlsUn48dU6%2F2ePfOSpuph5E%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.stlouischildrens.org%2Fconditions-treatments%2Ftransgender-center%2Fpuberty-blockers&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184341816740%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=c%2BIQzh%2BsbsOu0Dyt8JBpJlsUn48dU6%2F2ePfOSpuph5E%3D&reserved=0
https://committees.parliament.uk/writtenevidence/7947/html/
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fdoi.org%2F10.1186%2Fs13633-020-00078-2&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=fx6qY4xZncDHKOn64zlsxvMhnlnEhWrZ1UEhPQYBtTI%3D&reserved=0
https://pubmed.ncbi.nlm.nih.gov/32919399
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fdoi.org%2F10.1111%2Fcen.14329&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=gbi86atCh3%2BU%2B%2Fwt3ixPJ0mqV6L%2BssIDhqglxsjh0tc%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpubmed.ncbi.nlm.nih.gov%2F36120756%2F&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=JLOsR54oKvHgLyTq0QNmDD8caRcR0KnHx4%2BIai3Q2R0%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpubmed.ncbi.nlm.nih.gov%2F35666195%2F&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=MBk5vII1BJNpwBsCGY%2B2SDioAuDykmK%2Frmp6qeIEqQc%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fjournals.plos.org%2Fplosone%2Farticle%3Fid%3D10.1371%2Fjournal.pone.0243894&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2BiLEB327nTlWeImi8n%2BTcQjRC4z52uuJ6Dxfqwsyabg%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fjournals.plos.org%2Fplosone%2Farticle%3Fid%3D10.1371%2Fjournal.pone.0243894&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2BiLEB327nTlWeImi8n%2BTcQjRC4z52uuJ6Dxfqwsyabg%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fdoi.org%2F10.1016%2Fj.jadohealth.2020.07.033&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=VtmJATXGBwy1GE42UXp%2BqT0Ko6zztFV%2BiQZ%2FVfORzfg%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpubmed.ncbi.nlm.nih.gov%2F26556015%2F&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=1lHaTSGJB3hKv8THe296hh7TLWpWjO6rdZvd%2F4dbxX8%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpubmed.ncbi.nlm.nih.gov%2F20646177%2F&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=mfrQkvR9Jp6FgYN5oHe5GpdZNzra65p0rrQu55J985Y%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpublications.aap.org%2Fpediatrics%2Farticle-abstract%2F134%2F4%2F696%2F32932%2FYoung-Adult-Psychological-Outcome-After-Puberty%3Fautologincheck%3Dredirected&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=tsVEy0VuCZ52nrqfydpRjuDUBQQTVaxXYnj2trVS6jo%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpublications.aap.org%2Fpediatrics%2Farticle-abstract%2F134%2F4%2F696%2F32932%2FYoung-Adult-Psychological-Outcome-After-Puberty%3Fautologincheck%3Dredirected&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=tsVEy0VuCZ52nrqfydpRjuDUBQQTVaxXYnj2trVS6jo%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpublications.aap.org%2Fpediatrics%2Farticle-abstract%2F134%2F4%2F696%2F32932%2FYoung-Adult-Psychological-Outcome-After-Puberty%3Fautologincheck%3Dredirected&data=05%7C02%7Cshona.burman-roy%40nhs.net%7C4bb4406a45d04c34fbaf08dc0738025f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638393184339473865%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=tsVEy0VuCZ52nrqfydpRjuDUBQQTVaxXYnj2trVS6jo%3D&reserved=0
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1. Lavender 2023 https://doi.org/10.1089/Igbht.2022.0201

They report a retrospective observational analysis of patients who
attended an endocrine clinic. All patients in this study had been
treated with puberty suppression and gender-affirming hormone
treatment, although results are presented separately for each
stage of treatment and thus it is possible to determine outcomes
for patients following puberty suppression only.

Number of patients in this study is small, with considerable loss to
follow up (ie 109 eligible participants but full results only available
for 38). Comprehensive assessment at each stage using a range
of questionnaires, completed by young people and caregivers.

The use of puberty suppressants resulted in statistically
significant improvements in the Child Behavior Checklist but no
statistically significant differences in the Youth Self Report
guestionnaire or the Body Image Scale questionnaire or the
Utrecht Gender Dysphoria Scale. Improvements were also noted
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in self harm and suicidality statements following treatment with
puberty suppressants.

2. Ludvigsson 2023 https://doi.org/10.1111/apa.16791

This is a systematic review with relevant outcomes. All
contributing studies were checked and have been previously
identified or are not relevant to the PICO.

Note also that the authors state “Evidence to assess the
effects of hormone treatment on the above fields
[psychosocial and mental health, cognition, body composition,
and metabolic markers of hormone treatment in children with
gender dysphoria] is insufficient.”

3. Kuper 2020 https://doi.org/10.1542/peds.2019-3006

In this study a total of 148 participants completed surveys
assessing body dissatisfaction, depression and anxiety at initial
presentation to their clinic and at follow-up after one year.

Most patients in this study were treated with feminising or
masculinising hormone therapy but a small number (25/148; 17%)
were treated with puberty blocking drugs and the results for this
group are reported separately. Note that 90% of all the patients in
this study were at a late stage of puberty (Tanner Stage IV or V).

There were modest improvements in body dissatisfaction,
depressive symptoms and anxiety symptoms in the group of
patients treated with puberty suppressants only.

4 New
evidence
identified by

None
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stakeholders
that falls
within PICO
and search
methodology,
that does
materially
affect the
conclusions
of the existing
evidence
review.
Updated
evidence
review to be
undertaken
(to be agreed
with CET)
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Appendix D

Public Health Evidence Report Following Engagement Activity

URN 1927

Policy title Draft Interim Clinical Policy: Puberty suppressing hormones
(PSH) for children and adolescents who have gender
incongruence.

CRG Gender Dysphoria Clinical Programme

NPOC Not applicable

Engagement Post public consultation

activity

Date 26 February 2024

Description of A query was received regarding NHSE’s consideration of the

comments during | The World Professional Association for Transgender Health
engagement (If (WPATH) Standards of Care (SOC) for the Health of
studies have Transsexual, Transgender, and Gender Nonconforming
been suggested People, Version 8, during development of the draft Interim
please provide a | Clinical Policy: Puberty suppressing hormones (PSH) for
list of references) | children and adolescents who have gender incongruence.

Action taken by The suggested references at stakeholder testing and public
Public Health lead | consultation during policy development and the responses to
suggestions were checked for mention of the WPATH SOC
Version 8.

The WPATH SOC Version 8 was suggested at stakeholder
testing and public consultation and a correct response was
provided in both evidence reports noting that it does not fall
within PICO and search methodology (because it is a
guideline).

To ensure comprehensive consideration of the WPATH SOC
Version 8, the 200 citations within the relevant chapter, i.e.
Chapter 12 Hormone Therapy, were further assessed and
findings are described below.

Outcome for studies cited in Chapter 12 of WPATH SOC Vn 8
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https://www.tandfonline.com/doi/pdf/10.1080/26895269.2022.2100644
https://www.tandfonline.com/doi/pdf/10.1080/26895269.2022.2100644

Citation not
identifiable

Citation given in short form in Chapter 12 but full details not
provided in WPATH SOC Vn8 reference list

Baba, 2007
Finkelstein et al 1996
Lin et al 2021
Stuyver et al 2020
Tebbens at al 2021
Toorians et al 2013

SahwnE

Citation does not
meet PICO
criteria or search
methodology of
the NICE 2020
evidence review

Published prior to the date limits of the literature search:

1. Comite et al 1981
2. Laronetal 1981
3. van Kesteren et al 1997

Published within the date limits of the literature search and
either was not identified from the searches performed or was
identified but sifted out because of not meeting the PICO
criteria based on the title and abstract details:

Adeleye et al, 2018

Allen et al, 2019
Alzahrani et al, 2019
Anai et al, 2001

Arcelus et al, 2016
Ashley, 2019e
Asscheman et al, 2013
Barrow & Apostle, 2018

. Bauer et al, 2015
10.Becerra-Culqui et al, 2018
11.Beek, Kreukels et al 2015
12.Bertelloni et al, 1998
13.Bisson, 2018
14.Bockting et al, 2013
15.Borghei-Razavi, 2014
16.Bouman et al, 2016
17.Bouman et al, 2016
18.Bouman et al, 2017
19.Canonico et al, 2007
20.Carel et al, 2009
21.Klink, Caris et al, 2015
22.Carswell & Roberts, 2017
23.Chan et al 2018
24.Chen, Hidalgo et al, 2016
25.Cheng et al, 2019
26.Colebunders et al, 2017
27.Coleman et al, 2012
28.Colizzi et al, 2014
29.Coolhart et al, 2017
30.Costa et al, 2016
31.Davey et al, 2014

CoNoOO~WNE
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32.Davis & Meier, 2014

33.De Roo et al, 2016

34.De Roo et al, 2017

35.Defreyne et al, 2018

36.Defreyne, Nota et al 2017

37.Dekker er al 2016

38.Delemarre-van de Waal & Cohen- Kettenis 2006

39.Deutsch, 2016a

40.Deutsch, Bhakri et al 2015

41.Djordjevic et al, 2008

42.Du Bois et al, 2018

43.Eisenberg et al 2017

44.Ethics committee of the American Society of Reproductive
Medicine et al 2015

45.Finlayson et al 2016

46.Fisher, Castellini et al 2016

47.Fitzpatrick et al 2000

48.Frey et al 2016

49. Gaither et al 2018

50.Gava et al 2016

51.Gava et al 2018

52.Giltay & Gooren, 2000

53.Giltay et al, 2000

54.Goldstein et al 2019

55.Gomez-Gil et al, 2012

56.Gorin-Lazard et al 2012

57.Gorin-Lazard et al 2013

58.Gower, Rider, Brown et al 2018

59.Grossman & D'Augelli 2006

60.Grynberg et al 2010

61.Hembree et al 2009

62.Hendricks & Testa, 2012

63.Heylens, Elaut et al 2014

64.Horbach at al 2015

65. Irwig, 2017

66.1rwig, 2018

67.lwamoto, Defreyne et al 2019

68.lwamoto, T'Sjoen et al 2019

69.Jiang et al 2018

70.Jiang et al 2019

71.Kailas et al 2017

72.Keo-Meier & Ehrensaft, 2018

73.Keo-Meier & Fitzgerald, 2017

74.Keo-Meier et al 2015

75.Kerckhof et al 2019

76.Klink, Bokenkamp et al 2015

77.Kuper, Mathews et al, 2019

78.Kuper, Wright et al 2018

79.Levy et al 2003

80.Light et al 2014

81.Mamoojee et al 2017

82.Mancini et al 2018
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83.Manson, 2013

84.Maraka et al 2017

85.Marks et al 2019

86. Mattawanon et al 2018

87.Meier et al 2013

88.Merriggiola et al 2008

89.Meyer 2003

90. Millington et al 2019

91.Moody et al 2015

92.Murad et al 2010

93.Nash et al 2018

94.Newfield et al 2006

95.Neyman et al 2019

96.Nguyen et al 2018

97.Nobili et al 2018

98.Nota et al 2018

99.Nota et al 2019

100. O'Bryant et al, 2008

101. Olson-Kennedy, Garofalo et al 2019
102. Olson-kennedy, Rosenthal et al 2018
103. Ottetal 2010

104. Pelusietal 2014

105. Pflum et al 2015

106. Pradhan & Gomez-Lobo, 2019
107. Pullen Sansfacon et al 2015
108. Rider, McMorris et al 2019
109. Rosenetal 2019

110. Rosenthal 2014

111. Rosenthal et al 2016

112. Rothernberg et al 2019

113. Rowniak et al 2019

114. Ryan 2009

115. Ryan et al 2010

116. Safer & Tangpricha 2019

117. Schagen et al 2016

118. Schechter & Safa, 2018

119. Schneider et al 2015

120. Schwartz et al 2019

121. Sealetal 2012

122. Shumer at al 2016

123. Silverberg et al 2017

124. Smith et al 2014

125. Smith et al 2018

126. Taliaferro et al 2019

127. Tangpricha & den Heijer 2017
128. Ter Wengel et al 2016

129. Tishelman & Neumann-Mascis, 2018
130. Tishelman et al 2015

131. Toorians et al 2003

132. T'Sjoen et al 2005

133. T'Sjoen et al 2019

134. van Caenegem, Verhaeghe et al 2013
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135. van Dijk et al 2019

136. Vinogradova et al 2019

137. Vot et al 2017

138. Weinand & Safer 2015

139. White Hughto & Reisner, 2016
140. Wiepjes et al 2019

141. Wierckx et al 2013

142. Wierckx, Mueller et al, 2012
143. Wierckx, van Caenegem et al 2014
144. Wierckx, van de Peer et al, 2014
145. Witcomb et al 2018

Citation identified
within the NICE
2020 evidence
review

Listed as an excluded study in the evidence review:

1. de Vries et al, 2014
2. Klaver et al 2020
3. Turban, King et al 2020

Included in the evidence review:

1. de Vries, Steensma et al, 2011
2. Klink, Caris et al 2015

Citation identified
as part of the
literature
surveillance
report

Identified from the literature search but sifted out because of
not meeting the PICO criteria based on the title and abstract
details:

1. Angus et al, 2021

2. T'Sjoen et al 2020

Identified from the literature search but did not meet the PICO
criteria based on reading the full text:

1. Millington et al 2020

2. Lee, Finlayson et al 2020

3. Rew et al 2020

Identified from the literature search, did meet the PICO criteria
but did not materially affect the conclusions of the NICE 2020
evidence review:

1. Schagen et al, 2020

Citation identified
as part of
stakeholder
testing

Identified during stakeholder testing but did not meet the PICO
criteria:

1. Hembree et al 2017

Citation identified
as part of public
consultation

Identified during public consultation but did not meet the PICO
criteria or search methodology of the NICE 2020 evidence
review:
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1. Bangalore Krishna et al, 2019
2. Russell et al 2018
3. Wiepjes et al 2018

New citation that
does not fall
within the search
methodology

Not identified from the searches performed for the literature
surveillance report, nor during stakeholder testing nor during
public consultation:

Aldridge et al, 2020
Antun et al, 2020
Chlebowski, 2020

De Blok et al, 2020
Defreyne, Elaut et al 2020
Eisenberg et al 2020
Gava et al 2020
Kuper et al 2020

. Kvist et al 2020

10. Nobili et al 2020
11.Prince & Safer, 2020
12.Sofer et al, 2020
13.Taub et al 2020
14.Van de Grift et al 2020
15.Vereecke et al 2020
16.Wiepjes et al 2020
17.Wilson et al 2020
18.Yeung et al 2020
19.Banks et al, 2021
20.Braun et al, 2021
21.Chantrapanichkul et al, 2021
22.Dy et al 2021
23.Gezer et al 2021
24.Greenwald et al 2021
25.1rwig, 2021
26.Kozato et al 2021
27.Kuijpers et al 2021
28.Kyinn et al 2021
29.Rosenthal 2021
30.Safer, 2021

31.Weill et al 2021

©CoNoO~wWNE

New citation that
falls within PICO
and search
methodology but
does not
materially affect
the conclusions
of the existing
evidence review

None
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New citation that | None
falls within PICO
and search
methodology,
that does
materially affect
the conclusions
of the NICE 2020
evidence review.

Updated evidence | Not applicable
review to be

undertaken (to be
agreed with CET)

Completed by: Dr Robert Wilson

Date: 26 February 2024

Peer reviewed and | Not applicable
supported by:

Date: Not applicable
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