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ABSTRACT
Objectives To identify and critically appraise published
clinical practice guidelines (CPGs) regarding healthcare of
gender minority/trans people.
Design Systematic review and quality appraisal
using AGREE II (Appraisal of Guidelines for Research
and Evaluation tool), including stakeholder domain
prioritisation.
Setting Six databases and six CPG websites were
searched, and international key opinion leaders
approached.
Participants CPGs relating to adults and/or children
who are gender minority/trans with no exclusions
due to comorbidities, except differences in sex
development.
Intervention Any health-related intervention connected to
the care of gender minority/trans people.
Main outcome measures Number and quality of
international CPGs addressing the health of gender
minority/trans people, information on estimated changes
in mortality or quality of life (QoL), consistency of
recommended interventions across CPGs, and appraisal of
key messages for patients.
Results Twelve international CPGs address gender
minority/trans people’s healthcare as complete (n=5),
partial (n=4) or marginal (n=3) focus of guidance. The
quality scores have a wide range and heterogeneity
whichever AGREE II domain is prioritised. Five higher-
quality CPGs focus on HIV and other blood-borne
infections (overall assessment scores 69%–94%).
Six lower-quality CPGs concern transition-specific
interventions (overall assessment scores 11%–56%).
None deal with primary care, mental health or longer-
term medical issues. Sparse information on estimated
changes in mortality and QoL is conflicting. Consistency
between CPGs could not be examined due to unclear
recommendations within the World Professional
Association for Transgender Health Standards of Care
Version 7 and a lack of overlap between other CPGs.
None provide key messages for patients.
Conclusions A paucity of high-quality guidance for
gender minority/trans people exists, largely limited to
HIV and transition, but not wider aspects of healthcare,
mortality or QoL. Reference to AGREE II, use of systematic
reviews, independent external review, stakeholder
participation and patient facing material might improve
future CPG quality.
PROSPERO registration number CRD42019154361.

Strengths and limitations of this study
►► First systematic review to identify and use a validat-

ed quality appraisal instrument to assess all international clinical practice guidelines (CPGs) addressing
gender minority/trans health.
►► International CPGs were studied due to their influential status in gender minority/trans health, though
further research is needed on national and local
CPGs.
►► An innovative prioritisation exercise was performed
to elicit stakeholders’ priorities and inform the setting of AGREE II (Appraisal of Guidelines for Research
and Evaluation tool) quality thresholds, however
these stakeholder priorities may not be applicable
outside the UK.
►► An inclusive approach using wide criteria, extensive searches and approaching key opinion leaders
should have allowed the study to identify all relevant
international CPGs, however it is possible some may
have been missed.

INTRODUCTION
Assessing the quality of clinical practice
guidelines
Evidence-based practice integrates best available research with clinical expertise and the
patient’s unique values and circumstances.
High-
quality clinical practice guidelines
(CPGs) support high-
quality healthcare
delivery. They can guide clinicians and policymakers to improve care, reduce variation in clinical practice, thereby affecting
patient safety and outcomes. The Institute
of Medicine defines CPGs as: ‘statements
that include recommendations intended to
optimise patient care that are informed by a
systematic review of evidence and an assessment of the benefits and harms of alternative
care options’,1 although other definitions
exist.2 Recommendations are used alongside professional judgement, directly or
within decision aids, in training and practice. CPGs are important but have limitations depending on evidence selection and
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Healthcare for gender minority/trans people
‘Trans’ is an umbrella term for individuals whose inner
sense of self (gender identity) or how they present themselves using visual or behavioural cues (gender expression) differs from the expected stereotypes (gender)
culturally assigned to their biological sex.16 'Gender
minority' is an often-used alternative population description. Some gender minority/trans people may seek
medical transition, which involves interventions such
as hormones or surgery that alter physical characteristics and align appearance with gender identity. Patient
numbers referred to UK gender identity clinics and length
of waiting lists have increased in the last decade, particularly for adolescents,17 a phenomenon seen elsewhere.18
Gender minority/trans people may have continuing,
sometimes complex, life-long healthcare needs whether
they undergo medical transition or not. Gender minority/
trans people may experience more mental health issues
such as mood and anxiety disorders,19 substance use20
and higher rates of suicidal ideation.21 They may seek
assistance with sexual health, mental health,22 substance
use disorders,23 prevention and/or management of HIV24
as well as usual general health enquiries. However, they
may encounter difficulties in accessing healthcare,25
reporting negative healthcare experiences,26 discrimination and stigma.27 28 Like all individuals, gender minority/
trans people require high-quality evidence-based healthcare25 29 addressing general and specific needs.
Guidelines used internationally and in the UK
The quality of current guidelines on gender minority/
trans health is unclear. The World Professional Association for Transgender Health (WPATH) Standards of
2

Care Version 7 (SOCv7)30 represent normative standards for clinical care, acting as a benchmark in this
field.31 Globally, many national and local guidelines32–35
are adaptations of, acknowledge being influenced by, or
are intended to complement WPATH SOCv7,30 despite
expressed reservations that WPATH SOCv730 is based on
lower-quality primary research, the opinions of experts
and lacks grading of evidence.36
In the UK, an advocacy group worked to incorporate WPATH SOCv730 into national practice.37 WPATH
SOCv730 informs National Health Service (NHS) gender
identity clinics38 and guidelines produced by the Royal
College of Psychiatrists (without use of GRADE).39 No
CPGs were available from the National Institute for
Health and Care Excellence (NICE), Scottish Intercollegiate Guidelines Network (SIGN), British Association of
Gender Identity Specialists, or medical Royal Colleges,
although the Royal College of General Practitioners
issued a position statement on gender minority/trans
healthcare in 2019.40 Assessing quality of international
CPGs such as WPATH SOCv730 has practice implications
for the NHS38 and private sector. CPGs with international scope may present additional challenges (eg, the
implementability of key recommendations might not be
easily translated among different contexts) but they seem
to influence discourse around gender minority/trans
health.36 No prior study has investigated the number
and quality of guidelines to support the care and well-
being of gender minority/trans people. The purpose of
this research was to identify and critically appraise all
published international CPGs relating to the healthcare
of gender minority/trans people.
METHODS
Approach/research design
The rationale was to identify the key CPGs available to
healthcare practitioners in this field of clinical practice.
Following preliminary searches, we chose international
CPGs in view of WPATH’s influence within the UK and
elsewhere, and to avoid ‘double-counting’. We considered AGREE II10–12 the most appropriate tool; it is the
most comprehensively validated and evaluated instrument available for assessing CPGs,41 42 designed for use by
non-expert stakeholders10 such as healthcare providers,
practicing clinicians and educators.11 It benefits from
clear instructions and prompts regarding scoring and
several people applying the criteria independently (a
minimum of two reviewers, but four are recommended).
AGREE II synthesis calculates quality scores from 23
appraisal criteria organised into six key domains (scope
and purpose, stakeholder involvement, rigour of development, clarity of presentation, applicability, editorial
independence) and an overall assessment of ‘Recommend for use?’ (answer options; yes, no, yes if modified).
This systematic review was conducted according to a pre-
specified PROSPERO protocol https://www.
crd.
york.
ac.uk/prospero/display_record.php?RecordID=154361
Dahlen S, et al. BMJ Open 2021;11:e048943. doi:10.1136/bmjopen-2021-048943

BMJ Open: first published as 10.1136/bmjopen-2021-048943 on 29 April 2021. Downloaded from http://bmjopen.bmj.com/ on January 9, 2023 by guest. Protected by copyright.

development processes.3 Grading of Recommendations,
Assessment, Development and Evaluation (GRADE) was
developed to address the evidence that is selected and
appraised during CPG development.4–6 Using a systematic
approach and transparent framework for developing and
presenting summaries of evidence, GRADE is the most
widely adopted tool worldwide for grading the quality of
evidence and making recommendations,7 but does not
alone ensure a CPG is high quality. Strength of evidence is
only one component of what makes a ‘good’ CPG; factors
such as transparency, rigour, independence, multidisciplinary input, patient and public involvement, avoidance
of commercial influences and rapidity8 9 should also be
considered. Broader domains of CPG quality are included
in the Appraisal of Guidelines for Research and Evaluation instrument AGREE II.10–12 Despite widely recognised
principles and methods for developing sound CPGs,
current research shows that guidelines on various topics
lack appropriate uptake of systematic review methodologies in their development,13 give recommendations that
conflict with scientific evidence14 or do not adequately
take into account existing CPG quality and reporting
assessment tools.15 This emphasises the ongoing need to
appraise guidelines to ensure evidence-informed care.

Open access

Inclusion and exclusion criteria
We defined a CPG as a systematically developed set of
recommendations that assist practitioners and patients
in the provision of healthcare in specific circumstances,
produced after review and assessment of available clinical evidence.1 2 44–46 CPGs published after 1 January 2010
were eligible if they (or part thereof) specifically targeted
patients/population with gender minority/trans status
and/or gender dysphoria, were evidence-
based, with
some documentation of development methodology, had
international scope (more than one country, defined
as a Member State of the United Nations) and were an
original source. We chose the time frame to focus on the
most recent guidelines, currently applicable to practice
and to include WPATH SOCv7.30 CPGs were eligible if
they met the following inclusion criteria: participants/
population was adults and/or children who are gender
minority/trans with no exclusion due to comorbidities
or age although differences/disorders in sex development (intersex) were excluded; exposure/intervention
was any health intervention related to gender dysphoria
or gender affirmation, or health concerns of gender
minority/trans people, including screening, assessment,
referral, diagnosis and interventions. We excluded
previous versions of the same CPG. We used broad criteria
because terminology has been in flux with changes made
in both International Classification of Diseases and Diagnostic and Statistical Manual of Mental Disorders diagnostic criteria.16 There were no restrictions on setting or
language.
Search strategy and guideline selection
We conducted the searches up to 11 June 2020 (CM),
using search terms and appropriate synonyms (as
Medical Subject Heading (MeSH) terms and text words)
that we developed based on population and exposures
(online supplemental table 1). We searched six databases (Embase, MEDLINE, Web of Science, PsycINFO,
CINAHL, LILACS) and six CPG websites (Agency for
Healthcare Research and Quality National Guideline
Clearinghouse (NGC), eGuidelines and Guidelines, NICE
National Library for Health, SIGN, EBSCO DynaMed
Plus, Guidelines International Network Library) and the
World Health Organization (WHO). The NGC closed in
2017 but CM hand-searched the archive. In addition to
protocol, individual reviewers (IA, DC and MHJ) hand-
searched four specialty journals (International Journal
of Transgender Health, Transgender Health, LGBT
Health, Journal of Homosexuality) to ensure key subject-
relevant sources of abstracts were thoroughly checked.
In order to find potential grey literature CPGs outwith
the scholarly literature, two reviewers (IA and SD) independently performed four separate Google searches
(not Google Scholar as misstated in the protocol) by
Dahlen S, et al. BMJ Open 2021;11:e048943. doi:10.1136/bmjopen-2021-048943

using one generic (clinical practice guidelines) plus
one specific term (transgender, gender dysphoria, trans
health or gender minority) and examining the first 100
hits. We identified International Key Opinion Leaders
(n=24) via publications known to reviewers (DC and
SD) and contacted them via email, with one reminder,
to identify further guidelines. Reference lists of relevant reviews and all full-text studies were hand-searched
to identify any relevant papers or CPGs not found by
database searching. Two reviewers (SB and SD) independently read all titles and abstracts and assessed for
inclusion. If there was uncertainty or disagreement, or
reasonable suspicion that the full-
text might lead to
another relevant CPG, the full-text was obtained. Non-
English abstracts were Google-translated but if a possible
CPG could not be reliably excluded, the full-text paper
was obtained and translated. Where full-text publications
could not be accessed, we contacted authors directly.
Two reviewers (SB and either DC/MHJ) independently
carried out full-text assessment to determine inclusion or
exclusion from the systematic review based on the above
criteria, and noted reasons for excluding full-texts. The
whole team discussed uncertainties and disagreements
to achieve consensus, with voting and final adjudication
by the senior author (CM).
Data extraction
Two reviewers (SB and SD) independently collected
formal descriptive data of included CPGs. All ambiguities
or discrepancies were referred to the team for discussion
and to re-examine original texts and extract data. Information collected was title, author, year of publication,
number of countries covered, originating organisation,
audience, methods used, page and reference numbers
(excluding accompanying materials) and funding.
Key recommendations were extracted for comparison
between CPGs. We searched for all text mentions of
mortality or any measures of quality of life (QoL), and
noted if accompanied by a citation. All patient facing
material was extracted. In addition, we extracted data
about publication outlet (journal/website), and whether
the quantity of information pertaining to the health of
gender minority/trans people represented a complete,
partial or marginal proportion of recommendations in
the CPG.
Outcomes
Outcomes were: the number and quality assessment
scores (using AGREE II) of international CPGs addressing
the health of gender minority/trans people; analysis and
comparison of the presence or absence of information
on estimated changes in mortality or QoL (any measure)
following any specific recommended intervention, over
any time interval; the consistency (or lack thereof) of
recommendations across the CPGs; and the presence (or
absence) of key messages for patients.
3
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uploaded 19 December 2019. The MEDLINE strategy was
straightforward; although not formally processed,43 it was
peer-reviewed by an information specialist.
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Patient and public involvement
The AGREE II instrument generates quality scores but
does not set specific parameters for what constitutes high
quality, recommending that decisions about defining
such thresholds should be made prior to performing
appraisals, considering relevant stakeholders and the
context in which the CPG is used.11 To help set quality
thresholds, we conducted an AGREE II domain prioritisation exercise in January 2020 via email, with one
reminder. It was considered impossible to ensure comprehensive representation of international stakeholders. We
chose the UK for feasibility, although validity might be
limited to UK-based clinicians. Fifty-two UK service-user
stakeholder groups and gender minority/trans advocacy
organisations, identified via reviewer knowledge and
internet searches (IA, SB, DC, SD, MHJ and CM), were
informed about the study. They were invited to participate
in a stakeholder prioritisation of the AGREE II domains,
created using SurveyMonkey and with an option to
remain anonymous (https://www.surveymonkey.co.uk/
r/WLZ55NQ gives invitation wording, links to resources
and protocol). The reviewer team performed an anonymous prioritisation for comparison.
Strategy for data and statistical analyses
Simple frequencies were used to present the stakeholder and reviewer priorities, and outcomes. Following
team discussion of the prioritisation exercise results, no
prespecified quality threshold score was used to define
high or low quality, although colour was superimposed
(≤30%, 31%–69% and ≥70%) on the final scores table to
aid visual comparisons and interpretation.

RESULTS
Search results
Figure 1 (Preferred Reporting Items for Systematic
Reviews and Meta-Analyses flow chart47) shows that 1815
citations were identified, of which 134 full-text publications were read (all available, three supplied by authors)
and 122 excluded (online supplemental table W2 with
reasons).
Data extraction
Table 1 shows the characteristics of the CPGs. Online
supplemental tables W3 and W4 show raw data of key
recommendations and mortality and QoL evidence.
4

Figure 1 Preferred Reporting Items for Systematic Reviews
and Meta-Analyses flow diagram. AGREE II, Appraisal of
Guidelines for Research and Evaluation tool; CPG, clinical
practice guideline; NICE, National Institute for Health and
Care Excellence.

Number and characteristics of clinical practice guidelines
Twelve CPGs (table 1) originated from: WHO (n=3),48–50
WPATH (n=2),30 51 professional specialist/special-interest
societies (n=4),52–55 small groups of experts (n=2)56 57
and one consortium.58 All were published in English, in
journals,51–57 the organisation’s website48–50 58 or both.30
Guideline development methodology was variable,
including use of systematic reviews (table 1). Ten CPGs
had no external review, eight had no update plans.
Gender minority/trans health recommendations made
up complete (n=5),30 51 53 55 57 partial (n=4)48–50 56 or
marginal (n=3)52 54 58 focus of content. CPGs contained 10
to 155 pages, and 20 to 505 references. Funding sources
were wide-ranging and sometimes multiple, from government agencies, professional societies, charities and private
donations. Two CPGs provided no funding details.52 56
A 13th CPG was excluded post-scoring as it had been
superseded by a 2020 version without recommendations
for gender minority/trans people.59 It was arguable if
four included CPGs did meet criteria: one had not been
withdrawn48; one contained minimal relevant content52;
one might not have been intended as a CPG30 (although
Dahlen S, et al. BMJ Open 2021;11:e048943. doi:10.1136/bmjopen-2021-048943
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Quality assessment
All authors completed AGREE II video training, a practice
assessment and two pilots whose results were discussed.
The six reviewers (IA, SB, DC, SD, MHJ and CM) independently and anonymously completed quality scoring
on every CPG by rating each of the items using the standard proforma on the My AGREE PLUS online platform
(AGREE enterprise website),11 which also calculated
group appraisal scores.

Global

Global

Public health guidance on HIV, hepatitis B
and C testing in the EU/EEA

Patient-clinician communication: American
Society of Clinical Oncology consensus
guideline

Endocrine treatment of gender-dysphoric/
gender-incongruent persons: an Endocrine
Society clinical practice guideline

IAPAC guidelines for optimising the HIV
care continuum for adults and adolescents

Trauma, gender reassignment and penile
augmentation

Initial clinical guidelines for co-occurring
autism spectrum disorder and gender
dysphoria or incongruence in adolescents

ESSM Position Statement ‘Assessment and Europe
hormonal management in adolescent and
adult trans people, with attention for sexual
function and satisfaction’

Prevention and treatment of HIV and other
sexually transmitted infections among men
who have sex with men and transgender
people. Recommendations for a public
health approach

Guidance on oral pre-exposure prophylaxis Global
for serodiscordant couples, men and
transgender women who have sex with men
at high risk of HIV. Recommendations for
use in the context of demonstration projects

ECDC (2018)58

Gilligan et al
(2017)52

Hembree et al
(2017)53

IAPHCCO
(2015)54

Ralph et al
(2010)56

Strang et al
(2018)57

T'Sjoen et al
(2020)55

WHO (2011)48

WHO (2012)49

3

4

5

6

7

8

9

10

11

Global

Not specified
(international
publication)

WHO

WHO

ESSM

Author group

Author group

IAPAC

Endocrine
Society

ASCO

ECDC
consortium
CHIP, PHE,
SSAT and EATG

WPATH

WPATH

Origin

Two SRs and GRADE, rest expert
consensus. No independent
external review

Nine questions (one SR), expert
consensus and a Delphi exercise.
No independent external review

Four SRs, SIGN, NICE and AXIS
checklists. Ad hoc internal and
external expert panel, independent
chair, expert consensus. No
independent external review

Review of evidence. Expert
consensus. No independent
external review

No SR or literature review. Two-
stage Delphi consensus. No
independent external review

No SR. Unclear if literature review.
Leading experts’ consensus
opinion. No independent external
review

No

No

Countries/member states

National public health officials
and managers of HIV/AIDS and
STI programmes, NGOs including
community and civil society
organisations, and health workers

Four SRs (including values and
preferences reviews) and GRADE,
external GDG and independent
external review group

13 SRs for PICOs and GRADE,
external GDG, and independent
external review

Yes in 2015

Yes in 2015

European clinicians working in
No SR. Leading experts’ consensus No
transgender health, sexologists and opinion. No independent external
other healthcare professionals
review

Clinicians

Not stated (urological surgeons)

No

No

Regular
review 3-year
check

No

No

Continued

Bill & Melinda
Gates Foundation

BMZ and PEPFAR
through CDC and
USAID

ESSM

Isadore and Bertha
Gudelsky Family
Foundation

None declared

IAPAC, US NIH
and Office of AIDS
Research

Endocrine Society

None declared

Commissioned by
ECDC, contractor
Rigshospitalet
CHIP

Transgender
Health Information
Program of British
Columbia Canada

Tawani Foundation
and gift from
anonymous donor

Planned
update given Funding

Work groups submit manuscripts
No
based on prior literature reviews, no
explicit links of recommendations
to evidence, expert consensus. No
independent external review

Design (systematic review, SR,
used and methods thereafter)

Care providers, programme
A systematic search of CDC
managers, policymakers, affected
database, expert consensus. No
communities, organisations, and
independent external review
health systems involved with
implementing HIV programmes and/
or delivering HIV care

Endocrinologists, trained mental
health professionals and trained
physicians

Clinicians who care for adults with
cancer

Member states’ public health
professionals who coordinate the
development of national guidelines
or programmes for HBV, HCV and
HIV testing

Speech-language therapists

Health professionals

Primary audience
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Not specified
(international
publication)

USA and others

EU/EEA

Global

Voice and communication change for
gender non-conforming individuals: giving
voice to the person inside

Davies et al
(2015)51

2

Global

Standards of care for the health of
transsexual, transgender and gender non-
conforming people V.7

Coleman et al
(2012)30

Countries
covered

1

Full title

General characteristics of included clinical practice guidelines (n=12)

Number Author (year)

Table 1

Open access

5

AACE, American Association of Clinical Endocrinologists; ASA, American Society of Andrology; ASCO, American Society of Clinical Oncology; ASD, autism spectrum disorder; AXIS, Appraisal Tool for Cross-Sectional Studies; BMZ, German
Federal Ministry for Economic Cooperation and Development; CDC, the Centers for Disease Control and Prevention; CHIP, CHIP/Region H, Rigshospitalet, University of Copenhagen; CPG, clinical practice guideline; EATG, European AIDS
Treatment Group; EAU, European Association of Urology; ECDC, European Centre for Disease Prevention and Control; ESE, European Society of Endocrinology; ESPE, European Society for Pediatric Endocrinology; ESSM, European Society for
Sexual Medicine; EU/EEA, European Union/European Economic Area; GDG, guideline development group; Global Fund, Global Fund to Fight AIDS, Tuberculosis and Malaria; GRADE, Grading of Recommendations, Assessment, Development
and Evaluation; HBV, hepatitis B virus; HCV, hepatitis C virus; IAPAC, International Association of Providers of AIDS Care; IAPHCCO, International Advisory Panel on HIV Care Continuum Optimization; NGO, non-governmental organisations; NICE,
National Institute of Health and Care Excellence; NIH, National Institutes of Health; PEPFAR, US President’s Emergency Plan for AIDS Relief; PES, Pediatric Endocrine Society; PHE, Public Health England; PICO, Participants/patients, Intervention,
Comparators, Outcomes; SIGN, Scottish Intercollegiate Guidelines Network; SR, systematic review; SSAT, St Stephen’s AIDS Trust; STI, sexually transmitted infection; UNAIDS, The Unified Budget, Results and Accountability Framework of the
Joint United Nations Programme on HIV/AIDS; USAID, US Agency for International Development; WPATH, World Professional Association for Transgender Health.

Regular
updates; no
detail
Two new SRs in revised guidance,
GRADE, external GDGs and
79 independent external peer
reviewers
12

WHO (2016)50

Consolidated guidelines on HIV prevention,
diagnosis, treatment and care for key
populations. 2016 update

Global

WHO

National HIV programme managers
and other decision-makers within
ministries of health and those
responsible for health policies,
programmes and services in prisons

Planned
update given Funding
Design (systematic review, SR,
used and methods thereafter)
Primary audience
Origin
Countries
covered
Full title
Number Author (year)

Continued
Table 1

WPATH SOCv7’s stated overall goal is ‘to provide clinical
guidance for health professionals’30 it contains no list of
key recommendations nor auditable quality standards,
yet is widely used to compare procedures covered by US
providers60 61); one variously described itself as ‘position
statement’ and ‘position study’ (stating it did ‘not aim to
provide detailed clinical guidelines for professionals such
as… [named]30 53’, but evidence was obviously linked to
key recommendations for clinicians55). After discussion it
was decided not to exclude these borderline CPGs, as the
definition of CPG in the protocol was intended to favour
an inclusive approach.
Quality prioritisation and assessment
Results of the domain prioritisation by stakeholders (n=19
replies, response rate 39% excluding 3 ‘undeliverable’)
and reviewers (n=6) showed that stakeholders prioritised
stakeholder involvement, whereas the reviewer team
prioritised methodological rigour (online supplementary
table W5). No stakeholder asked for clarification or more
information.
Table 2 shows AGREE II scores by domain (8%–94%),
and overall (11%–94%). The quality scores have a wide
range and heterogeneity. Five CPGs focused on trans
people as a key population for HIV and other blood-
borne infections (overall assessment scores 69%–94%).
Six CPGs concerned transition-
specific interventions
(overall assessment scores 11%–56%). Transition-related
CPGs tended to lack methodological rigour and rely
quality primary research. The two
on patchier, lower-
prioritised domain scores were usually comparable with
the overall AGREE II quality assessment (ranges; stakeholder involvement 14%–93%, methodological rigour
17%–87%). Four CPGs obtained a majority opinion
‘recommend for use’,48–50 58 five CPGs had unanimous ‘do
not recommend’30 51 55–57 and three had minority support
with division about the extent of ‘yes, if modified’52–54
(table 2). Despite wide variation there was a pattern;
HIV and blood-borne infection guidelines48–50 54 58 were
higher quality, and those focusing on transition were
lower quality.30 53 55–57
Content
Four CPGs concerning HIV prevention, transmission and
care48–50 54 and one public health guideline on population
screening for blood-
borne viruses,58 contained recommendations for gender minority/trans people as a ‘key
population’. Three CPGs were devoted to overall transition care for all gender minority/trans people,30 53 55 two
to an aspect of transition51 56 and one to transition in a
specific group.57 One oncology communication guideline contained a single recommendation relating to
gender minority/trans people.52 No international guidelines were found that addressed primary care, psychological support/mental health interventions, or general
medical/chronic disease care (such as cardiovascular,
cancer or elderly care).
Dahlen S, et al. BMJ Open 2021;11:e048943. doi:10.1136/bmjopen-2021-048943
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UNAIDS, PEPFAR,
Global Fund

Open access

40%

56%

94%

84%

65%

85%

45%

57%

59%

94%

85%

94%

ECDC (2018)58

Gilligan et al
(2017)52

Hembree et al
(2017)53

IAPHCCO
(2015)54

Ralph et al
(2010)56

Strang et al57
(2018)57

T’Sjoen et al
(2020)55

WHO (2011)48

WHO (2012)49

WHO (2016)50

3

4

5

6

7

8

9

10

11

12

81%

81%

87%

35%

19%

89%

76%

86%

58%

39%

64%

87%

73%

81%

76%

61%

37%

Clarity and
presentation

84%

41%

64%

15%

8%

5%

40%

29%

47%

68%

28%

16%

Applicability

65%

72%

82%

33%

25%

32%

63%

65%

61%

38%

14%

15%

Editorial
independence

94%

72%

83%

42%

11%

28%

81%

56%

78%

69%

28%

31%

Overall
assessment

N

Yes 0 No 5
If modified 1

Yes 5 No 0
If modified 1

Yes 4 No 0
If modified 2

Yes 5 No 0
If modified 1

Y

N

Y

N

Y

Yes 3 No 0
If modified 3

Yes 0 No 4
If modified 2

Y

Yes 1 No 2
If modified 3

N

N

Yes 2 No 0
If modified 4

Yes 0 No 6
If modified 0

Y

Yes 4 No 0 If
modified 2

N

Yes 0 No 3
If modified 3

N

Y

Y

Y

N

N

Y

Y

N

Y

Y

M: Better if access and if adhere to
OST, and at prison release; if early
ART and completed TB Rx, HBV/ HCV
managed; and access to post-abortion
care. Worse if food insecure, poor
nutrition, low body mass index.

QoL: Positive QALYs modelled if PrEP.

M: Looked for mortality evidence but
none found. QoL: Positive QALYs if HIV
averted.

QoL: Sexual life improves after GAMI,
but not to non-TG levels.

 

 

M: Lower if early ART, easy access,
immediate ART, and community
distribution. QoL: ART preserves QoL,
and stigma and mental health impact
on QoL.

M: TW/TM’s CV mortality same
(‘insufficient very low quality data’ for
TM) and younger age at death after
SRS. QoL: long-term psychological and
psychiatric issues post SRS.

 

M: Reduced by early diagnosis. QoL:
Cost/QALY in anti-HCV birth cohort
screening is acceptable. Universal offer
HIV testing in hospital settings is highly
cost effective.

QoL: A voice-related TG QoL measure
correlated with own and others’
perception.

M: Higher in post SRS vs matched no
SRS, and both pre and post SRS vs
gen popn. QoL: FtM<gen popn, FtM
post breast/chest surgery >not surgery,
mixed results at 15 years.

Y

Yes 0 No 5
If modified 1
Y

Quality of Mortality (any comment) and quality
Mortality life
of life (any formal measure)

Recommendation
to use

Colours to aid interpretation (not thresholds) ≤30 RED, 31–69 AMBER, ≥70 GREEN.
ART, antiretroviral therapy; CV, cardiovascular; ECDC, European Centre for Disease Prevention and Control; FtM, female-to-male; GAMI, gender affirming medical intervention; gen popn, general population; HBV, hepatitis B virus; HCV, hepatitis C virus; HIV, human immuno-
deficiency virus; IAPHCCO, International advisory panel on HIV care continuum optimization; M, mortality; OST, opiate substitute therapy; PrEP, pre-exposure prophylaxis; QALY, quality adjusted life year; QoL, Quality of life; Rx, treatment; SR, systematic review; SRS, sex
reassignment surgery; TB, tuberculosis; TG, trans people/gender-minority; TM, trans man; TW, trans woman.

93%

60%

89%

37%

33%

19%

61%

41%

66%

55%

17%

20%
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14%

67%

56%

38%

62%

Davies et al
(2015)51

2

47%

63%

Stakeholder
involvement

Coleman et al
(2012)30

Author (year)

1

Number

Scope
and
purpose

Table 2 AGREE II (Appraisal of Guidelines for Research and Evaluation tool) domain percentages and overall assessment of included guidelines, and summary of
mortality/quality of life measures (n=12)
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Consistency of recommendations across the CPGs
Online supplemental table W5 contains all extracted key
recommendations where these could be distinguished.
It shows little overlap of topic content across the CPGs.
Many recommendations in WHO 201148 and 201650 were
similar, but not identical, the former not being stood
down after the latter was published. No statements were
highlighted by the WPATH SOCv730 authors as key recommendations, and it proved impossible for all six reviewers
independently performing data extraction to identify
them. The total number of extracted recommendations
ranged between 0 and 168 with little consistency or agreement on what passages were selected. Some extracted
statements might have been intended as recommendations or standards, but many were flexible, disconnected
from evidence and could not be used by individuals or
services to benchmark practice. After discussion of this
incoherence within WPATH SOCv730 and our inability
therefore to compare recommendations across all CPGs,
it was decided not to revisit inclusions post hoc but to
abandon this protocol aim.
Patient facing material
No patient-facing material was found in any guideline.

DISCUSSION
Statement of principal findings
Variable quality international CPGs regarding gender
minority/trans people’s healthcare contain little,
conflicting information on mortality and QoL, no patient
facing messages and inconsistent use of systematic reviews
in generating recommendations. A major finding is
that the scope of the guidelines is confined to HIV/STI
prevention or management of transition with an absence
of guidelines relating to other medical issues. WPATH
SOCv730 cannot be considered ‘gold standard’.
Strengths and weaknesses of this study
Strengths include protocol preregistration, stakeholder
involvement, piloting all stages, an extensive systematic
search without language restriction for any relevant
current guidelines, wide inclusion criteria including grey
literature, use of key opinion leaders, close attention to
avoidance of bias, double full-text reading and data entry
and careful presentation of results. Six trained reviewers,
exceeding AGREE II recommendations,11 compensated
for expected variation in scoring. Extensive searches
8

should have mitigated loss of CPGs. Limitations include
some uncertainty about stakeholder understanding
despite a good response rate, and generalisability of the
prioritisation only to the UK; stakeholders elsewhere
might have different priorities. Focusing only on international CPGs might have missed higher quality national
and local CPGs derived from them or written de novo.
The social acceptance and consequent healthcare system
coverage of gender minority/trans health related interventions vary among different countries, which may limit
the space for international and multinational guidelines.
While the search strategy yielded an oncology communication CPG with a single recommendation for gender
minority/trans people,52 other general health CPGs with
similar solo statements might have been missed.
Comparison with other studies, discussing important
differences in results
This is the first systematic review using a validated quality
appraisal instrument of international CPGs addressing
gender minority/trans health. It may act as a benchmark to monitor and improve population healthcare.
CPG quality results correspond with, and quantitatively
confirm, previously noted concerns about the evidence-
base36 62 63 and variable use of quality assessment in
systematic reviews,64–66 in a healthcare field with unknown
or unclear longitudinal outcomes.17 AGREE II has been
applied to CPGs in other medical areas, including
cancer,67 diabetes,68 pregnancy69 and depression.70 These
exercises tend to show room for improvement. Developers have been criticised for not using methodological
rigour when writing reliable evidence-based guidelines,71
as well as not implementing high-quality CPGs.72 Thus,
finding poor quality CPGs is not confined to this area of
healthcare.73 Improvement messages are generalisable to
other specialties.
Meaning of the study: possible explanations
The finding of higher-
quality, but narrow, focus on
gender minority/trans people’s healthcare for blood-
borne infections may relate to the global HIV pandemic
and the WHO applying twin lenses of public health and
human rights (ie, the population as ‘means’ and ‘ends’).
The lower-
quality CPGs focus on transition. WPATH
SOCv730 originated nearly a decade ago from a special-
interest association; diagnostic criteria and CPG methodology have since changed. Although HIV and transition
are important, it is puzzling to have found so little else,
maybe suggesting CPGs for gender minority/trans
people have been driven by provider-
interests rather
than healthcare needs. Including gender minority/trans
people in guidelines can be considered a matter of health
equity, where CPGs have a role to play.74 GRADE suggests
CPG developers may consider equity at various stages in
creating guidelines, such as deciding guideline questions,
evidence searching and assembly of the guideline group.75
How CPGs may impact more vulnerable members of
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Mortality and quality of life
Six CPGs referred to mortality30 48 50 53 54 58 and eight to
QoL30 48 49 51 53–55 58 (table 2). Online supplemental table
W4 shows all extractions of sentences relating to mortality
or morbidity, associated references and which CPGs
included no such data. More robust evidence was linked
to the recommendations in the HIV and blood-borne
virus CPGs whereas there was little, inconsistent data and
poorer linking to evidence in transition-related CPGs.

Open access

Implications for clinicians, UK and international policymakers
and patients
Clinicians should be made aware that gender minority/
trans health CPGs outside of HIV-related topics are linked
to a weak evidence base, with variations in methodological rigour and lack of stakeholder involvement. While
patient care plans ought to take into account the individual needs of each gender minority/trans person, a gap
appears to exist between clinical practice and research
in this field.78 Clinicians should proceed with caution,
explain uncertainties to patients and recruit to research.
Policymakers ought to invest in both primary research and
high-quality systematic reviews in areas relevant for CPG and
service development. Organisations producing guidelines
and aspiring to higher-level quality could use more robust
methods, handling of competing interests79 80 and quality
assessment. CPG developers should label key recommendations clearly. Although editorial independence was lowest
priority for stakeholders, independent external review is
important to avoid biases and bad practices, examine use of
resources, resist commercial interests and gain widespread
credibility outside the field.
The UK is fortunate in being familiar with developing
priority-
setting partnerships (eg, James Lind Initiative81)
and generating suites of clinical questions that might
cover all steps in patient pathways (eg, in partnership with
Cochrane Collaboration82). These could underpin multidisciplinary and funded research priorities whose results feed
into future better evidence-based CPGs. Implications for UK
education and curricular content (eg, new gender identity
healthcare credentials83), should be carefully scrutinised.
Internationally, CPG development and implementation
will vary depending on local country contexts and available resources. Those countries with quality assurance
agencies might use them for external assurance. Countries might reconsider the wisdom of adapting low-quality
‘off the shelf’ international CPGs without due assessment
of the evidence for recommendations (eg, using the
GRADE-ADOLOPMENT framework84). WHO demonstrates how CPGs can achieve high quality.
Patients should be positively encouraged to engage with
CPG development as stakeholders. The lack of patient-
facing material should be addressed, especially as medical
and non-medical online material contains jargon, is unreliable and potentially misleading.85 Future CPGs should
be populated with patient-facing decision aids (eg, fact
boxes86 and icon arrays87) that explain sizes of benefits
and harms to support informed patient choice. Patients
and carers will benefit from a more focused approach
to throughout-life healthcare. As the figures for gender
minority/trans patients increase within the NHS and
internationally, so does the need for consistent guidance to clinicians across specialisms on specific risks to,
and means of treating, this population. Current patients
should be welcomed to contribute, where they are
Dahlen S, et al. BMJ Open 2021;11:e048943. doi:10.1136/bmjopen-2021-048943

comfortable, to any research being undertaken by their
clinicians, in order to improve data and future practice
for gender minority/trans health.
Unanswered questions and future research
This study should be replicated as new iterations of international CPGs become available. It can be applied to
national guidelines and countries should perform their
own stakeholder prioritisation. When ‘best available
evidence’ is poor, quality improvement can be driven
both from inside and outside the field. International
guideline developers require more primary research for
this population, and impetus from clinicians and scientists to build a better evidence base using robust data from
randomised controlled trials and long-term observational
cohort studies, especially regarding chronic diseases,
health behaviours, substance use, screening and how
interventions (eg, hormones) might impact on long-term
health (eg, risk of cardiovascular and thromboembolic
disease). Mortality and QoL data are required to address
questions of clinical and cost-effectiveness.

CONCLUSION
Gender minority/trans health in current international
CPGs seems limited to a focus on HIV or transition-related
interventions. WPATH SOCv730 is due for updating and
this study should be used positively to accelerate improvement. Future guideline developers might better address
the holistic healthcare needs of gender minority/trans
people by enhancing the evidence-base, upgrading the
quality of CPGs and increasing the breadth of health
topics wherein this population is considered.
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W1: Literature searching – Databases searched and search terms used
Embase <1974 to 2019 July 29>
1 transgender.mp. or transgender/ (7297)
2 transsexual.mp. (2070)
3 gender identity/ or gender non-conforming.mp. (15929)
4 non-binary.mp. (219)
5 gender minority.mp. or "sexual and gender minority"/ (1582)
6 transman.mp. (20)
7 transwoman.mp. (25)
8 gender dysphoria.mp. or gender dysphoria/ (1887)
9 gender diversity.mp. (257)
10 1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 (24836)
11 practice guideline/ or clinical guideline.mp. (387400)
12 10 and 11 (511)
13 limit 12 to yr="2008 - 2020" (460)
Ovid MEDLINE(R) ALL <1946 to July 29, 2019>
1 gender diversity.mp. (225)
2 gender dysphoria.mp. or Transsexualism/ or Gender Dysphoria/ or Gender Identity/ (20817)
3 gender minority.mp. or "Sexual and Gender Minorities"/ (2406)
4 Transgender Persons/ or gender non-conforming.mp. (2429)
5 non-binary.mp. (164)
6 transgender.mp. (5364)
7 transman.mp. (8)
8 transwoman.mp. (13)
9 Transsexualism/ or transsexual.mp. (3855)
10 1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 (26619)
11 Practice Guidelines as Topic/ or clinical guideline.mp. (112006)
12 10 and 11 (103)
Web of Science
Search terms: (TOPIC: (((((transgender OR gender dysphoria) OR transsexual) OR gender identity) OR transman) OR transwomen)
AND TOPIC: (clinical guideline OR practice guideline)) [271 results]
(TOPIC: (gender incongruence) AND TOPIC: (clinical guideline OR practice guideline))
NICE Evidence
Search terms: Transgender, gender dysphoria
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CINAHL
(transgender or transsexual or transsexual or gender variant or gender non-conforming or transmen or transwomen or gender dysphoria
or gender identity) AND (clinical guideline or practice guideline)
PSYCInfo
(transgender or transsexual or transexual or gender variant or gender non-conforming or transmen or transwomen or gender dysphoria
or gender identity) AND (clinical guideline or practice guideline)
AHRQ National Guidelines Clearing House
Search terms: trans, gender identity. Was stopped in 2018 – no update searches available
eGuidelines
Search terms: trans, gender identity
Guidelines International Network
Search terms: Transgender, gender dysphoria, gender identity
WHO website – not searchable on so used Google instead
Google Search terms: WHO transgender guidelines - First 100 hits examined
Update: WHO transgender guidelines 2020
LILACS
Search term: gender dysphoria
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W4: Extracted sentences relating to mortality or quality of life with associated references from Clinical Practice
Guidelines

1

Author (yr)
Coleman et
al. (2012)

In-text statement on Mortality/ Quality of Life (QoL)
Mortality: Two long-term observational studies, both retrospective,
compared the mortality & psychiatric morbidity of transsexual adults to those
of general population samples (Asscheman et al., 2011; Dhejne et al., 2011).
An analysis of data from the Swedish National Board of Health & Welfare
information registry found that individuals who had received sex
reassignment surgery (191 MtF & 133 FtM) had signiﬁcantly higher rates of
mortality, suicide, suicidal behavior, & psychiatric morbidity than those for a
nontranssexual control group matched on age, immigrant status, prior
psychiatric morbidity, & birth sex (Dhejne et al., 2011). Similarly, a study in
the Netherlands reported a higher total mortality rate, including incidence of
suicide, in both pre- & post-surgery transsexual patients (966 MtF and 365
MtF) than in the general population of that country (Asscheman et al., 2011).
Neither of these studies questioned the efﬁcacy of sex reassignment; indeed,
both lacked an adequate comparison group of transsexuals who either did
not receive treatment or who received treatment other than genital surgery.
Moreover, transsexual people in these studies were treated as far back as
the 1970s. However, these ﬁndings do emphasize the need to have good
long-term psychological & psychiatric care available for this population. More
studies are needed that focus on the outcomes of current assessment &
treatment approaches for gender dysphoria.
QoL: One troubling report (Newﬁeld et al., 2006) documented lower scores
on QoL (measured with the SF-36) for FtM patients than for the general
population. A weakness of that study is that it recruited its 384 participants by
a general email rather than a systematic approach, and the degree and type
of treatment were not recorded. Study participants who were taking
testosterone had typically being doing so for less than 5 years. Reported QoL
qas higher for patients who had undergone breast/chest surgery than for
those who had not (p<.001). (A similar analysis was not done for genital
surgery.)
QoL: In other work, Kuhn & colleagues (2009) used the King‘s Health
Questionnaire to assess the quality of life of 55 transsexual patients at 15
years after surgery. Scores were compared to those of 20 healthy female
control patients who had undergone abdominal/pelvic surgery in the past.
Quality of life scores for transsexual patients were the same or better than
those of control patients for some subscales (emotions, sleep, incontinence,
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2

Davies et al.
(2015)

3

ECDC
(2018)

symptom severity, and role limitation), but worse in other domains (general
health, physical limitation, and personal limitation).
QoL: A number of studies indicate that speech-therapy intervention is useful in
helping gender nonconforming individuals portray their gender identity through
speech (Carew, Dacakis, & Oates, 2007; Dacakis, Oates, & Douglas, 2012;
Gelfer & Tice, 2013; Hancock & Garabedian, 2013; Meszaros et al., 2005).
Such changes to communication are not simply superficial; they can reduce
gender dysphoria and improve mental health and quality of life.

117118

Mortality: the World Health Organization (WHO) and UNAIDS have identified
several targets along the continuum of care for hepatitis B virus (HBV),
hepatitis C virus (HCV) and HIV. These include promoting early diagnosis,
scaling up treatment and reducing disease-related mortality [12,13].

3

QoL (as QALY): Since then, the feasibility of birth cohort testing for HCV has
been studied in several European countries, including Ireland, Italy, and Spain
[87–89]. In the studies in Ireland and Spain, the authors concluded that to
effectively implement birth cohort testing for HCV, each country must
determine its own HCV seroprevalence by year in order to successfully
develop screening recommendations because risk factors, particularly injecting
drug use, can affect the selection of birth cohort. In Italy, authors found that the
anti-HCV screening program had an acceptable expenditure increase for the
National Health Service compared to the cost per quality-adjusted life year
(QALY) of other approved interventions or treatments in Italy."

18

QALY: Four cost implication studies of HIV testing in hospital settings have
been conducted in UK. They show that universal offer testing was highly cost

23
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Mortality/QoL: no statements linked to references
Mortality: Long-term studies from The Netherlands found no increased risk for
cardiovascular mortality (161). … The largest cohort of transgender females
(mean age 41 years, followed for a mean of 10 years) showed no increase in
cardiovascular mortality despite a 32% rate of tobacco use (161).
Mortality: A systematic review of the literature found that data were insufficient
(due to very low–quality evidence) to allow a meaningful assessment of
patient-important outcomes, such as death, stroke, myocardial infarction, or
VTE in transgender males (176). Future research is needed to ascertain the
potential harm of hormonal therapies (176).
Mortality: Another analysis demonstrated that, despite the young average age
at death following surgery and the relatively larger number of individuals with
somatic morbidity, the study does not allow for determination of causal
relationships between, for example, specific types of hormonal or surgical
treatment received and somatic morbidity and mortality (263).

3891

QoL: Likewise, a meta-analysis of 19 randomized trials in nontransgender
males on testosterone replacement showed no increased incidence of
cardiovascular events (185).

3891

Mortality: The Strategic Timing of AntiRetroviral Treatment (START) study
recently showed a 53% reduction in serious morbidity and mortality from HIV
due to early ART at CD4 counts of over 500 cells/mm3 (96)
Mortality Increasing early access to ART is associated with decreased AIDSrelated morbidity and mortality, as well as reduced risk of HIV transmission

6

3895

3895
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8
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Ralph et al
(2010)
Strang et al
(2016)
T‘Sjoen et al
(2020)

Mortality: Antiretroviral therapy is proven to prevent HIV-related morbidity,
mortality, and transmission.(7)

9

Mortality: Community-located ART distribution is a cost-effective service
delivery model whose rates of attrition and mortality are similar to those at the
facility level. (195,196)

10

Mortality In Uganda, ART distribution at community-based sites was found to
be associated with significantly higher rates of retention in care and lower
mortality rates. (88, 204)

10

Mortality /QoL: Today, a person diagnosed with HIV at the age of 20 years if
started promptly on ART is expected to live a normal life span, with a highly
preserved quality of life.(1)

1

QoL: Stigma can negatively shape quality of life, affect mental health, and
influence ART use and outcomes.
QoL: Mental health disorders such as these can result in a poorer quality of life
and negatively affect access to and use of HIV services."
QoL: Impact of actions taken to reduce stigma & discrimination & address
mental health from a quality-of-life perspective (eg, interventions and
programs) on these issues as well as on HIV-related health outcomes.
Mortality/QoL: no statements linked to references

5
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and Prevention; June 30-July 3, 2013; Kuala Lumpur, Malaysia.
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LG. Extending dispensing intervals for stable patients on ART.
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Mortality/QoL: no statements linked to references
QoL: Although the quality of sexual life improves after GAMI, research has
demonstrated that it does not reach the levels of cisgender people.(44)
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44. Nobili A, Glazebrook C, Arcelus J. Quality of life of treatment
seeking transgender adults: a systematic review and metaanalysis.
Rev Endocr Metab Disord 2018;19:199-220.
No direct reference, appears to relate to the systematic review

QoL: Overall results lean toward favorable sexual outcomes after genital
surgeries in trans people, although research into the quality of sexual life in the
trans population after GAMI is limited.(44)
Mortality: A systematic literature search was conducted on the role of HTC in
reducing HIV-related morbidity and mortality, compared with the provision of
basic information on HIV prevention and care. The surrogate outcomes were
behavioural change and HIV incidence.
Mortality: Alcohol and substance use/dependence is a problem for many MSM
and transgender people, and is linked to significant morbidity and mortality.(52)

580

Mortality: OST has been demonstrated to improve both access and
adherence to ART, and reduce mortality.(120)

54

Mortality: Antiretroviral therapy (ART) is the core pharmacological component
of a broad and comprehensive management of HIV infection. ART has
significantly decreased the morbidity and mortality from HIV in the past
decades. Given that ART represents a biologically targeted intervention, where
sexual identities play a minimal role or no role at all on expected effects, there
is no reason, biological or other, to differentiate ART recommendations for
MSM and transgender people from those formulated for other populations
(excluding HIV-infected pregnant women and newborns).
QoL: There was no evidence available on issues of quality of life such as
inconvenience or decreased desire; however, the values and preferences of
the MSM polled by MSMGF showed support for this intervention.(66)

57

QoL: No considerations regarding quality of life such as inconvenience or
decreased sexual desire were studied.

35

66 Arreola S et al. In our own words: preferences, values, and
perspectives on HIV prevention and treatment – a civil society
consultation with men who have sex with men and transgender
people. Oakland, California, The Global Forum on MSM and HIV
(MSMGF), 2010.
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1.pdf (accessed 19 May 2011)
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QoL: No studies were found with information on issues related to quality of life
due to the intervention.

44

No direct reference, appears to come from the systematic review

QoL: Quality of life (inconvenience, unnecessary intervention, anxiety and
discrimination) was not measured.
QoL: None of the studies reported on HIV or STI incidence or quality of life.
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QoL: People living with HIV, regardless of ART indication, should also benefit
from basic HIV prevention and care, including effective interventions that are
simple, relatively inexpensive, improve the quality of life, prevent further
transmission of HIV or common opportunistic infections, delay progression of
HIV disease and prevent mortality.
QoL (as QALY): Using sexual risk behaviour data from the Partners in
Prevention trial (16), the cost per HIV infection averted was between US$6000
and $66 000 when PrEP was always used, and the savings per qualityadjusted life year (QALY), a standard measure of cost-benefit, was $260 to
$4900. Using ―more typical‖ data that assume less risky sexual behaviour, the
cost per HIV infection averted was between ~$0 (break-even) and $26 000
when PrEP was always used, and the cost per QALY gained was between
minus $200 (cost-saving) and $1900.
QoL (as QALY): One cost-effectiveness study in Australia estimated that, if
continuous use of PrEP was 90% effective and the program covered only HIVnegative MSM having high-risk sex, it would cost US$47 745 per QALY gained
(18). Another cost-effectiveness study from the USA estimated that if PrEP
was 90% effective and the program covered only HIV-negative MSM having
high-risk sex, it would cost US$107 000 per QALY gained (19). If PrEP was
50% effective, it would cost US$298 000 per QALY gained. Sensitivity
analyses showed that the cheaper and more efficacious PrEP is and the more
high-risk the population is, the more cost-effective that PrEP would be, with
estimates in cost-saving ranging up to over US$300 000 per QALY gained
(20). Overall, cost-effectiveness estimates vary widely, depending on model
parameter estimates, including efficacy, cost of PrEP, HIV incidence and age
of the population.
Mortality: Access and adherence to OST can improve health outcomes (4),
reduce overdose and resulting mortality (54)
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Mortality: Provision of OST before release can help reduce overdose-related
mortality (61).

35

Mortality: Completing TB treatment is critical to reducing mortality and
avoiding the development and spread of drug-resistant TB. It is vital to provide
a supportive, non-judgemental and non-discriminatory environment that
enables people from key populations to complete treatment, provides
additional adherence support measures to improve treatment outcomes, and
reduces the risk of continued TB transmission (65). Timely initiation of ART
significantly reduces the risk of mortality from HIV-associated TB.

64

Mortality: Among those living with HIV who are coinfected with HBV or HCV,
liver disease progresses more rapidly and mortality is greater than among
those with HBV or HCV who are not living with HIV.
Mortality: Coinfection with HIV and HCV accelerates HCV-related progression
of liver fibrosis and leads to a higher rate of end-stage liver disease and
mortality (121, 151, 157).

67

Mortality: These effects may be magnified in low-income and food-insecure
contexts, such as those experienced by many key populations. In turn, poor
nutritional status can hasten the progression of HIV disease; low body mass
index (BMI) in adults (BMI less than 18.5 kg/m2) is an independent risk factor
for HIV disease progression and mortality (4).
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Key: ART, antiretroviral therapy; GAMI, gender affirming medical intervention; HIV, human immunodeficiency virus; HTC, HIV testing and counselling; MSM, men who have sex with
men; OST,opiate substitution therapy; PrEP, pre-exposure prophylaxis; QALY, Quality-Adjusted Life Year; TB, tuberculosis; * Reference appears in reference list, but not in the main
text; ** We believe there is an error here and that the morbidity statement refers to ref 262 not 263. Also noted that references 260 and 261 were the wrong way around.
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W5. Extracted Key Recommendations from Clinical Practice Guidelines

1
2

Author
(year)
Coleman et
al. (2012)
Davies et al.
(2015)

Recommendations
None. Reviewer team were unable to extract key recommendations
Voice and Communication Intervention for Gender Nonconforming Individuals
1.Transgender voice and communication services should be offered in the context of a complete approach to transgender health that includes comprehensive
primary care and a coordinated approach to psychological and social issues.
2.In working with gender nonconforming clients, the speech-language therapist's primary goal is to help the client develop voice and communication that more
closely approximates the client's sense of self.
3.Feminizing/masculinizing voice involves nonhabitual use of the voice-producing mechanism. To prevent the possibility of vocal damage, professional
evaluation and assistance are essential.
4.Self-guided voice and communication change without professional supervision is not recommended. Clients intending to pursue self-guided voice change
should be encouraged to, at a minimum, have an initial professional assessment and then to consult with their primary care provider if they develop symptoms
of vocal fatigue or negative changes to vocal quality. Self-help voice and communication groups should have appropriate clinical support.
Clinical Competence
1.Voice and communication professionals working with transgender individuals must have a basic understanding of transgender health (including hormonal
and surgical feminization/masculinization) and trans-specific psychosocial issues; they must be familiar with basic sensitivity protocols such as use of preferred
gender pronoun and name.
2.Gender nonconforming individuals who are seeking voice and communication services for reasons other than speech feminization/masculinization can be
treated by trans-sensitive speech-language therapists using standard voice and communication protocols. voice and communication
feminization/masculinization requires additional clinical expertise and special clinical protocols.
Client Inclusion and Exclusion
1.Voice and communication services should be available to the full spectrum of the transgender community, including MtF and MtF transsexuals and others
who are gender nonconforming.
2.The need for voice and communication services should not be evaluated based on hormonal use, pursuit of sex reassignment surgery, or length or
percentage of time living in the desired gender role.
3.Services should be adapted as needed to fit a client's individual needs, including accommodation relating to speech or hearing disability, mental illness,
cognitive disability, learning disability, physical disability, geographic isolation, or incarceration.
Treatment Decisions
1.The client is responsible for treatment decisions, supported by the clinician's informed professional opinion, assessment data, and any allies the client wishes
to be involved.
To support fully informed treatment decisions, clients should be informed of the following:
a.potential risks and benefits associated with treatment options
b. estimated duration of treatment; factors that can influence the duration of treatment
2. Existing protocols for voice and communication feminization should be reviewed and considered when developing individualized treatment plans. As there
are no established protocols for speech masculinization, FtMs seeking this service should be informed that the protocol is a trial.
3. While modification of existing protocols is encouraged, all treatment plans (including those using new or experimental techniques) are expected to be based
on a clearly articulated, logical, and valid clinical rationale. Departure from existing protocols should be explained as such to the client as part of fully informed
consent and should be documented in detail to facilitate evaluation.
Assessment
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Who to test?
The guidance identifies the following population groups suitable for targeted HIV, HBV and HCV testing due to higher risk of infection and suggest to offer tests
to: men who have sex with men (MSM); trans* people; people who inject drugs (PWID); migrants2; household contacts of people diagnosed with HBV;
homeless people; sex workers; people in prison; pregnant women; haemodialysis patients; people who have received blood products, organs or surgical
interventions before adequate safety and quality regulations were enforced; and sexual or injecting partners of people diagnosed with HIV, HBV and HCV.
Normalising testing
Making the testing offer a routine and with that making the process similar to those for other diagnostic test, helps to reduce stigma and increases testing
uptake. The implementation of indicator condition-guided HIV testing provides a useful complement to targeted HIV testing of groups at higher risk. By
providing a clinical rationale for testing, this strategy can also help normalise testing and reduce barriers to it, including issues around stigma among healthcare
providers and patients alike.
Where to test?
The ECDC guidance outlines where, how and when to test for viral hepatitis and HIV by providing evidence-based options of testing strategies that are
applicable to all healthcare settings, as well as testing strategies specifically for: primary healthcare settings; hospital settings; other healthcare settings (e.g.
STI clinics, pharmacies, prisons and some drug and harm reduction services); community settings (including drug and harm reduction services); and selfsampling and self-testing.
Frequency of testing
The suggested frequency of testing is: For those at risk of HIV infection – at least once a year and up to every three months depending on ongoing risk, sexual
behaviour, history of sexually transmitted infections, use of pre- or post-exposure prophylaxis (PrEP, PEP) and local HIV prevalence or incidence. For those at
risk of HBV infection – test those at risk who have not had a complete course of HBV vaccinations based on vaccination history. Retesting up to every 6 to 12
months is only suggested if there is an ongoing risk for either unvaccinated people or vaccine non-responders. For those at risk of HCV infection – consider
testing all sex workers, people who inject drugs, trans people, prisoners and migrants, and other populations at risk every 6 to 12 months depending on risk
profile.
Testing strategies for all settings
Focus
In areas of intermediate (HBV/HCV) or high prevalence (HBV/HCV/HIV): Consider identifying those who are unaware they are infected through geographically
targeted routine testing. Consider birth cohort or universal one-time testing as option to increase HCV testing coverage, taking into account local epidemiology,
affordability and the availability of effective linkage-to-care pathways.
In addition: Test all patients diagnosed with either HIV, HBV or HCV infection for the other two viruses as per guidelines from the European AIDS Clinical
Society (EACS) and European Association for the Study of the Liver (EASL). As per the ECDC antenatal screening guidance: offer pregnant women HBV and
HIV tests during the first two trimesters of pregnancy. Offer an HCV test depending on the pregnant woman‘s risk profile. Only for women at-risk: repeat HIV
testing during pregnancy and HBV testing for those who decline HBV vaccination or are non-responders. When a woman tests negative for HIV or HCV and
has a partner at higher risk, facilitate testing of her partner. If the partner remains untested or risk factors are unknown, consider retesting the mother later in
pregnancy. Voluntary partner notification following a positive diagnosis helps to achieve earlier diagnosis and treatment of exposed (sexual) partners.
Testing in primary healthcare settings
Evidence shows that HIV, HBV and HCV testing in primary care (PHC) is acceptable and may effectively contribute to increase testing coverage and case
detection.
Focus
Offer integrated testing to any person attending primary care if they: identify as members of certain risk groups; present with clinical symptoms suggestive of
one of three infections; or show laboratory markers (including elevated liver enzymes) compatible with acute or chronic hepatitis or an HIV indicator condition,
including a sexually transmitted infection. Rapid testing, dried blood spot testing and testing using venepuncture are all acceptable in primary care. Consider
offering all patients who were diagnosed with HBV, HCV or HIV a test for the other two viruses.
Considerations Although limited, evidence on general population testing in these settings is also encouraging, at least in intermediate- and high-prevalence
regions and birth cohorts. Available evidence suggests testing coverage in primary care settings is often suboptimal and caused by factors that discourage
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healthcare professionals from offering tests. Consider interventions to increase test offers, including educational interventions for healthcare staff and clinical
decision-making tools. For testing in PHC settings, appropriate clinical care pathways and referral systems need to be established to ensure better linkage to
care for people newly diagnosed with HBV, HCV or HIV in primary care.
Testing in hospital settings
Testing for HIV, HBV and HCV in hospital settings is generally accepted by patients and staff and can contribute to better testing coverage and case detection
among risk groups or people presenting with HIV indicator conditions.
Focus
Offer integrated testing to any person attending a hospital if they: identify as members of certain risk groups; present with clinical symptoms suggestive of one
of three infections; or show laboratory markers (including elevated liver enzymes) compatible with acute or chronic hepatitis or an HIV indicator condition,
including a sexually transmitted infection. Studies indicate that routine testing in emergency departments, including universal testing and integrated testing, is
also acceptable to patients and staff in hospitals even though it is currently supported by limited evidence on its effectiveness.
Considerations Test all patients diagnosed with an HIV, HBV and HCV infection in hospital settings for the other two viruses, despite little current evidence on
effectiveness. Even though there is little evidence of the effectiveness of any specific intervention over any other, education and training programmes for
healthcare staff, campaigns and clinical decision-making tools can support the offer and uptake of integrated testing strategies.
Testing in other healthcare settings
These settings include formal healthcare services (outside hospitals and primary care practices) such as STI, genito-urinary medicine, dermato-venereology
and low-threshold clinics, pharmacies, antenatal, prison health, drug and harm reduction and tuberculosis services.
Focus
Based on available evidence for integrated testing in these specific settings: Consider offering all patients diagnosed with an HBV, HCV or HIV infection a test
for the other two viruses. Ensure that people who are newly diagnosed with HBV, HCV or HIV are linked to care given that efficient testing strategies in these
surroundings need appropriate pathways to care and effective referral systems.
Considerations: Testing for HIV, HBV and HCV, including integrated testing, in such healthcare settings results in varying degrees of effectiveness regarding
the increase of testing coverage and case detection. Limited evidence suggests that rapid diagnostic tests and dried blood spot tests are acceptable and may
help to increase testing coverage in such sites. Pharmacies generally offer HIV, HBV and HCV testing under the same quality standards that apply to
healthcare settings despite very limited evidence currently on the effectiveness of this activity. Harm reduction services offer and suggest HBV and HCV testing
to everyone attending drug and harm reduction services and during their initial assessments. Repeat this offer in case of indicated ongoing risk. Sites serving
migrant populations can look into offering relevant testing to people who come from countries with intermediate (HCV) or high HIV, HBV and HCV prevalence.
Prison settings can look into offering HIV, HBV and HCV testing to all people in prison as per ECDC guidance on active case finding in prison settings given
the higher prevalence of blood-borne viruses in many prison settings. See also the ECDC/European Monitoring Centre for Drugs and Drug Addiction
(EMCDDA) guidance on prevention and control of blood-borne viruses in prison settings. STI/genito-urinary/dermato-venereology clinics can consider offering
HIV testing to anyone seeking care regardless of symptoms or risk factors as part of the initial screening for STIs according to the International Union against
Sexually Transmitted Infections‘ European guidelines. This includes offering HIV testing to those who: have a high likelihood of exposure to HIV are pregnant
regardless of risk factors; or voluntarily seek testing, especially if never tested before. Based on geographic prevalence and risk group, it may be appropriate to
suggest HBV testing.
Testing in community settings
Community-based testing services refers to programmes and services that offer voluntary HIV and/or HBV, HCV testing outside formal healthcare facilities.
They are designed to target specific population groups and clearly adapted and accessible to those communities.
Focus
There is a role for community-based testing to target groups at higher risk in any national testing strategy. They are acceptable and effective in increasing HIV,
HBV and HCV testing coverage and case detection among these groups. Integrated testing and rapid testing may be offered for everyone accessing drug and
harm reduction services in a community or outreach testing activities. Rapid testing in the community is acceptable and contributes to increased testing
coverage when implemented in such settings.
Options based on available evidence for integrated testing in these settings: Linkage to care after HBV and HCV testing in community settings may currently be
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suboptimal, at least for certain risk groups. If testing in community settings is considered within a national testing scheme, clear pathways into care and other
services have to be developed. This includes differentiated care pathways for the three infections and other services. Testing services offered by lay providers
help to increase testing opportunities, uptake and coverage.
Self-sampling and self-testing
Self-sampling and self-testing are additional options that give people the flexibility and privacy of performing an initial HIV, HBV and HCV test in their own
homes or a place they consider convenient. To date, there is little scientific evidence on the effectiveness of self-sampling, especially relating to HCV and HBV,
to reach any firm conclusions regarding inclusion in a national testing strategy. There is limited evidence that kits distributed to people attending an STI clinic
may increase test coverage and frequency.
Focus
Self-sampling for HIV, HBV and HCV, including possible integrated sampling, is likely acceptable among those most at-risk and may contribute to increased
testing coverage and case detection. Limited available evidence suggests that self-testing for HIV among men who have sex with men is acceptable and may
increase testing coverage, frequency and case detection. Self-sampling kits can be effectively distributed through a variety of channels, such as pharmacies,
healthcare settings, outreach activities and online platforms, but should be based on local circumstances and target populations
Considerations To ensure effective linkage to care after self-sampling and/or self-testing as part of a testing strategy, clear pathways to care and other services
need to be in place or developed, including differentiated care pathways for the three infections.
Contact tracing (includes voluntary partner notification)
Contact tracing, including partner notification, implies that people who may potentially have been exposed to an infection are informed of this possibility and are
offered a test. This can also include other interventions depending on the specific infection. Partner notification is a voluntary process in which a trained
provider asks a person diagnosed with HIV, HBV and HCV about details of their sexual partners, at-risk drug injecting partners and household contacts as
indicated by the diagnosis and then offers to invite them for a test. The identity of the diagnosed person remains anonymous to the contact unless consent is
given.
Focus
Even though there is currently limited evidence on the effectiveness of partner notification in increasing testing coverage and case detection, mainly related to
HIV, it follows public health logic in response to other communicable diseases to offer voluntary anonymous partner notification to every patient with a newly
confirmed diagnosis. There are various strategies to implement partner notification, including passive notification, assisted anonymous notification using a webbased platform and assisted notification with the direct involvement of the service provider.
Considerations Current implementation of partner notification processes appears to be suboptimal across Europe. While the success of interventions to
increase the coverage of partner notification may depend on local factors, including organisational and legal circumstances, educational interventions targeting
healthcare workers may prove to be beneficial.
Monitoring integrated national testing strategies or programmes for HBV, HCV and HIV
Monitoring and evaluation is an essential component of any effective testing programme. While strategic information should guide the design of testing
initiatives, monitoring and evaluation data permit continuous re-evaluation of targets as well as assessment of programme effectiveness, efficiency and impact.
Such data can prove invaluable in planning improvements
1. Core communication skills
1.1. Before each conversation, clinicians should review the patient‘s medical information, establish goals for the conversation, and anticipate the needs and
responses of the patient and family.
1.2. At the beginning of conversations with patients, clinicians should explore the patient‘s understanding of their disease and collaboratively set an agenda
with the patient after inquiring what the patient and family wish to address and explaining what the clinician wishes to address.
1.3. During patient visits, clinicians should engage in behaviors that actively foster trust, confidence in the clinician, and collaboration.
1.4. Clinicians should provide information that is timely and oriented to the patient‘s concerns and preferences for information. After providing information,
clinicians should check for patient understanding and document important discussions in the medical record.
1.5. When patients display emotion through verbal or nonverbal behavior, clinicians should respond empathically.
2. Discussing goals of care and prognosis
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2.1. Clinicians should provide diagnostic and prognostic information that is tailored to the patient‘s needs and that provides hope and reassurance without
misleading the patient.
2.2. Clinicians should reassess a patient‘s goals, priorities, and desire for information whenever a significant change in the patient‘s care is being considered.
2.3. Clinicians should provide information in simple and direct terms.
2.4. When providing bad news, clinicians should take additional steps to address the needs and responses of patients.
3. Discussing treatment options and clinical trials
3.1. Before discussing specific treatment options with the patient, clinicians should clarify the goals of treatment (cure v prolongation of survival v improved
quality of life) so that the patient understands likely outcomes and can relate the goals of treatment to their goals of care.
3.2. When reviewing treatment options with patients, clinicians should provide information about the potential benefits and burdens of any treatment
(proportionality) and check the patient's understanding of these benefits and burdens.
3.3. Clinicians should discuss treatment options in a way that preserves patient hope, promotes autonomy, and facilitates understanding.
3.4. Clinicians should make patients aware of all treatment options, including clinical trials and a sole focus on palliative care. When appropriate, clinicians
should discuss the option of initiating palliative care simultaneously with other treatment modalities. If clinical trials are available, clinicians should start
treatment discussions with standard treatments available off trial and then move to a discussion of applicable clinical trials if the patient is interested.
4. Discussing end-of-life care
4.1. Clinicians should use an organized framework to guide the bidirectional communication about end-of-life care with patients and families.
4.2. Clinicians should initiate conversations about patients‘ end-of-life preferences early in the course of incurable illness and readdress this topic periodically
based on clinical events or patient preferences.
4.3. Clinicians should explore how a patient‘s culture, religion, or spiritual belief system affects their end-of-life decision making or care preferences.
4.4. Clinicians should recognize and respond empathically to grief and loss among patients, families, and themselves. Clinicians should refer patients and
families to psychosocial team members (eg, social workers, counselors, psychologists, psychiatrists, and clergy) when appropriate.
4.5. Clinicians should identify and suggest local resources to provide robust support to patients, families, and loved ones transitioning to end-of-life care.
5. Using communication to facilitate family involvement in care
5.1. Clinicians should suggest family and/or caregiver involvement in discussions (with patient consent) early in the course of the illness for support and
discussion about goals of care.
5.2. Determine if a formal family meeting in a hospital or outpatient setting is indicated at important junctures in care. When possible, ensure that patients, their
designated surrogates, and desired medical professionals are present.
6. Communicating effectively when there are barriers to communication
6.1. For families who do not share a common language with the clinician, use a medical interpreter rather than a family interpreter.
6.2. For patients with low health literacy, focus on the most important points, use plain language, and check frequently for understanding.
6.3. For patients with low health numeracy, use pictographs or other visual aids when available, and describe absolute risk rather than relative risk.
7. Discussing cost of care
7. Clinicians should explore whether cost of care is a concern for patients with cancer.
8. Meeting the needs of underserved populations
8.1. Enter clinical encounters with a sense of curiosity, aware that any patient and family, regardless of their background, may have beliefs, experiences,
understandings, and expectations that are different from the clinician‘s.
8.2. Avoid assumptions about sexual orientation and gender identity and use non-judgmental language when discussing sexuality and sexual behavior.
8.3. Remain aware that members of underserved or marginalized populations have an increased likelihood of having had negative past health care
experiences, including feeling disrespected, alienated, or unsafe.
9. Clinician training in communication skills
9.1. Communication skills training should be based on sound educational principles and include and emphasize skills practice and experiential learning using
role-play scenarios, direct observation of patient encounters, and other validated techniques.
9.2. For communication skills training to be most effective, it should foster practitioner self-awareness and situational awareness related to emotions, attitudes,
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and underlying beliefs that may affect communication as well as awareness of implicit biases that may affect decision making.
9.3. Facilitators of communication skills training should have sufficient training and experience to effectively model and teach the desired communication skills
and facilitate experiential learning exercises.
1.0 Evaluation of youth and adults
1.1. We advise that only trained mental health professionals (MHPs) {and/or trained physicians} who meet the following criteria should diagnose gender
dysphoria (GD)/gender incongruence in adults: (1) competence in using the Diagnostic and Statistical Manual of Mental Disorders (DSM) and/or the
International Statistical Classification of Diseases and Related Health Problems (ICD) for diagnostic purposes, (2) the ability to diagnose GD/gender
incongruence and make a distinction between GD/gender incongruence and conditions that have similar features (e.g., body dysmorphic disorder), (3) training
in diagnosing psychiatric conditions, (4) the ability to undertake or refer for appropriate treatment, (5) the ability to psychosocially assess the person‘s
understanding, mental health, and social conditions that can impact gender-affirming hormone therapy, and (6) a practice of regularly attending relevant
professional meetings.
1.2. We advise that only MHPs who meet the following criteria should diagnose GD/gender incongruence in children and adolescents: (1) training in child and
adolescent developmental psychology and psychopathology, (2) competence in using the DSM and/or the ICD for diagnostic purposes, (3) the ability to make a
distinction between GD/gender incongruence and conditions that have similar features (e.g., body dysmorphic disorder), (4) training in diagnosing psychiatric
conditions, (5) the ability to undertake or refer for appropriate treatment, (6) the ability to psychosocially assess the person‘s understanding and social
conditions that can impact gender-affirming hormone therapy, (7) a practice of regularly attending relevant professional meetings, and (8) knowledge of the
criteria for puberty blocking and gender-affirming hormone treatment in adolescents.
1.3. We advise that decisions regarding the social transition of pre-pubertal youths with GD/gender incongruence are made with the assistance of an MHP or
another experienced professional.
1.4. We recommend against puberty blocking and gender-affirming hormone treatment in pre-pubertal children with GD/gender incongruence.
1.5. We recommend that clinicians inform and counsel all individuals seeking gender-affirming medical treatment regarding options for fertility preservation
prior to initiating puberty suppression in adolescents and prior to treating with hormonal therapy of the affirmed gender in both adolescents and adults.
2.0 Treatment of adolescents
2.1. We suggest that adolescents who meet diagnostic criteria for GD/gender incongruence, fulfil criteria for treatment, and are requesting treatment should
initially undergo treatment to suppress pubertal development.
2.2. We suggest that clinicians begin pubertal hormone suppression after girls and boys first exhibit physical changes of puberty.
2.3. We recommend that, where indicated, GnRH analogues are used to suppress pubertal hormones.
2.4. In adolescents who request sex hormone treatment (given this is a partly irreversible treatment), we recommend initiating treatment using a gradually
increasing dose schedule after a multidisciplinary team of medical and MHPs has confirmed the persistence of GD/gender incongruence and sufficient mental
capacity to give informed consent, which most adolescents have by age 16 years.
2.5. We recognize that there may be compelling reasons to initiate sex hormone treatment prior to the age of 16 years in some adolescents with GD/gender
incongruence, even though there are minimal published studies of gender-affirming hormone treatments administered before age 13.5 to 14 years. As with the
care of adolescents ≥16 years of age, we recommend that an expert multidisciplinary team of medical and MHPs manage this treatment.
2.6. We suggest monitoring clinical pubertal development every 3 to 6 months and laboratory parameters every 6 to 12 months during sex hormone treatment.
3.0 Hormonal therapy for transgender adults
3.1. We recommend that clinicians confirm the diagnostic criteria of GD/gender incongruence and the criteria for the endocrine phase of gender transition
before beginning treatment.
3.2. We recommend that clinicians evaluate and address medical conditions that can be exacerbated by hormone depletion and treatment with sex hormones
of the affirmed gender before beginning treatment.
3.3. We suggest that clinicians measure hormone levels during treatment to ensure that endogenous sex steroids are suppressed and administered sex
steroids are maintained in the normal physiologic range for the affirmed gender.
3.4. We suggest that endocrinologists provide education to transgender individuals undergoing treatment about the onset and time course of physical changes
induced by sex hormone treatment.
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4.0 Adverse outcome prevention and long-term care
4.1. We suggest regular clinical evaluation for physical changes and potential adverse changes in response to sex steroid hormones and laboratory monitoring
of sex steroid hormone levels every 3 months during the first year of hormone therapy for transgender males and females and then once or twice yearly.
4.2. We suggest periodically monitoring prolactin levels in transgender females treated with estrogens.
4.3. We suggest that clinicians evaluate transgender persons treated with hormones for cardiovascular risk factors using fasting lipid profiles, diabetes
screening, and/or other diagnostic tools.
4.4. We recommend that clinicians obtain bone mineral density (BMD) measurements when risk factors for osteoporosis exist, specifically in those who stop
sex hormone therapy after gonadectomy.
4.5. We suggest that transgender females with no known increased risk of breast cancer follow breast-screening guidelines recommended for non-transgender
females.
4.6. We suggest that transgender females treated with estrogens follow individualized screening according to personal risk for prostatic disease and prostate
cancer.
4.7. We advise that clinicians determine the medical necessity of including a total hysterectomy and oophorectomy as part of gender-affirming surgery.
5.0 Surgery for sex reassignment and gender confirmation
5.1. We recommend that a patient pursue genital gender-affirming surgery only after the MHP and the clinician responsible for endocrine transition therapy
both agree that surgery is medically necessary and would benefit the patient‘s overall health and/or well-being.
5.2. We advise that clinicians approve genital gender-affirming surgery only after completion of at least 1 year of consistent and compliant hormone treatment,
unless hormone therapy is not desired or medically contraindicated.
5.3. We advise that the clinician responsible for endocrine treatment and the primary care provider ensure appropriate medical clearance of transgender
individuals for genital gender-affirming surgery and collaborate with the surgeon regarding hormone use during and after surgery.
5.4. We recommend that clinicians refer hormone-treated transgender individuals for genital surgery when: (1) the individual has had a satisfactory social role
change, (2) the individual is satisfied about the hormonal effects, and (3) the individual desires definitive surgical changes.
5.5. We suggest that clinicians delay gender-affirming genital surgery involving gonadectomy and/or hysterectomy until the patient is at least 18 years old or
legal age of majority in his or her country.
5.6. We suggest that clinicians determine the timing of breast surgery for transgender males based upon the physical and mental health status of the individual.
There is insufficient evidence to recommend a specific age requirement.
Optimizing the HIV care environment
1. Laws that criminalize the conduct of or exert punitive legal measures against MSM, transgender individuals, substance users, and sex workers are not
recommended and should be repealed where they have been enacted.
2. Laws that criminalize the conduct of PLHIV based on perceived exposure to HIV, and without any evidence of intent to do harm, are not recommended and
should be repealed where they have been enacted.
3. HIV-related restrictions on entry, stay, and residence in any country for PLHIV are not recommended and should be repealed where they have been
enacted.
4. Strategies to monitor for and eliminate stigma and discrimination based on race, ethnicity, gender, age, sexual orientation, and/or behavior in all settings, but
particularly in health care settings, using standardized measures and evidence-based approaches, are recommended.
5. Proactive steps are recommended to identify and manage clinical mental health disorders (eg, anxiety, depression, and traumatic stress) and/or mental
health issues related to HIV diagnosis, disclosure of HIV status, and/or HIV treatment.
6. Enabling PLHIV to take responsibility for their care (eg, self-management, user-driven care) is recommended.
7. Shifting and sharing HIV testing, dispensing of ART, and other appropriate tasks among professional and paraprofessional health worker cadres is
recommended.
7a. Use of lay health workers to provide pre-test education and testing and to enhance PLHIV engagement in HIV care is recommended.
7b. Task shifting/sharing from physicians to appropriately trained health care providers, including nurses and associate clinicians, is recommended for ART
initiation and maintenance.
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8. Community engagement in every step across the HIV care continuum is recommended.
Increasing HIV testing coverage and linkage to care
9. Routinely offering opt-out HIV testing to all individuals who present at health facilities is recommended.
10. Community-based HIV testing is recommended to reach those who are less likely to attend facility-based HIV testing.
11. Confidential, voluntary HIV testing in large workplace and institutional settings (military, police, mining/trucking companies, and educational venues) should
be considered. (B III) 12. HIV self-testing is recommended with the provision of guidance about the proper method for administering the test and direction on
what to do once the results have been obtained.
13. Use of epidemiological data and network analyses to identify individuals at risk of HIV infection for HIV testing is recommended.
14. The offer of HIV testing to partners of newly diagnosed individuals is recommended.
15. Immediate referral to HIV care is recommended following an HIV-positive diagnosis to improve linkage to ART.
16. For high-risk individuals who test HIV negative, offering PrEP is recommended in addition to the provision of free condoms, education about risk reduction
strategies, PEP, and voluntary medical male circumcision.
17. Use of case managers and patient navigators to increase linkage to care is recommended.
Increasing HIV treatment coverage
18. The immediate offer of ART after HIV diagnosis, irrespective of CD4 count or clinical stage, is recommended.
19. First-line ARV regimens with the highest levels of efficacy, lowest adverse event profiles, and delivered in QD fixed-dose combinations are recommended.
20. Viral load testing at least every 6 months is recommended as the preferred tool for monitoring ART response.
21. HIV drug resistance testing is recommended at entry into care or prior to ART initiation and when virologic failure is confirmed.
21a. Where routine access to HIV drug resistance testing is restricted, population-based surveillance is recommended.
22. Community-located ART distribution is recommended.
22a. The use of community-based pharmacies should be considered.
Increasing retention in care, ART adherence, and viral suppression
23. Systematic monitoring of retention in HIV care is recommended for all patients.
23a. Retention in HIV care should be considered as a quality indicator.
23b. Measuring retention in HIV care using electronic health record and other health system data is recommended.
23c. Use of clinic databases/surveillance systems for HIV clinical monitoring and population-level tracking is recommended.
24. Routine ART adherence monitoring is recommended in all patients.
24a. Viral suppression is recommended as the primary adherence monitoring metric.
24b. Routine collection of self-reported adherence data from patients is recommended.
24c. Pharmacy refill data are recommended for adherence monitoring.
25. Information and communication technologies aimed at supporting patient self-care are recommended.
25a. Mobile health technology using weekly interactive components (eg, 2-way SMS) is recommended.
25b. Alarm devices are recommended as reminders for PLHIV with memory impairment.
26. Patient education about and offering support for medication adherence and keeping clinic appointments are recommended.
26a. Pillbox organizers are recommended, particularly for HIV-infected adults with lifestyle-related barriers to adherence.
27. Neither directly administered nor directly observed ART is recommended for routine clinical care settings.
27a.DirectlyadministeredARTis recommended for people who inject drugs and released prisoners at high risk of ARTnon adherence.
28. Proactive engagement and reengagement of patients who miss clinic appointments and/or are lost to follow-up, including intensive outreach for those not
engaged in care within 1 month of a new HIV diagnosis, is recommended.
28a. Case management to retain PLHIV in care and to locate and reengage patients lost to follow-up is recommended. (B II) 28b. Transportation support for
PLHIV to attend their clinic visits is recommended.
Adolescents
29. Removing adult-assisted consent to HIV testing and counseling is recommended for minor adolescents with the capacity to consent. (B II) 30. Adolescent28
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centered services are recommended in both clinical and community-based settings.
31. Informing an adolescent of his/her HIV-positive diagnosis is recommended as soon after diagnosis as feasible. (B II) 32. A transition plan between pediatric
and adult HIV care is recommended.
Metrics for and monitoring of the HIV care continuum
33. A standardized method should be used to estimate the total number of PLHIV (diagnosed and undiagnosed) within a geographic setting.
34. The estimated number of PLHIV in the geographic setting should be the overall denominator for the HIV care continuum.
35. Collection of a minimum set of 5 data elements should be considered to populate the HIV care continuum. Estimated number of PLHIV; Number and
proportion of PLHIV who are diagnosed as having HIV; Number and proportion of PLHIV who are linked to care (optional); Number and proportion of PLHIV on
ART; Number and proportion of PLHIV on ART who are virally suppressed
36. Where possible, jurisdictions should consider longitudinal cohort measurement of HIV service utilization and treatment outcomes to identify the means to
maximize viral suppression through ensuring early access to ART and retention in care.
Recommendation for Penile Fracture
Imaging (cavernosography, US, or MRI) can be used for localization of the injury, while retrograde urethrogram (pre-/perioperative) can be performed if there is
a suspicion of a urethral injury. The ultimate decision for surgery is based on clinical findings and once diagnosed, there is no indication for conservative
management.
Recommendation for Skin Loss Injuries
There is evidence to support surgical replacement of shaft skin with either split, mesh, or full thickness skin.
Recommendation for Penile Amputation
Critical warm and cold ischemia time is unknown. Surgical reattachment is therefore a clinical decision and is best performed by an experienced microsurgeon.
Psychological evaluation should be offered to patients who self-mutilate. If re-implantation fails or is impossible, patients should be referred for phalloplasty at
an appropriate time interval.
Definition of Gender Identity Disorder/ Transexualism
The desire for at least 2 years, to live and be accepted as a member of the opposite sex, usually accompanied by the wish to make his or her body as
congruent as possible with the preferred sex through surgery and hormone therapy.
Male-to-Female Genital Surgery
Bilateral orchiectomy, amputation of the corpora cavernosa, creation of a neovaginal cavity that is lined by hairless skin, the formation of a sensate neoclitoris,
and an aesthetic vulval appearance are the aims of genital surgery. The outcome may be achieved in one or two stages with satisfaction rates of 80%
expected.
Female-to-Male Genital Surgery
Breast reduction, oophorectomy, hysterectomy, and vaginectomy should be offered to all patients. There are many phalloplasty techniques involving local or
free flaps and mircrosurgery. Patients should be warned that multiple stages are often needed with high urethral and prosthetic complication rates. However, a
universal satisfaction rate of 80% should be expected. Metoidioplasty can be offered to those who wish to stand to void but do not want sexual intercourse.
Penile Augmentation – Indications
A stretched penile length of <7cm should be considered as a micropenis with many surgical techniques being recommended. The indications for augmentation
in men with a normal-sized penis cannot be drawn from the literature
Penile Augmentation – Surgical Techniques
There are many lengthening techniques described with variable success rates. The complications may be significant. Stretching devices may be an alternative
treatment option. All operative methods of girth enhancement have no proven efficacy outcome data. Liquid silicone injection should be discouraged.
Psychological assessment should proceed any surgical approach
Emergency intakes:
If the adolescent presents in a state of emergency, as some gender dysphoria (GD) referrals do, then as in any assessment, the first priority is risk
reduction/safety. Hospitalization may be necessary in extreme cases to prevent self-harm/mutilation, though psychiatric hospital units are often not equipped to
work with gender dysphoric adolescents with autism spectrum disorders (ASD), and so outside consultation to the unit may be necessary. Ultimately, engaging
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a therapist with training (or consultation support) in both ASD and gender nonconformity/GD may be a critical step; helping a patient understand that relief is
coming and that their gender-needs will be addressed may reduce safety risks, and support further assessment.
ASD assessment:
When an ASD diagnosis is suspected, it is important for an autism specialist to confirm the diagnosis, if a diagnosis has not been established. Whenever
possible, a neuropsychological/autism evaluation should be conducted to evaluate the impact of ASD on an adolescent‘s ability to understand and report GD
symptoms as well as engage in therapy/treatments. Evaluations should include assessment of general cognitive skills, executive function skills (impulse
control, flexibility, planning, future thinking), communication skills, emotional functioning, self-awareness/social cognition, and capacity for self-advocacy.
Knowledge of the young person‘s capacities will inform the GD diagnosis process (i.e., how to best obtain clinical/diagnostic information and understand that
information), as well as deciding on clinical treatment options (i.e., the ability to understand treatments, comply with treatments, consider a range of gender
possibilities vs. concrete/black-and-white thinking).
Gender-related assessment:
When gender issues are reported/suspected in an adolescent with ASD, a structured interview should be used to assess for gender dysphoria, including
dysphoria over time, intensity of dysphoria, and its pervasiveness. Whenever possible, it is important to obtain additional report from other sources (e.g.,
parents), as communication, self-awareness, and self-advocacy skills may be vulnerable in adolescents with ASD. It is difficult to separate the assessment and
treatment of many of these individuals, because assessment continues throughout the treatment process as the person may develop increased understanding
of themselves and increased ability to express their wants and needs. Therefore, gender-related diagnostics may take more time. For some individuals,
however, GD diagnosis is immediately clear, such as when the dysphoria has been present for an extended period, the young person is already presenting as
a different gender, or when the level of urgency about gender transition is extreme.
Treatment checklist (psychosocial and medical).
Establish appropriate clinical team, ideally a clinician trained in both autism spectrum disorders (ASD) and gender nonconformity/ gender dysphoria
(GNC/GD), or clinicians collaborating from each specialty.
Address and assess intensity of gender feelings/urgency throughout the treatment process, as assessment often continues during treatment, informing and
shaping the goals of the treatment. Key clinical questions:
a. Is the GD clear, urgent, pervasive, and persistent over time (i.e., meeting full diagnostic criteria for GD)? If yes, consultation with medical transition
services may be indicated (see ―If medical transition is indicated‖ below).
b. Does the GD increase or decrease with intervention (e.g., as adolescent develops increased social/self-awareness, executive function flexibility and big
picture thinking skills, communication/self-advocacy skills)?
Provide psycho-education about and explore the possibility of a range of gender outcomes (e.g., gender spectrum, incorporating aspects of a different gender
without full gender transition, etc.) This may require specific approaches targeting ASD related deficits in cognitive flexibility (i.e., reducing all or nothing/black
and white thinking).
Provide structure, as necessary, for gender exploration, supporting the adolescent‘s ability to explore gender transition, including clothing, name, pronouns,
etc. Parents may need to assume a central role in helping facilitate an individual‘s exploration of their gender when ASD-related weaknesses in daily living
skills, planning and self-advocacy interfere with that exploration. Such family support may include reminding a young person of their gender exploration therapy
goals during the week, helping a young person to obtain appropriate clothing to try on, and so forth.
Over the course of treatment, assess for signs that the adolescent‘s experience of GNC/GD is caused by comorbidities or symptoms of ASD (e.g., ASD
preoccupations, misinterpreting sexual orientation for gender, etc.) If it becomes clear that a wish to transition is caused by a comorbidity or symptoms of ASD,
explore alternative solutions to gender transition.
If medical transition is indicated during the process, ensure that a pediatric endocrinologist (or similar medical specialist) trained in GD is engaged in the
treatment to discuss risks/benefits of pubertal blockade and/or cross sex hormones. The endocrinologist/medical specialist and other treatment providers (e.g.,
autism specialist) should collaborate around diagnostics and treatments. If medical treatments begin, provide concrete psycho-education about treatment side
effects, risks and benefits and ensure that these issues are understood by the adolescent with concurrent GD and ASD.
Consider the accessibility and appropriateness of adjunct gender and/or ASD-related supports/services. Provide support, coaching, and vetting as needed. For
example, an LGBT youth group leader may require some coaching in how to welcome and engage a person with ASD, and an autism skills group provider may
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require support in how to work with a GD/gender nonconforming adolescent.
1.We advise that HCPs when working with trans people recognize the diversity of genders, including male, female, and nonbinary individuals.
2. We advise that HCPs when working with trans people openly ask for the individual gender experience of the person seeking treatment, including which
pronouns and name they like to be addressed with, and recognize this may change in the future.
3. We advise that HCPs when working with trans people critically reflect upon discriminatory factors influencing both access to and outcomes of gender-related
health-care services and make the necessary changes to accommodate all trans individuals.
4. We advise that HCPs when working with trans people should critically reflect on their own possible prejudices, ethics, and power positions.
5. We advise that HCPs when working with adult trans people should explain the result of the clinical assessment with the aim of a shared understanding and
shared responsibility.
6. We advise that HCPs assessing gender diverse children and adolescents support the exploration and expression of the youth‘s experienced gender and
help to reduce experienced barriers for those seeking care.
7. We advise that HCPs assessing gender diverse children and adolescents take a developmental approach that includes that gender-related developmental
pathways may be more open to change in prepubescent gender diverse children than in pubescent gender diverse adolescents and adults.
8. We advise that HCPs assessing gender diverse children and adolescents assess resilience and vulnerabilities and treat (or refer for treatment) possible
mental health problems.
9. We advise that HCPs assessing gender diverse children and adolescents support parents and/or legal guardian and school and other important social
networks (when possible) to provide a safe and accepting home and school environment.
10. For prepubescent gender diverse children who desire to live in a role consistent with their experienced gender identity, we advise the HCPs advise that
parents and the social environment consider social transitioning of the child after discussing the pros and the cons and while providing continuous
psychological support.
11. For pubertal gender diverse adolescents, we advise that HCPs inform and explore all nonmedical and medical options, including the effect that GAMIs
(puberty blockers, hormones as well as surgical) may have on sexuality and fertility and if indicated, facilitate GAMIs.
12. In countries requiring an assessment process including a clinical diagnosis to access GAMI, we advise that HCPs assessing trans adolescents for GAMI
have the expertise in reaching the required diagnosis for their health service
13. We advise that HCPs working with trans people should inform trans adults seeking GAMI of its effect and assess the capacity of the individual to reach an
informed consent regarding GAMI.
14. We advise that, in view of the strong evidence regarding the high levels of mental health problems in adults presenting at trans health services, particularly
in those not on hormone treatment, HCPs whose role is informing and assessing the capacity to consent for GAMI in trans people wishing these interventions
should have expertise in mental health to be able to identify those requiring further support from mental health professionals to allow for the best possible
outcome of GAMI.
15. We advise that HCPs whose role is informing and assessing the capacity to consent for GAMI in trans people wishing these interventions should explore
resilience and social support, in view of its association with health-related quality of life and psychological well-being.
16. We advise that HCPs whose role is informing and assessing the capacity to consent for GAMI in trans people wishing these interventions should inform
clients about the effect that GAMIs (hormones and surgical) may have on sexual health and fertility. 17. In countries requiring an assessment process including
a clinical diagnosis to access GAMI, we advise that HCPs assessing trans adults for GAMI have the expertise in reaching the required diagnosis for their health
service.
18. We advise initiating pubertal hormone suppression in trans adolescents, when gender incongruence or nonconformity is assessed, interfering psychosocial
difficulties are addressed if possible, and after they show their first pubertal changes (Tanner stage G2) and when they have sufficient capacity to give informed
consent.
19. We advise in adolescents desiring masculinizing hormone treatment, when they have sufficient capacity to give informed consent, puberty induction with
testosterone, often using a gradually increasing dose schedule.
20. We advise that before initiation of gonadotropin-releasing hormone analogs (GnRHa) or progestogen and/or testosterone, the hormone-prescribing
physician should screen for conditions that may worsen with the start of treatment.
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21. If masculinization is desired, we advise testosterone therapy with monitoring of serum sex steroid levels and signs of virilization.
22. We advise the hormone-prescribing physician discusses the effects and possible adverse health effects of GnRHa, progestogen, and/or testosterone
treatment, including fertility preservation options, based on the person‘s goals before any hormonal intervention.
23. We advise informing trans subjects on the expected changes upon GnRHa, progestogen, and/or testosterone initiation on its effect on body satisfaction
and on sexual function (desire and activity) and considering the role that factors such as relationship status and possible surgical interventions will play.
24. We advise initiating pubertal hormone suppression in trans adolescents, when gender incongruence or nonconformity is assessed, interfering psychosocial
difficulties are addressed if possible, and after they show their first pubertal changes (Tanner stage G2) and when they have sufficient capacity to give informed
consent.
25. We advise in adolescents desiring feminizing hormone treatment, when they have sufficient capacity to give informed consent, puberty induction with
17beta-estradiol, often using a gradually increasing dose schedule.
26. We advise that before initiation of GnRHa or antiandrogen and/or estrogen treatment, the hormone-prescribing physician needs to screen for conditions
that may worsen with the start of treatment.
27. If feminization is desired, we advise estrogens and/or antiandrogen therapy with monitoring of serum sex steroid levels and signs of feminization.
28. We advise the hormone-prescribing physician discusses the effects and possible adverse health effects of GnRHa, antiandrogen, and/or estrogen
treatment, including fertility preservation options and consequences for genital surgery, based on the person‘s goals before any hormonal intervention.
29. We advise informing trans clients on the expected changes upon GnRHa, estrogen, and/or anti-androgen initiation and its effect on body satisfaction,
sexual desire and activity and considering the role factors such as relationship status and possible surgical interventions can play
30. We advise HCPs should be aware of potential sexual problems during all surgical phases of treatment.
31. We advise that regardless of surgical pathways, HCPs should be aware of diversity in sexual practices in trans people.
32. We advise that surgeons performing GAS collaborate with sexologists with knowledge and experience with trans people, if available.
Recommendations on human rights and non-discrimination in health-care settings
1. Legislators and other government authorities should establish antidiscrimination and protective laws, derived from international human rights standards, in
order to eliminate discrimination and violence faced by MSM and transgender people, and reduce their vulnerability to infection with HIV, and the impacts of
HIV and AIDS.
2. Health services should be made inclusive of MSM and transgender people, based on the principles of medical ethics and the right to health.
Recommendations on HIV prevention, care and treatment
Prevention of sexual transmission
3. Using condoms consistently during anal intercourse is strongly recommended for MSM and transgender people over not using condoms.
4. Using condoms consistently is strongly recommended over serosorting for HIV-negative MSM and transgender people. Serosorting is suggested over not
using condoms by HIV-negative MSM and transgender people under specific circumstances as a harm reduction strategy.
5. Not offering adult male circumcision to MSM and transgender people for the prevention of HIV and STI is suggested over offering it
6. Offering HIV testing and counselling to MSM and transgender people is strongly recommended over not offering this intervention
7. Offering community-based HIV testing and counselling linked to care and treatment to MSM and transgender people is strongly recommended over not
offering such programmes
Behavioural interventions, information, education, communication
8. Implementing individual-level behavioural interventions for the prevention of HIV and STIs among MSM and transgender people is suggested over not
implementing such interventions.
9. Implementing community-level behavioural interventions for the prevention of HIV and STIs among MSM and transgender people is suggested over not
implementing such interventions.
10. Offering targeted internet-based information to decrease risky sexual behaviours and increase uptake of HIV testing and counselling among MSM and
transgender people is suggested over not offering such information.
11. Using social marketing strategies to increase the uptake of HIV/STI testing and counselling and HIV services among MSM and transgender people is
suggested over not using such strategies.
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12. Implementing sex venue-based outreach strategies to decrease risky sexual behaviour and increase uptake of HIV testing and counselling among MSM
and transgender people is suggested over not implementing such strategies.
Substance use and prevention of bloodborne infections
13. MSM and transgender people with harmful alcohol or other substance use should have access to evidence-based brief psychosocial interventions involving
assessment, specific feedback and advice.
14. MSM and transgender people who inject drugs should have access to needle and syringe programmes and opioid substitution therapy.
15. Transgender people who inject substances for gender enhancement should use sterile injecting equipment and practise safe injecting behaviours to reduce
the risk of infection with bloodborne pathogens such as HIV, hepatitis B and hepatitis C.
HIV care and treatment.
16. MSM and transgender people living with HIV should have the same access to ART as other populations. ART should be initiated at CD4 counts of ≤350
cells/mm3 (and for those in WHO clinical stage 3 or 4 if CD4 testing is not available). Access should also include management of opportunistic infections, comorbidities and treatment failure.
17. MSM and transgender people living with HIV should have access to essential interventions to prevent illness and HIV transmission including, but not limited
to, care and support and antiretroviral therapy.
Recommendations on prevention and care of other sexually transmitted infections
18. MSM and transgender people with symptomatic STIs should seek and be offered syndromic management and treatment.
19. Offering periodic testing for asymptomatic urethral and rectal N. gonorrhoeae and C. trachomatis infections using NAAT is suggested over not offering such
testing for MSM and transgender people. Not offering periodic testing for asymptomatic urethral and rectal N. gonorrhoeae infections using culture is suggested
over offering such testing for MSM and transgender people.
20. Offering periodic serological testing for asymptomatic syphilis infection to MSM and transgender people is strongly recommended over not offering such
screening
21. MSM and transgender people should be included in catch-up HBV immunization strategies in settings where infant immunization has not reached full
coverage
1: In countries where HIV transmission occurs among serodiscordant couples, where discordant couples can be identified and where additional HIV prevention
choices for them are needed, daily oral PrEP (specifically tenofovir or the combination of tenofovir and emtricitabine) may be considered as a possible
additional intervention for the uninfected partner.
2: In countries where HIV transmission occurs among men and transgender women who have sex with men and additional HIV prevention choices for them are
needed, daily oral PrEP (specifically the combination of tenofovir and emtricitabine) may be considered as a possible additional intervention.
HIV prevention
1 The correct and consistent use of condoms with condom-compatible lubricants is recommended for all key populations to prevent sexual transmission of HIV
and sexually transmitted infections (STIs).
2 Oral pre-exposure prophylaxis (PrEP) containing tenofovir disproxil fumerate (TDF) should be offered as an additional prevention choice for key populations
at substantial risk of HIV infection as part of combination HIV prevention approaches.
3 Post-exposure prophylaxis (PEP) should be available to all eligible people from key populations on a voluntary basis after possible exposure to HIV.
4 Voluntary medical male circumcision (VMMC) is recommended as an additional important strategy for the prevention of heterosexually acquired HIV infection
in men, particularly in settings with hyperendemic and generalized HIV epidemics and low prevalence of male circumcision.
Harm reduction
5 All people from key populations who inject drugs should have access to sterile injecting equipment through needle and syringe programmes.
6 All people from key populations who are dependent on opioids should be offered and have access to opioid substitution therapy in keeping with WHO
guidance.
7 All people from key populations with harmful alcohol or other substance use should have access to evidence-based interventions, including brief
psychosocial interventions involving assessment, speciﬁc feedback and advice.
8 People likely to witness an opioid overdose should have access to naloxone and be instructed in its use for emergency management of suspected opioid
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overdose.
HIV testing and counselling (HTC)
9 Voluntary HTC should be routinely offered to all key populations both in the community and in clinical settings. Community-based HIV testing and counselling
for key populations, linked to prevention, care and treatment services, is recommended, in addition to provider-initiated testing and counselling.
HIV treatment and care
10 Key populations living with HIV should have the same access to antiretroviral therapy (ART) and to ART management as other populations.
11 All pregnant women from key populations should have the same access to services for prevention of mother-to-child transmission of HIV (PMTCT) and
follow the same recommendations as women in other populations.
Prevention and management of coinfections and co-morbidities
12 Key populations should have the same access to tuberculosis prevention, screening and treatment services as other populations at risk of or living with HIV.
13 Key populations should have the same access to hepatitis B and C prevention, screening and treatment services as other populations at risk of or living with
HIV.
14 Routine screening and management of mental health disorders (depression and psychosocial stress) should be provided for people from key populations
living with HIV in order to optimize health outcomes and improve their adherence to ART. Management can range from co-counselling for HIV and depression
to appropriate medical therapies.
Sexual and reproductive health
15 Screening, diagnosis and treatment of sexually transmitted infections should be offered routinely as part of comprehensive HIV prevention and care for key
populations.
16 People from key populations, including those living with HIV, should be able to experience full, pleasurable sex lives and have access to a range of
reproductive options.
17 Abortion laws and services should protect the health and human rights of all women, including those from key populations.
18 It is important to offer cervical cancer screening to all women from key populations, as indicated in the WHO 2013 cervical cancer screening guidelines.
19 It is important that all women from key populations have the same support and access to services related to conception and pregnancy care, as indicated by
WHO guidelines, as women from other populations.
Critical enablers
1 Laws, policies and practices should be reviewed and revised where necessary, and countries should work towards decriminalization of behaviours such as
drug use/injecting, sex work, same-sex activity and non-conforming gender identity and toward elimination of the unjust application of civil law and regulations
against people who use/inject drugs, sex workers, men who have sex with men and transgender people.
2 Countries should work towards implementing and enforcing antidiscrimination and protective laws, derived from human rights standards, to eliminate stigma,
discrimination and violence against people from key populations.
3 Health services should be made available, accessible and acceptable to key populations, based on the principles of medical ethics, avoidance of stigma,
non-discrimination and the right to health.
4 Programmes should work toward implementing a package of interventions to enhance community empowerment among key populations.
5 Violence against people from key populations should be prevented and addressed in partnership with key population led organizations. All violence against
people from key populations should be monitored and reported, and redress mechanisms should be established to provide justice
Key: {text}, appeared in corrected version; AIDS acquired immune deficiency syndrome; ART, antiretroviral therapy; CD4, T-cell; ECDC, European Centre for Disease Prevention and
Control; FtM, female to male; GAMI, gender affirming medical intervention; GAS, gender affirming surgery; HBV, hepatitis B virus; HCV, hepatitis C virus; HCP, health care
professional; HIV, human immunodeficiency virus, MSM, men who have sex with men; MtF, male to female; PWID people who inject drugs; STI, sexually transmitted infection; WHO,
World Health Organization.
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