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The majority of respondents (53%) agreed or partially agreed with this proposal, while
38% disagreed or partially disagreed. A large portion of the objections to this proposal
suggested that it would further increase waiting times.

The purpose of the proposed change is to improve the timely provision of appropriate
integrated support for children and young people with co-presentations, while addressing
concerns expressed by the Care Quality Commission in 2021 that the current service
does not always include the full range of clinical specialists to meet the individual needs of
patients. NHS England has therefore retained this change to the final version of the
interim service specification.

CI i n i cal Iead e rsh i p Will be headed by pediatric medical doctor, and not an experienced expert in gender dysphoria

The current service specification for GIDS does not describe criteria for the clinical lead
for the service. The new interim service specification proposed that the clinical lead for the
service will be a consultant medical doctor.

A narrow majority (49%) of respondents agreed or partially agreed with this proposal,
while 41% disagreed or partially disagreed. Most comments on this proposal highlighted
the need to ensure that the clinical lead should be an experienced expert in gender
dysphoria. Many respondents also said that this proposed change pathologises gender
dysphoria.

NHS England views this change as being consistent with the recommendations of the
Independent Review, particularly in the context of these services being hosted by tertiary
paediatric units (specialist children’s hospitals), in that it brings this service in line with
other multi-disciplinary models of care across paediatric medicine. However, NHS
England acknowledges that an alternative view has been expressed during the public
consultation, namely that it is not only medical doctors who are suitably qualified to
oversee integrated clinical teams with a broad range of clinical disciplines. Therefore,
while NHS England will retain this change in the interim service specification at present,
we will keep this position under review and the experience and learning from the Phase 1
providers will inform whether there is a need to retain the requirement for a medical
professional to lead the service in the longer-term substantive service specification that
will be developed once the Independent Review has delivered its final advice to NHS
England later in 2023/24.
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Collaboration with referrers and local services

The current service specification for GIDS describes a tiered approach for progression
through the clinical pathway: the first tier involves meetings between the GIDS team and
local professionals involved in the care of the child or young person and the second tier
involves the child or young person accessing local services for mental health needs with
GIDS offering advice to local services. There are numerous references in the current
GIDS service specification to joint working between GIDS and local services including
through consultation and liaison. However, GIDS has struggled to provide this support to
local services in a consistent way.

The new interim service specification proposed to retain this tiered approach to
progression through the pathway and describes a more structured approach for
collaboration with local services in the interests of the child and young person. It described
that a referral to The Service will require a consultation meeting between the Phase 1
provider and the relevant local secondary healthcare team and / or the GP. The interim
service specification proposed that where the outcome of the initial professional
consultation between the Service and the referrer is that the patient does not meet the
access criteria for The Service, the child or young person will not be added to the waiting
list, but the family and professional network will be assisted to develop their formulation of
the child or young person’s needs and a local care plan and will be advised of other
resources for support that are appropriate for individual needs.

There were significantly mixed views on this proposal, but a narrow majority (47%) of
respondents disagreed or partially disagreed with the proposed changes. Many
respondents viewed this change as “gatekeeping” and expressed concerns around
increasing waiting times for the service. As a result of the feedback received, NHS
England has decided to form a separate service specification that will describe the
process for making referrals onto the national waiting list that will be held by NHS Arden &
GEM Commissioning Support Unit (until the new regional services are established),
including the relationship with referrers and local professionals at the point of referral.
NHS England will begin the engagement process on this draft service specification and its
associated Equality and Health Inequalities Impact Assessment later this summer (2023).

Referral sources

The current service specification for GIDS states that referrals can be made by staff in
health and social services, schools, colleges of further education and by voluntary
organisations. The new interim service proposed that referrals may be made by GPs and
NHS professionals only. The reason for the proposal was to ensure that children and
young people are already engaged with the local health system before a referral is
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considered by a local health professional into the highly specialist gender dysphoria
service, including for the reason that a proposed core feature of the new pathway is a
consultation meeting between the specialist service and local health professionals before
the referral is made to the specialist service. Around 65% of referrals into GIDS are
currently made by GPs and around 30% are made by NHS professionals.

The majority of respondents (57 %) disagreed or partially disagreed with this proposed
change. Several respondents felt that insufficient information had been included in the
interim service specification to be able to make an informed decision, and to understand
exactly how the new referral procedure would work.

As a result of this feedback, NHS England has decided to form a separate service
specification that will describe in greater detail the process for making referrals onto the
national waiting list that will be held by NHS Arden & GEM Commissioning Support Unit
(until the new regional services are established), including referral sources. NHS England
will begin the engagement process on this draft service specification and its associated
Equality and Health Inequalities Impact Assessment later this summer (2023).

Clarity on approaches towards social transition

The new interim service specification proposed greater clarity on the clinical approach to
social transition. It stated that the clinical approach to pre-pubertal children will reflect
evidence that in most cases gender incongruence does not persist into adolescence; and
that for adolescents the provision of approaches for social transition should only be
considered where the approach is necessary for the alleviation of, or prevention of,
clinically significant distress or significant impairment in social functioning and the young
person is able to fully comprehend the implications of affirming a social transition.

The majority of respondents (67%) did not agree that the draft interim service specification
provided sufficient clarity about approaches towards social transition and / or disagreed
with the proposed position. Various issues were raised including the reference to the
previous version of WPTAH'’s standards of care which were updated shortly before the
consultation launch, the need for a definition of social transition and describing exactly
what the role of the NHS service should be in decision-making around social transition.

Evidence

Several respondents suggested that NHS England had relied on out-of-date evidence to
form the conclusion that in most cases gender incongruence or gender variance that
presents in pre-pubertal children does not persist in adolescence. At the time of drafting
the interim service specification, this conclusion was shared by various bodies in their
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published guidelines, including the Endocrine Society’s Clinical Practice Guidelines and
the World Professional Association for Transgender Health (WPATH) standards of care
(Version 7) which said that “in most children, gender dysphoria will disappear before or
early in puberty”. NHS England’s position was therefore consistent at the time with various
professional societies. Since the interim service specification was drafted, some bodies
including WPATH have refined their position on this issue. The WPATH standards of care
were updated to version 8 in September 2022. While WPATH agrees that gender
incongruence will be transient and will not persist into adolescence for some children, it no
longer quantifies whether this will occur in the majority or minority of such children.

NHS England has re-framed this section of the final version of the interim service
specification to reflect the advice set out in the consultation response received from the
Independent Review. The Review’s submission agreed that pre-pubertal children have
different needs to older adolescents, and advised NHS England that the detail of the
approaches for the different pathways will need to develop as the new services evolve
and an evidence base is built.

On the issue of building the evidence base, some respondents suggested that clinical
recommendations for the support of pre-pubescent children in particular may need to be
developed independently for natal boys and for natal girls, as the presentation of gender
incongruence is different and different factors are predictive for the persistence of gender
incongruence. Of the evidence that does exist, evidence relating to children and young
people who present with a non-binary presentation is lacking. Respondents advised NHS
England that young people, their parents and health professionals involved in their care
should be informed about the nature and limitations of the evidence base.

What is meant by ‘social transition’?

Many respondents objected to what they perceived to be attempts to prevent a child or
young person’s approach to social transition and questioned how this could be achieved
in practice. In response to these views, we have amended the final version of the interim
service specification to clarify that the reference to ‘social transition’ is intended to refer to
an active form of support offered by NHS clinicians to children, young people and their
families who have decided that the child or young person will fully present in public with a
gender identity different to that of their natal sex in all forms and aspects of their daily lives
— rather than less profound forms of gender diverse expressions, behaviours or interests
such as engaging in activities or presentations socially defined and typically associated
with another gender presentation. We have also added clarification that while the ability to
express individuality — and to change and adapt that expression over time - can be
important to a child or young person’s development of the self and to their overall

10 |



Case 4:23-cv-00114-RH-MAF Document 200-6 Filed 12/11/23 Page 53 of 81

wellbeing, it is important to view social transition as an active intervention when it forms
part of a managed individual care plan because it may have significant effects on the child
or young person in terms of their social and psychological functioning. While there are
different views on the benefits versus the harms of early social transition, it is important to
acknowledge that it is not a neutral act - and that better information is needed about
outcomes. Decisions will be individual, and the agency to make the decision will ultimately
rest with the young person, along with their family.

Management of patients accessing prescriptions from un-regulated
sources

The draft interim service specification clarified the position in regard to children and young
people who source prescriptions or drugs from unregulated sources or unregulated
providers. It stated that children, young people and their families are strongly discouraged
from sourcing GnRHa and masculinising / feminising hormones from unregulated sources
or from on-line providers that are not regulated by UK regulatory bodies. It was proposed
that in such cases The Service would make the child or young person and their family
aware of the risks, contraindications and any irreversible or partly reversible effects and
would advise the GP to initiate local safeguarding protocols.

The maijority of respondents (63%) disagreed or partially disagreed with these proposed
changes. Many respondents argued that people use unregulated drugs because waiting
times are so long, and that the proposed changes run contrary to the NHS’ overarching
duty of care to patients and are potentially coercive and punitive.

NHS England has retained its position on the risks and dangers of sourcing GnRHa and
hormones from unregulated sources, but in response to feedback we have amended the
final version of the interim service specification to;

1. set out criteria that will be applied by the Service (jointly with the endocrine team) to
consider whether it is clinically appropriate to assume clinical responsibility under
NHS protocols for children and young people in this situation; and

2. refined the proposed approach for initiation of safeguarding protocols, using language
proposed by the Royal College of General Practitioners in its response to public
consultation.
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Other changes or additions

Revised diagnostic framework

Some respondents objected to the references in the draft interim service specification of
the need for the child or young person to demonstrate ‘clinically significant distress’ in
order to be eligible for the NHS pathway of care. This was not a new approach that was
being proposed — the requirement reflected the diagnostic framework of the Diagnostic
and Statistical Manual of Mental Disorders Version 5, which is the diagnostic framework
that is referenced in the published service specification for the Gender Identity
Development Service (2016). In the final version of the interim service specification we
have applied the diagnostic framework of the International Classification of Diseases
(ICD-11) which describes a clinical diagnosis of ‘gender incongruence ... that must have
persisted for about two years” in pre-pubertal children, and for adolescents “a marked and
persistent incongruence between an individual’s experienced gender and the assigned
sex, which often leads to a desire to ‘transition’, in order to live and be accepted as a
person of the experienced gender”.

Future commissioning arrangements for GnRH (puberty suppressing hormones)

The draft interim service specification made clear that, consistent with advice from the
Independent Review highlighting the uncertainties surrounding the use of hormone
treatments, NHS England would in future only commission GnRH analogues in the
context of a formal research protocol. This commitment generated considerable feedback
and NHS England is now in a position to update on next steps.

NHS England has established a new national Children and Young People’s Gender
Dysphoria Research Oversight Board, which is chaired by Professor Sir Simon Wessely.
Membership includes the National Institute for Health and Care Research (NIHR), the
Medical Research Council (MRC), the Royal College of Paediatrics and Child Health
(RCPCH), Dr Hilary Cass and a range of other clinical and academic experts. The role of
the Board is to maintain an overview of emerging national and international clinical
evidence and ensure it informs front line clinical practice; to identify and articulate
remaining evidence gaps to research funders, including potentially commissioning new
studies; to build and support research activity, academic expertise and continuous quality
improvement in commissioned centres; and, to establish the core data to be collected to
support both current and future care.

The Oversight Board has now given the green light for the development of a study into the
impact of puberty suppressing hormones (‘puberty blockers’) on gender dysphoria in
children and young people with early-onset gender dysphoria. The study will be taken
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forward through the National Research Collaboration Programme in place between NHS
England and NIHR, with the study team engaging with stakeholders on the study design.
Subject to the usual ethical and scientific approvals, we anticipate recruitment to the study
will open in 2024.

For those children and young people with later-onset gender dysphoria, the Oversight
Board asked that further engagement with stakeholders be undertaken to identify the key
evidence gaps, 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.

In line with NHS England’s published methods, a draft interim clinical commissioning
policy relating to the routine use of puberty suppressing hormones has now begun a
focused and targeted period of stakeholder testing. After this period of stakeholder testing,
our Patient & Public Voice Assurance Group will consider and advise on the
appropriateness of NHS England’s plans for formal and broader public consultation.

The draft interim clinical commissioning policy proposes that puberty supressing
hormones (GnRH analogues) are ‘not routinely commissioned’ as there is not enough
evidence to support their safety or clinical effectiveness as a routinely available treatment
and that they should only be accessed as part of research. The draft interim clinical
commissioning policy also states that on an exceptional, case by case basis any clinical
recommendation to prescribe puberty supressing hormones outside of research, and in
contradiction of the clinical commissioning policy, must be considered and approved by a
national multidisciplinary team.

Public consultation on the draft interim clinical commissioning policy will follow stakeholder
testing and consideration by NHS England’s Patient and Public Voice Assurance Group.

It is recognised that if this draft clinical commissioning policy is adopted following
stakeholder testing and public consultation, it would be appropriate to make a
consequential change to the related clinical policy for prescribing cross-sex hormones for
young people with gender dysphoria by removing the requirement for a young person to
have been receiving puberty supressing hormones for a defined period of time.

Minimum Population Size

In response to feedback, the number of referrals to the service has been expressed as a
proportion of children aged 3-17 rather than as a proportion of the whole population.
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Equality and Health Inequalities Impact Assessment

An updated EHIA has been published alongside this consultation report. The updated
EHIA refers to submissions made during public consultation and provides a response to
those submissions.

Most of the submissions that were made in regard to the EHIA were critical of NHS
England’s approach to the interpretation and application of the protected characteristic of
‘Gender Reassignment’. However, the updated EHIA provides reassurance that in
January 2023, the High Court agreed with the conclusions that NHS England had reached
in the previous EHIA that not every child or young person referred to a specialised gender
incongruence service will have the protected characteristic of gender reassignment,
though some, as NHS England has always accepted, will have it.
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