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Disclaimer

The recommendations in this guideline represent the view of NICE, arrived at after careful
consideration of the evidence available. When exercising their judgement, professionals are
expected to take this guideline fully into account, alongside the individual needs, preferences
and values of their patients or service users. The recommendations in this guideline are not
mandatory and the guideline does not override the responsibility of healthcare professionals
to make decisions appropriate to the circumstances of the individual patient, in consultation
with the patient and/or their carer or guardian.

Local commissioners and/or providers have a responsibility to enable the guideline to be
applied when individual health professionals and their patients or service users wish to use it.
They should do so in the context of local and national priorities for funding and developing
services, and in light of their duties to have due regard to the need to eliminate unlawful
discrimination, to advance equality of opportunity and to reduce health inequalities. Nothing
in this guideline should be interpreted in a way that would be inconsistent with compliance
with those duties.

NICE guidelines cover health and care in England. Decisions on how they apply in other UK
countries are made by ministers in the Welsh Government, Scottish Government, and
Northern Ireland Executive. All NICE guidance is subject to regular review and may be
updated or withdrawn.
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1 Reducing the acquisition and
transmission of STls in high risk groups

1.1 Review question

What interventions designed to reduce the acquisition and transmission of STls, including
HIV, are effective and cost effective at preventing STls in:

o 0 O O O O ©O

Gay, bisexual and other men who have sex with men (MSM)?
Young people age 16 to 24 years

People from a Black African or Caribbean family background
Trans people

Migrant communities

People who are homeless

Asylum seekers

This review is supported by a qualitative review question and a mixed methods synthesis of
the quantitative and qualitative evidence, which are presented in evidence review B.

1.1.1 Introduction

STl incidence increased by 5% from 2018 to 2019. Preventive interventions designed to
prevent STl acquisition in uninfected people or prevent transmission from infected to
uninfected people may be effective in reducing the spread of STls in the specified risk

groups.

1.1.2 Summary of the protocol

Table 1: PICO inclusion criteria

Eligibility criteria
Population

Interventions

Content

Gay, bisexual and other men who have sex with men, young people aged 16
to 24 years, people from a Black African or Caribbean family background,
trans people, migrant communities, asylum seekers, homeless people.

Specific consideration will also be given to subgroup analysis within these
populations and people from the groups identified in the equality impact
assessment (EIA) (older adults and people with low socioeconomic status).

Interventions with the primary aim of reducing or preventing STI acquisition
or transmission in each of the risk groups identified.

Interventions will largely seek to promote the uptake of specific preventative
behaviours or to reduce risk behaviours but may also include efforts to
improve knowledge or change attitudes and beliefs. Main intervention
approaches may include:

e Behaviour change approaches (such as goal setting, comparison of
outcomes, self-belief, skills building with feedback).

e Informational, educational or knowledge-based approaches (raising
awareness, providing information and facts about STls, routes and rates
of transmission, risk and protective factors). May also include skills-
based information provision (e.g. training in how to use a condom) and
testing-focused approaches that are primarily designed to promote,

@ Throughout this review, the term men who have sex with men (MSM) is used to refer to gay, bisexual and other
men who have sex with men
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Eligibility criteria

Comparator

Outcomes

Content
encourage and normalise testing through information provision. May also
include normalising condom use.

o Relationship focused approaches (such as promoting healthy sexual
relationships, negotiating condom use, increasing assertiveness,
understanding power and control within relationships, pleasure-based
approaches)

o Peer-to-peer approaches. These interventions involve the teaching or
sharing of information, values, and behaviours by members of similar
age or status group. They are often delivered in community settings and
can involve peer supporters who are influential in their networks
delivering sexual health advice, information or education to their peer

group.
e One-to-one approaches including risk reduction counselling.

Single or multi-component interventions that include at least one of the listed
approaches will be considered.

All listed interventions may differ with respect to:

Delivery format: (for example, passive or active approaches, remote or in-
person approaches, workshops, demonstrations, interactive sessions,
traditional media (e.g. posters, leaflets), broadcasting media (e.g. radio and
TV), eHealth interventions

Delivery location: (e.g. sexual health clinics; GP waiting rooms; gay bars and
clubs; sex on premise venues such as saunas; universities and further
education colleges, public settings such as posters on public transport)

No intervention

Usual care

Comparator as defined by the paper
Primary outcomes

e Condom use (including correct use, use at last sexual encounter,
proportion of sex acts protected by condoms, frequency and/or
consistency of use)

¢ Incidence of STls
e Changes in sexual health knowledge or attitudes, measured as:

- STl knowledge such as the prevalence, transmission route, health
implications, treatment options for that condition

- STl testing knowledge such as where to get tested, what testing
involves

Secondary outcomes

o Safety or adverse effects

e Engagement with the intervention
o Unintended consequences

e Sexual wellbeing such as, but not limited to, sustainability of healthy
relationships, self-efficacy, consent, empowerment, control in
relationships

6
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1 1.1.3 Methods and process
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This evidence review was developed using the methods and process described in
Developing NICE guidelines: the manual. Methods specific to this review question are
described in the review protocol in Appendix A and the methods document.

Selecting evidence for included populations

When identifying evidence for young people aged 16-24 years, studies that reported an age
range overlapping 16-24 years were included if a) the range did not extend below 12 years or
above 29 years and b) the mean age for that study sample fell within 16-24 years. The same
rules relating to sample age applied when identifying evidence for the combined subgroups
(i.e. young MSM; young people from a Black African or Caribbean family background; young
men from a Black African or Caribbean family background who have sex with men). When
identifying evidence for people from a Black African or Caribbean family background, studies
that reported a sample comprising less than 80% Black African or Caribbean participants
were excluded.

Declarations of interest

Declarations of interest were recorded according to NICE’s conflicts of interest policy.

1.1.4 Identification of public health evidence

Evidence reviews A and B were carried out using two separate literature searches (Appendix
B): one search identified quantitative and qualitative effectiveness evidence for people who
are homeless, asylum seekers and migrants, and one search identified quantitative and
qualitative effectiveness evidence for young people, trans people, people from a Black
African or Caribbean family background, and MSM. The population groups were separated
into two searches to make searching, sifting and screening more manageable due to the high
number of search results.

For the first search, 1364 references were identified. Titles and abstracts were checked for
relevance against the protocols and 84 papers were ordered for full-text screening. Of these,
4 RCTs met the inclusion criteria for the effectiveness review and no qualitative evidence
was identified. 80 studies were excluded.

For the second search, 20,098 references were identified. Titles and abstracts were checked
for relevance against the protocols and 387 papers were ordered for full-text screening. Of
these, 44 RCTs published in 45 papers met the inclusion criteria for the effectiveness review
and 13 studies met the inclusion criteria for the qualitative review. 329 studies were
excluded.

Combining the two searches resulted in a total of 48 included RCTs for the effectiveness
review and 13 included qualitative studies for the qualitative review. This review chapter
contains the results for the quantitative evidence only; the committee discussion of the
quantitative evidence is provided in evidence review B, which also contains the qualitative
evidence review, a mixed methods synthesis, and committee discussion of the quantitative
and qualitative evidence.

Included effectiveness studies

Of the 48 RCTs included in the effectiveness review, 3 studies were of people from migrant
communities, 1 study was of people who are homeless, 5 were studies of young people aged
16-24 years, 2 were studies of trans people, 13 were studies of gay, bisexual and other men
who have sex with men (MSM), and 3 studies were of people from a Black African or
Caribbean family background. There were also 7 studies of young people from a Black
African or Caribbean family background, 2 studies of young MSM, 9 studies of MSM from a

-
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Black African or Caribbean family background, 2 studies of young MSM from a Black African

or Caribbean family background, and one study of MSM and transwomen of mixed immigrant
status. There were no studies of asylum seekers. See Table 3 for a summary of studies. See
Table 4 for a summary of intervention characteristics.

Excluded studies

The full list of excluded studies and reasons for exclusion are in Appendix J. These are
presented separately for the two searches.

8
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1 1.1.5 Summary of studies included in the effectiveness evidence

Table 3: Summary of effectiveness studies included in the evidence review

Migrants (n = 3)

Areas in Miami,
USA with a
high proportion
RCT of Hispanic
immigrants

Peragallo
2012

Community
settings

Peragallo- Miami, USA
Montano

2019 Participants

were recruited
RCT from the Miami
Refugee
Centre, the
Florida
Department of
Health, and
public locations
in Miami.
Assessment
and
intervention
sessions were
conducted in a

Hispanic women
aged 18-50 years

Participants were
born in Columbia,
Cuba, Peru, and the
Dominican
Republic. Only 8%
were born in the US

548 participants

Hispanic migrant
women aged 18-50
years

Participants were
born in Cuba,
Nicaragua,
Columbia and other
countries in Central
and South America.
Only 4.4% were
born in the US.

320 participants

SEPA (Salud/Health, Waitlist control
Educacion/Education,
Prevencion/Prevention,
Autocuidado/Self-care):

a culturally-specific

community-based

group HIV risk

reduction intervention

for Hispanic women

HIV testing and HIV testing and
counselling plus SEPA  counselling only
(Salud/Health,

Educacion/Education,
Prevencion/Prevention,

Autocuidado/Self-care):
a culturally-specific
community-based
group HIV risk
reduction intervention
for Hispanic women

9

Any condom use in 3 months

prior 3 months 6 months
12 months

Intention to use a

condom

Chlamydia incidence

HIV knowledge

Proportion of condom- 6 months

protected sex events 12 months

Any condom use in
prior 30 days

Number of condomless
sex events

Self-efficacy for
condom use

HIV knowledge
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private room at
the University

of Miami
Hospital.

Sanchez Florida, USA

2013 workers 18 years of
Offices of the

RCT Farmworker

Association of 290 participants

Florida, an
organisation
that works with
low-income
immigrant
communities

People who are homeless (n = 1)
Tucker 2017  Los Angeles,

Crossover

RCT Drop-in centres
for homeless
youth

200 participants

Latino migrant

age or older

Homeless young
USA adults aged 18-25
years

73% male

Culturally Adapted
Stage-Enhanced
Motivational
Interviewing (A-SEMI)
condition. Enhances
existing cognitive
behavioural risk
reduction approaches
by integrating key
contextual components
from effective HIV
prevention
interventions (i.e., peer
counselling) linked to
maintenance of risk
reduction effects.

AWARE, a brief group-
based motivational
interviewing
intervention addressing
sexual risk behaviour
and drug and alcohol
use, as well as
addressing the
connection between
the two. All intervention
participants also had
access to usual care at
the drop-in centre.

10

Health

Promotion condition
(HPC) targeted
specific health issues
of special relevance
to Latino migrant
workers (LMWs),
including general
health strategies such
as hygiene and living
in crowded
conditions, first aid,
and skin problems

Usual care at the
drop-in centre which
includes access to all
basic services (food,
hygiene), case
management, and
any other support
programs available.

3 months
9 months

Self-reported
consistent condom
use.

HIV prevention
knowledge

Perceived barriers to
condom use.

Condom use self-
efficacy

Proportion of 3 months
unprotected sexual

events

Condom use self-
efficacy

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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Young people 16-24 years (n = 5)

Calderon
2013

RCT

Champion
2012

RCT

Giminez-
Garcia 2018

RCT

Miller 2021

RCT

New York, USA

Emergency
Department

USA

Community
based clinic

Valencia, Spain

University
meeting rooms

Midwestern US

Paediatric
emergency
department of a

Young people aged
15-21 years

203 participants

Adolescent women
aged 14-18 years
with a history of
STls and physical or
sexual abuse

Sample was
African-American
(16.4%) or Mexican-
American (83.6%)?

409 participants
Young people aged
18-25 years

225 participants

Sexually active
adolescents aged
14-19 years

91 participants

Educational video on
HIV prevention
intervention delivered
in ED after HIV testing
whilst waiting for test
results

ProjectIMAGE,
culturally informed,
cognitive behavioural
intervention for sexual
risk reduction
comprising workshops,
group support sessions
and individual
counselling.

Peer facilitator
delivered HIV
prevention intervention
based on Information
Motivation Behavioural
Skills (IMB) model

A brief motivational
interviewing
intervention delivered
by health educators in
paediatric EDs.
Included condom use

11

In-person HIV
counselling with HCP
(standard care)

Waitlist control®

Expert facilitator
delivered HIV
prevention
intervention based on
Information
Motivation
Behavioural Skills
(IMB) model

Printed materials
which included a
brochure on safer sex
practices and a list of
local resources for

Condom use self-
efficacy

STl incidence

HIV knowledge

Condom use for
vaginal sex

Condom use for anal
sex

Condom use at last sex

Condom use intention

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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Morrison-
Beedy 2013

RCT

children’s
hospital

New York, US

Youth
development
centres,
adolescent
health services
and school-
based centres

Trans people (n = 2)

Garofalo
2018

RCT

Sevelius
2019

RCT

Boston and
Chicago, USA

Community-
based locations

California, USA

Community-
based venues

Females aged 15-
19 years from low-
income, urban
settings

639 participants

Young trans women
aged 16 to 19 years

21% reported HIV-
positive serostatus
at baseline

190 participants
Trans women

49% were
Black/African
American

45.5% reported
HIV-positive
serostatus at
baseline

skills training and
tailored risk reduction
counselling

Group-based sexual
risk reduction
intervention based on
the Information
Motivation Behavioural
Skills (IMB) model, plus
booster sessions —
included fames,
interactive group
activities and skits

Project LifeSkills, an
empowerment-based
group-delivered
behavioural HIV
prevention intervention
addressing challenges
to sexual safety among
young trans women.

‘Sheroes’, a peer-led
group HIV risk
reduction intervention
for transgender women
emphasising
empowerment and
gender affirmation

12

sexual and mental
health care

Time and attention
matched control
group sessions;
health promotion
topics

Standard of care

Time- and attention-
matched control
(group movie nights
with discussion)

Confidence in condom
use

Unprotected vaginal
sex (any episodes)

Unprotected vaginal
sex (number of
episodes)

Number of condomless
sex acts

Number of condomless
sex partners

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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77 participants

People from a Black African or Caribbean family background (n = 3)

Diallo 2010 Atlanta, USA

Cluster RCT  Intervention
delivered in
settings of
participants’
choosing
including
college
campuses,
churches,
participants’
homes, and
community
centres.

Wilson 2019  Brooklyn, New

York, USA

Cluster RCT
Barbershops
located in
neighbourhood
s with high

Self-identified Black
women

Age 18-69 years
(M=31.3; SD=11.6)

Pre-existing groups
of women e.g.
sororities, church
groups, friendship
circles.

k = 30 groups
n = 313 participants

Self-identified Black
men

Age 18-76 years
(M=33; SD=11)

Healthy Love
Workshops (HLW);
interactive, single
session HIV prevention
intervention for
established groups of
Black women.

On completion of the
workshops, participants
received male and
female condoms,
dental dams, HIV risk
reduction brochures
and information on
where to obtain HIV
counselling and testing
services.

Barbershop Talk with
Brothers (BTWB);
single small-group
peer-led session
focused on HIV risk
reduction with a
strengths-based lens

13

Comparison
workshop on STls
and HIV facts; similar
information but
delivered in lecture
style format rather
than interactive
approach

On completion of the
workshops,
participants received
male and female
condoms, dental
dams, HIV risk
reduction brochures
and information on
where to obtain HIV
counselling and
testing services.
Attention control
group focused on
prostate cancer
screening

Condoms were
distributed at all

Unprotected vaginal 3 months
sex with any male

partner

6 months

Condom use with any
male partner

Condom use at last
vaginal, oral or anal
sex

HIV knowledge

Condomless sex¢ 6 months

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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prevalence of 52% had a history on men and participating
HIV infection of incarceration masculinity barbershops

Condoms were

k = 53 barbershops
distributed at all

n = 860 participants

participating
barbershops
Wingood Atlanta, USA African-American SAHARA - computer Usual care Proportion of condom- 3 months
2011 women based HIV prevention  comprising a group protected sex acts
Planned intervention . session on general
RCT Parenthood Age 21-29 years emphasising ethnic health and HIV Consistent condom use
clinics (M=24)° and gender pride and  prevention o v S
building HIV risk
reduction knowledge.
135 participants Additional small group Consistent condom use
session. for oral sex

Condom-use self-
efficacy

HIV/STI knowledge

Young people age 16-24 years from a Black African or Caribbean family background (n = 7)

Brawner Philadelphia, Heterosexually Project GOLD: a General health Proportion of condom 3 months
2021 USA active Black youth ~culturally and comparison condition  use for vaginal sex 6 months
aged 14-17 vears contextually relevant (diet and exercise
? g psychoeducational based content) 12 months
RCT University and STIHIV i Condom use self-
clinical settings Age M=15.78; prevention efficacy

intervention that
addresses the role of
mental illness and

SD=0.97

14
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62% male, 38%
female

emotion regulation in
sexual risk.

Condom use
knowledge

109 participants HIV/STI knowledge
Brothers Maryland, Young African EVOLUTION: Young Attention-matched Unprotected vaginal or  Immediately post-
2016 lllinois and American women Women Taking Charge healthy life-skills anal sex intervention
Florida, USA and Growing Stronger. ~ control 3 months
RCT (Pilot Age 16-24 years Group.- s Condom use self-
study) Clinical settings  (Median = 21; IQR = .behawoqral ) efficacy
17-22) intervention desngnefi
to decrease sexual risk
by enhancing young
43 participants women's knowledge
and skills pertaining to
All participants were  HIV risk reduction while
HIV positive also addressing
gender, power and
inequality.
Chandler Florida, USA Young Black The Health Time and attention HIV knowledge 3 months
2019 Women Improvement for matched control
2 southern !_adies (HIP Ladies) group sessions Condom use self-
RCT (Pilot ~universities: 1 Age 18-24 years intervention; an IMB-addressing breast efficacy
study) Traditionally (M=20.5; SD=1.6) based small-group health, nutrition,
White progressive HIV risk- stress management

Institution (TWI)
and 1

57 participants

reduction program
designed for Black

Historically adolescent females.
Black Provides information
College/Univers Vi I on
ity (HBCU) about HIV transmission

and prevention.

15

and sleep hygiene.
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Addresses behavioural
skills including
assertiveness, condom
use and other risk
reduction practices.
Interactive, peer
facilitator approach to
program delivery.

Crosby 2014 New Orleans,  Young Black males  Adaptation of Focus on  Attention-matched Correct and consistent 2 months
Baton Rouge the Future (FoF): a control including condom use 6 months
RCT and Charlotte, Age 15-23 years fsex-posit.ive . slides on basic STI
USA (M=19.6: SD=1.9) intervention focusing knowlecfige and STl incidence
on correct and prevention.
STI clinics , ) consistent condom
42% had a history use. Includes All participants
of incarceration discussion of barriers received free access
to condom use, skills- to condoms and
702 participants based exercises for lubricants
correct condom use,
discussion of planning
and negotiating
condom use.
All participants
received free access to
condoms and
lubricants.
DiClemente  Atlanta, USA Pregnant African The intervention was Enhanced standard ~ Condom use at last sex 6 months
2010 American implemented by a peer care: routine STI
adolescents educator and focused prevention education

Consistent condom use

16
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A large prenatal

clinic
DiClemente  Atlanta, USA
2014

Sexual health
Randomised clinics plus
supplementa telephone
| treatment contacts
trial®

14-20 years
(M=17.8; SD=1.6)

Average of 10
weeks pregnant at
enrolment

170 participants

Young African
American females

Age 14-20 years
(M=17.6; SD=1.66)

701 participants

on enhancing
adolescents' self-worth
and self-concept, as
well as heightening
awareness of HIV/STI
risk reduction
knowledge and
adverse consequences
of STls. Reinforced the
importance of condom
use when having sex
during pregnancy.
Taught condom use
skills, negotiation skills
and skills for refusing
risky sex.

HORIZONS group-
based STI prevention
intervention plus a
prevention
maintenance
intervention (PMI)
consisting of brief
telephone contacts
every 8 weeks for 36
months. PMI calls
involved tailored
strategies to address
individual risk factors

17

plus 'Good nutrition
during pregnancy'
session

HORIZONS group
based STI prevention
intervention plus
dose-matched control
telephone calls
focused on general
health

STl incidence

Proportion of condom
use prior 90 days

Proportion of condom
use prior 6 months

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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Wingood Atlanta, USA
2013

Kaiser
RCT Permanente

Health centres

Young African
American females

Age 18-29 years
(M=22; SD=3.6)

848 participants

Men who have sex with men (MSM) (n = 13)

Brown 2019 Northeastern
city in USA
RCT

Outpatient HIV

clinics

HIV positive MSM
attending outpatient
HIV medical visits.

Age 22-62 years
(M=40.6; SD=8.0)

80 participants

guided by risk
appraisal procedure.
Group-based HIV
intervention sessions
focusing on partner
concurrency and
gender and power.
Designed to enhance
self-sufficiency and
attitudes and skills
associated with
condom use. Also
encouraged STI
testing, treatment of
male sex partners,
reducing vaginal
douching and partner
concurrency.

Two-session group
based secondary
prevention intervention
focusing on sexual
health and stress
management skills for
HIV-positive MSM.
Addressed key
motivational and skills-
based barriers to
sexual risk reduction

18

Comparison condition
focusing on health
promotion and
nutrition

Waitlist control

STl incidence

Condom use for oral
sex

HIV/STI knowledge

Condom use self-
efficacy

Frequency of
unprotected anal sex in
the past 3 months

Frequency of
unprotected anal or
oral sex in the past 3
months

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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Cruess 2018 Atlanta, USA HIV positive men
self-identifying as

gay or bisexual.

RCT Online study
Age M=44.7;
SD=10.8 years
167 participants
Hart 2021 Toronto and HIV+ GBMSM
Vancouver,
RCT Canada Age M = 40.77;
SD=11.37
Community
settings 183 participants

whilst also focusing on
coping with sexual
minority status, HIV
related stressors and
psychosocial aspects
of HIV.

HIV Internet Sex
(HINTS); a brief,
exclusively online,
group-based sexual
risk reduction
intervention for sexual
minority men living with
HIV. Based on IMB
model, it addressed
issues relating to online
partner seeking and
HIV transmission risk
reduction, including
condom negotiation
and HIV serostatus
disclosure.

Gay Poz Sex (GPS), a
group-based, sex
positive, peer delivered
sexual health
promotion intervention
based on Ml and
behavioural strategies

19

Healthy Living
comparison; followed
the same format as
HINTS but sessions
addressed nonsexual
health-related topics
such as nutrition,
exercise and stress
reduction.

Waitlist control

HIV transmission
knowledge

Condomless anal sex —
all partners

Condomless anal sex —
HIV-/unknown
serostatus partners

Condomless anal sex —
HIV+ partners

Serodiscordant
condomless anal sex
with a male partner

Serodiscordant
condomless anal sex
with a casual male
partner
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Mansergh
2010

RCT

McKirnan
2010

RCT

Chicago, Los
Angeles, New
York City and
San Francisco,
USA

Unclear;
assumed clinic
based

Chicago, USA

Three primary
care clinics

Substance-using
MSM.

50% of participants
were HIV positive.

Age: over 18 years

1206 participants

HIV positive MSM
Mean age = 42
years.

313 participants

Group-based CBT
intervention using
techniques such as
skills building,
behavioural rehearsal,
feedback and positive
reinforcement to
reduce risk behaviour
of substance-using
MSM. Participants
encouraged to identify
situational triggers for
risky behaviour,
develop behavioural
alternatives, learn
negotiation strategies,
and plan for change.
Treatment Advocacy
Program (TAP): an
individual peer-based
counselling intervention
for sexual safety and
general coping among
HIV+ MSM. Sessions
combine motivational
interviewing and
cognitive behavioural
techniques, and use

20

Attention control
group focused on
MSM-related issues
unrelated to
substance use,
sexual risk behaviour
or HIV.

Standard HIV care

Condom use self-
efficacy

Unprotected anal sex

HIV-discordant
unprotected anal sex

Drug use soon before
or during unprotected
anal sex

Drug use soon before
or during unprotected
anal sex with any non-
primary partners of
different or unknown
HIV serostatus

Unprotected anal
intercourse with HIV- or
unknown status
partners

Number of
transmission risk
partners
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Mimiaga Boston, USA

2019

The Fenway
Institute, a
large health
centre caring
for sexual and
gender minority
populations

Pilot RCT

Multi-centre
trial in 8
European
countries:
Belgium, ltaly,
France,
Germany, the
Netherlands,

Nostlinger
2016

RCT

MSM who met
DSM-|V criteria for
crystal
methamphetamine
dependence.

Age 25-65 years
(M=39.8; SD=11.6)

41 participants

HIV positive MSM.

For intervention
participants, median
age was 40 years
(IQR=32-47) and for
control participants,
median age was 42
years (IQR=33-45).

HIV+ MSM peer
advocates to provide
coping models and
decrease isolation.
Behavioural Activation
and Sexual Risk
Reduction Counselling
(BA-SRR). Uses BA
and CBT methods to
develop mood
management skills and
address substance
misuse; and IMB-
informed SRR
counselling to address
sexual risk. All
sessions employ a
therapeutic stance
informed by
Motivational
Interviewing.
Computer-assisted
intervention for safer
sex (CISS): 3 semi-
structured counselling
sessions delivered by
trained service
providers using
interactive videos and
computer-assisted

21

2 sessions of Sexual
Risk Reduction
counselling

Sexual health advice
delivered as part of
their regular HIV care

Number of condomless
anal sex acts with
partner who was HIV
serodiscordant or
status unknown.

3 months
6 months

Number of condomless
anal sex acts with
partner who was HIV
serodiscordant or
status unknown, while
using meth

3 months
6 months

Condom use at last
intercourse

HIV transmission risk
score
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Poland, Spain tools. Sessions
and England. 112 participants incorporated
Motivational

HIV care Interviewing and

centres serving cognitive behavioural

MSM goal setting strategies.

populations in

each of the

included

countries
O’Donnell New York City,  Latino MSM No Excuses / Sin Non-attention control  Number of unprotected 3 months
2014 USA buscar excusas: a condition. anal intercourse acts

brief, single session Participants were
group intervention for offered an HIV test.
Latino MSM focusing

tudy sit on sexual safety,
SRy iz 370 participants condom use and

Age 18-49 years
RCT Community (M=36.6; SD=9.6)
health centre

Condom use at last sex

partner negotiation.
Participants could
choose whether it was
delivered in Spanish or
English.

All intervention
participants were
offered an HIV test
after completing the
intervention session.

Rhodes North Carolina, Hispanic/Latino HOLA en Grupos; a Attention-equivalent  Consistent condom use 6 months
2017 USA MSM Spanish-language general health (reported separately for

22
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RCT

Safren 2013

RCT

Schwarcz
2013

RCT

Community-
based settings

Boston, USA

HIV primary
care clinics
caring for
sexual and
gender minority
populations

San Francisco,
USA

Age 18-55 years
(M=30; SD=8.9)

304 participants

HIV positive MSM.

Mean age = 40.7
years; SD=7.8

201 participants

HIV positive MSM

Age range:
18-30 years: n=20

small group
behavioural HIV
prevention intervention
designed to increase
condom use and HIV
testing among
Hispanic/Latino gay,

bisexual and other men

who have sex with
men.

Case management
provided by a medical
social worker plus
tailored counselling
and motivational
interviewing to address
psychosocial concerns
and HIV risk reduction
for MSM with HIV.
Personalised Cognitive
Counselling (PCC):
individual counselling
sessions that focus on
self-justifications and

23

education
comparison

Standard care —
counselling and case
management as per
routine clinic care

Standard HIV risk
reduction counselling

MSM who report sex
with men or women,

and MSM who report
sex with men only)

Condom use skills

Condom use self-
efficacy

HIV knowledge
STI knowledge
Sexual communication

HIV transmission risk
behaviour

Unprotected anal
intercourse with a non-
primary partner of
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Study

Sikkema
2011

Pilot RCT

Sikkema
2014

RCT

Setting
Unclear but
paper states
the intervention
tested in this
study is
designed to be
administered in
care settings.

New York City,
USA

HIV primary
medical care
settings
specialising in
the care for
LGBT
communities

New York City,
USA

A Federally
Qualified
Health Centre
(FQHC)
specialising in

Population and
number of
participants

31-40 years: n=11
41-50 years: n=173
>50 years: n=64

374 participants

MSM diagnosed
with HIV in the past
3 months.

67,6% reported
drug use in the past
3 months

Mean age = 32.4
years; SD=7.8.

65 participants

MSM diagnosed
with HIV in the past
3 months

Mean age = 32.2
years; SD=8.8.

102 participants

Intervention
rationalisations for
sexual risk behaviour.
Includes working with

the therapist to reframe

these cognitions and
develop plans to
reduce future risk
behaviour.

Comprehensive
standard of care plus

Positive Choices (PC):

a brief HIV primary
care-based risk
reduction intervention
for newly HIV
diagnosed MSM.
Based on the IMB
model and focused on
developing a
personalised risk
reduction plan.

Comprehensive
standard of care plus

Positive Choices (PC):

a brief HIV primary
care-based risk
reduction intervention
for newly HIV
diagnosed MSM.
Based on the IMB

24

Comparator

Comprehensive
standard of care
(including regular
meetings with nurses,
cases managers, and
physicians; referrals
for mental health or
substance abuse
services, and optional
participation in a
newly diagnosed
support group)

Comprehensive
standard of care
(including regular
meetings with nurses,
cases managers, and
physicians; referrals
for mental health or
substance abuse
services, and optional

Outcome(s) Follow-up
different or unknown

HIV status

Gonorrhoea incidence

Chlamydia incidence

Unprotected anal 3 months
intercourse 6 months
Self-reported STI

diagnosis or symptoms
Unprotected insertive 3 months
or receptive anal 6 months
intercourse with any 9 months

partner

Unprotected insertive
or receptive anal
intercourse with HIV
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care for LGBT
communities.

model and focused on
developing a
personalised risk
reduction plan. Same
as above intervention
for Sikkema 2011.

Young (age 16-24) men who have sex with men (YMSM) (n = 2)

Hidalgo 2015 Large YMSM
Midwestern city
Pilot RCT in the USA Age 16-20 years
M=18.8; SD=1.2
A LGBT
community 101 participants
health centre
Parsons New York City, Non-treatment-
2014 USA seeking young gay

and bisexual men
(YGBM) reporting

MyPEEPS (Male Youth
Pursuing
Empowerment,
Education and
Prevention around
Sexuality): an
interactive group-level
intervention to reduce
sexual risk behaviours
among young MSM.
Sessions cover topics
such as HIV/STI
epidemiology and
transmission, minority
stress, emotion
regulation, substance
use, and overcoming
barriers to safer sex.

Four sessions of
Motivational
Interviewing focusing
on club drugs and the

25

participation in a
newly diagnosed
support group)

Time-matched group
level intervention
focusing on HIV risk
reduction but relying
on lecture format and
didactic delivery (not
interactive, content
not tailored to male-
male sex).

Four sessions of
content-matched
education about club
drug use and HIV

negative or unknown
status partners

6 weeks
12 weeks

Unprotected anal sex

Unprotected sex under
the influence of alcohol
or drugs

Number of unprotected
anal sex acts

Condom errors

Self-efficacy for safer
sex

Health protective
communication

3 months
6 months

Unprotected anal
intercourse

9 months
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Research
centre

recent recreational
drug use and UAI
with a high-risk male
partner.

Age 18-29 yearsf

143 participants

risks of UAI with casual
male partners. It used
a participant-centred
therapeutic approach
to enhance motivation
for change.

sexual risk reduction;
all session content
focused on objective,
factual information.

Men from a Black African or Caribbean family background who have sex with men (n = 9)

Arnold 2019

RCT

San Francisco
Bay Area, USA

Private mobile
clinics or the
project office

African American
men who have sex
with men and
women (MSMW)
who do not identify
as gay/homosexual
or bisexual.

16.7% were HIV
positive.

51.4% reported
being homeless in
the past 12 months;
15.2% reported
being in prison/jail in
the past 3 months
and 77.2% reported
being in prison/jail

Culturally tailored HIV
testing and counselling
plus The Bruthas
Intervention: four IMB-
based individual
tailored counselling
sessions with a trained
peer educator focusing
on HIV and STI
transmission risk, HIV
testing, condom use,
and sexual risk
behaviours with female
partners and male
partners. Motivational
counselling, interactive
role plays, homework
assignments, feedback
and reinforcement
were all used

26

Culturally tailored HIV
testing and
counselling only;
based on
standardised HIV
testing and
counselling but
tailored to African
American MSMW and
includes non-
judgemental and
open discussion of
sexual activities with
both men and
women.

Condomless
intercourse events with
any partner (men,
women and
transwomen)

Condomless
intercourse events with
any main partner (men,
women and
transwomen)

Condomless
intercourse events with
any causal partners
(men, women and
transwomen)
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Eaton 2018 Atlanta, USA

RCT Community
based research
site

more than 3 months
ago.

Mean age = 45.90
years; SD = 9.64

396 participants
Black MSM (44% A single-session
identified as gay; Conflict Theory of

Decision Making
intervention focusing
on sexual risk decision
making, partner
selection and the
limitations of
serosorting.

41% identified as
bisexual; and 15%
identified as
heterosexual)

50.1% of the
sample reported
depressive
symptoms above
the clinical
threshold.

Mean age = 35.36
years; SD=11.95
(intervention group)
and mean age =
33.77 years;
SD=12.06 (control

group).

27

A single-session
CDC-based sexual
risk reduction
intervention (standard
care)

Proportion of condom
protected sex acts

Number of condomless
sex acts

Number of condomless
anal insertive sex acts

Number of condomless
anal receptive sex acts

Self-reported STI
diagnosis

Lab diagnosed
gonorrhoea or
chlamydia

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)

3 months
6 months
12 months



DRAFT FOR CONSULTATION
Interventions to reduce STI transmission or acquisition

597 participants

Fernandez Chicago, USA  Self-identified Black POWER: IMB based HEALTH information  Any condomless 3 months
2016 men who have sex  online HIV risk comparison; also vaginal or anal
Online with men and reduction intervention delivered online via intercourse (CVAI)
RCT women (MSMW). delivered via live chat live chat but content
by trained facilitators. 3 covered health issues c
. ) ) ondomless anal
62.9% were HIV sess.|o.ns ST Gl dlsprc?pomonately intercourse with males
positive and 17.7% prowdlng cuIturaI'Iy affecting Black rpen.
reported having an relevgnt mformatlon'on !ncluded str.'ategles' to Condonml ol
STI in the previous HIV risk and protection, improve their physical ~~Ondomiess vaginai or
12 months. increasing motivation and sexual health anal intercourse with
and behavioural skills  including preventing ~ females
to promote adoption of  STls and condom
64.9% reported safe practices. use. Any serodiscordant
incarceration anal or vaginal
history; 55% All study participants All study participants  intercourse (SDAI or
reported drug use in - haq access to had access to SDVI)
past: ‘:‘E)”t_hsi 32%  condoms and condoms and
reportead being lubricants for the lubricants for the -
homeless in past 12 gyration of the study duration of the study Any SDAI with males
months.
Any SDAI or SDVI with
Mean age = 44.7 females
years; SD=8.8
211 participants
Harawa Los Angeles, Black MSMW. 49%  Men of African HIV education and Unprotected anal 6 months
2013 USA of participants were ~ American Legacy risk reduction session  intercourse with males

HIV positive.

Empowering Self
(MAALES): a multi-

28

based on a standard
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Community-
based agencies
providing
services to at-
risk and HIV-
infected clients

Jemmott Philadelphia,
2015 USA
RCT University

research centre

High unemployment
(45%) and housing
instability (35%).
75% had a lifetime
history of
incarceration.

Mean age = 42.8
years; SD=10.2

381 participants

African American
MSM

29.5% were HIV
positive.

Unemployment was
high (71.5%); 48.9%
reported a history of
childhood sexual
abuse; 37.1%
reported a history of
intimate partner
violence; 44.5%
were alcohol
dependent; 16.7%
were drug

session, small group,
culturally congruent
HIV risk reduction
intervention designed
to build skills, address
sociocultural issues
and reduce risk
behaviours in Black
MSMW.

All participants had
access to condoms at
each assessment visit.
Being Responsible for
Ourselves (BRO): a
one-to-one HIV/STI risk
reduction intervention
designed to increase
consistent condom

use. Session content
focused on self-efficacy
for condom use,
technical skills to use
condoms correctly,
impulse control,
condom use
negotiation, and the
influence of alcohol or
drugs.

29

HIV test counselling
approach.

All participants had
access to condoms at
each assessment
visit.

Control participants
were also waitlisted
and invited to attend
MAALES after their 6
month assessment.
Attention-matched
health promotion
intervention

Unprotected vaginal or
anal intercourse with
females

Unprotected
intercourse with males
or females

Any risky drug use with

sex

Consistent condom use

Proportion of condom-
protected intercourse

Any unprotected
intercourse

HIV risk reduction
knowledge

Condom-use
knowledge
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dependent; and
51.8% reported a
history of
incarceration.

Age 18-69 years
M=41.6; SD=10.7

593 participants
Koblin 2012 New York City,  Black MSM Standard HIV testing
USA and counselling plus
RCT 62.5% were HIV DiSH intervention

sessions which
focused on creating a
group environment with
sexual risk reduction
information and
exercises woven into
joint meal preparation
and sharing activities.

No information
on study setting

positive

Age 18-68 years
M=39.3 years

283 participants

30

Standard HIV testing
and counselling

Unprotected insertive
anal intercourse

Unprotected receptive
anal intercourse

Unknown /
serodiscordant
unprotected insertive
anal intercourse

Unknown /
serodiscordant
receptive anal
intercourse

Unprotected anal sex
with drug or alcohol
use

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Interventions to reduce STI transmission or acquisition

Lauby 2018

RCT

Tobin 2013

RCT

Philadelphia,
USA

Community
healthcare
settings
providing
services to
LGBT people of
colour

Baltimore, USA

Research clinic

Black MSMW

17.7% were HIV
positive

51.7% had been
homeless in the last
12 months; 63.4%
had history of
incarceration;
60.8% had history
of drug use in last 3
months

Age 21-61 years
M=44.94; SD=8.92

143 participants

Black MSM

50% were HIV
positive

Project RISE: a 6-
session individual-level
intervention developed
for Black MSMW using
an ecosystems
approach. Sessions
focused on the
relationship between
the person and their
social environment and
were designed to
address issues of
stress and coping;
experiences of stigma,
discrimination and
other life concerns;
alongside sexual risk
behaviours.

All participants were
offered HIV and STI
testing.

Unity in Diversity
(UND): a group-based
culturally tailored HIV
prevention intervention
for African American
MSM. Informed by IMB

31

Single session
individual-level HIV
risk reduction
intervention.

All participants were
offered HIV and STI
testing.

Single small group-
based HIV prevention
and care session.

Sexual self-efficacy

Change in number of
episodes of
condomless sex with
male partners

Change in number of
episodes of
condomless sex with
female partners

Consistent condom use
with all partners

Consistent condom use
with male partners
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Williams Los Angeles,
2013 USA
RCT Not reported

71% reported a
history of
incarceration; 12%
had been homeless
in the last 3 months;
high rates of drug
use reported.

Mean age = 38.9
years; SD=10.2

147 participants

African American
MSMW with a
history of childhood
sexual abuse
(CSA).

All participants were
HIV positive.

Inclusion criteria
was that they did
not self-identify as

gay.

83.95 were
unemployed or

model, it was designed
to increase knowledge
about HIV risk and
testing, and to increase
motivation and skills to
engage in preventive
behaviours.

Attention matched
health promotion
intervention

Enhanced Sexual
Health Intervention for
Men (ES-HIM): a
stress-focused sexual
risk reduction
intervention for African
American MSMW with
a history of childhood
sexual abuse (CSA).
Small group sessions
guided by CBT
approaches and
addressing the
individual,
interpersonal, social
and cultural factors that
may influence sexual

32

Consistent condom use
with HIV positive
partners

Consistent condom use
with HIV negative /
unknown status
partners

Drug use during last

sex
Unprotected insertive 3 months
anal sex 6 months

Unprotected receptive
anal sex

Unprotected vaginal
sex
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unable to work; behaviour and
68.6% had a history  psychological health.
of incarceration Addresses issues

relating to minority
Mean age = 46.6 group status, stigma
years; SD=8.3 and social isolation;

and impact of CSA on

sexual behaviour.

88 participants
Young men from a Black African or Caribbean family background who have sex with men (n = 2)
Crosby Jackson, Young Black MSM  Focus on the Future Standard of care: STI  Chlamydia/gonorrhoea 12 months
2018a Mississippi, (FoF): a single session  and HIV testing, and incidence
USA 28.2% were HIV sex positive 1:1 discussion with a
- intervention focusing clinician about their .
RCT positive : Consistent condom use
on correct and sexual risk and
Sexual health . .
clinics consistent condom protective
Crosby Mean age = 22.6 use. Includes behaviours.
2018b years; SD = 3.2 discussion of barriers
(sec'ond'ary to condom use, skills-  All participants
publication) 600 participants based exercises for received free access
correct use, and how to  to high quality
plan and negotiate condoms and
condom use. lubricants.

All participants
received free access to
high quality condoms
and lubricants.

33
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Crosby 2019  Jackson,
Mississippi,

RCT USA

(secondary Sexual health

publication of ~clinics

Crosby

2018a with

HIV negative

subgroup)

Focus on the Future
(FoF): a single session
sex positive 1:1

Young Black MSM

HIV negative ) i ,
intervention focusing

subsample of above

trial on correct and

consistent condom
use. Includes
discussion of barriers
to condom use, skills-
based exercises for
correct use, and how to
plan and negotiate
condom use.

Mean age = 211
years, SD = 3.1

277 participants

All participants
received free access to
high quality condoms
and lubricants.

MSM and transwomen of mixed immigrant status (n = 1)

Rhodes North Carolina,
2020 USA
RCT Community and

social settings

HOLA; a community-
level, Spanish
language, peer
navigation intervention.
Lay community leaders
were recruited and
trained to work within
their existing social
networks to increase
awareness, provide
information, and

Latinx gay and
bisexual MSM and
transwomen of
mixed immigrant
status.

Less than 10% were
born in the US;

most born in Mexico
and other Central or

34

Standard of care: STI
and HIV testing, and
discussion with a
clinician about their
sexual risk and
protective
behaviours.

All participants
received free access
to high quality
condoms and
lubricants.

Waitlist control

Condomless insertive
anal sex

Condomless receptive
anal sex

Any condomless anal
sex

Any condomless oral
sex

Percent condom use
during past 3 months

Condom use
knowledge and skills

Condom use self-
efficacy

HIV knowledge
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South American promote behaviour

countries. change, particularly STI knowledge
focusing on HIV/STI

testing and condom

use.

166 participants

Notes
2 Although this was a study of ethnic minority adolescent women, the proportion of participants from a Black African or Caribbean family background was too low for it to be grouped with the studies
of this population group, where a threshold of 80% or more of the sample being from a Black African or Caribbean family background was used.

5 This paper describes the control group as enhanced counselling. All study participants were encouraged to attend the clinic throughout the course of the study for contraception, pregnancy testing
and examination and treatment of suspected STI and received enhanced counselling during these visits. As both groups were offered this (and overall rates of attendance or by group were not
reported), this was not considered a control procedure. The paper states that control participants were told they would receive the intervention after study completion, therefore the comparator for
this study has been classed as waitlist control.

¢ The paper reports the outcome as ‘no condomless sex’ but for the purposes of data analysis this outcome has been reverse scored to provide a measure of condomless sex.

9This paper has been included as a study of people from a Black African or Caribbean family background and not young people from a Black African or Caribbean family background because
although the mean age is 24 years (falling within the 16-24 years range of young people), the higher range of ages up to 29 years indicated this intervention is not specifically designed for young
people under 21 years.

¢ A randomised supplemental treatment trial is one in which all participants receive a primary treatment and subsequently receive a different supplemental treatment to enhance the effects of the
primary treatment.

f Although the age range extends beyond 16-24 years, the sample has been classed as young gay and bisexual men (YGBM) and the intervention designed for that population, so this paper has
been included as a study of young MSM. The paper does not report mean age.

1 See Appendix D for full evidence tables.

Table 4: Summary of intervention characteristics included in the evidence review.

Interventions for migrants

SEPA (Salud / Primary HIV ~ Social Cognitive - Information and education on No Group Private rooms  Bilingual Small group  Three 2.5
Health, risk Theory HIV/AIDs and STls, specific to the discussion, at the Hispanic sessions (6- hour
Educacion / reduction Hispanic community role plays, University of bicultural 8 sessions per
Education, practicing Miami Hospital facilitators participants)  week
Prevencion / negotiation

35
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Prevention, Informed by - Addresses wider issues including skills, skills
Autocuidado / Hispanic cultural  IPV and substance abuse. building
Self-care) values - Condom use demonstration activities.
- Role plays to practice negotiating

Peragallo condom use Participants
2012; could choose
Peragallo- whether
Montano 2019 sessions

were

delivered in

English or

Spanish
Culturally Primary STI Community- - Information and education about No Interactive Offices of Trained peer Small group  Four 2.5
Adapted risk based HIV group Farmworkers facilitators —  sessions (6 hour
Stage- reduction participatory - Discussion about condom use, sessions Association of  community participants)  sessions that
Enhanced research including attitudes towards using Florida, an members took place
Motivational (CBPR) condoms and pros and cons of organisation were trained on2
Interviewing approach condom use serving the to deliver the consecutive
(A-SEMI) - Support to develop personalised ngeds of intervention weekends

Social cognitive  risk reduction plan; emphasis on migrant

Sanchez 2013 theory participants developing their own farmworkers

strategies rather than prescribing
specific strategies

Motivational-
enhancing - Motivational enhancement and
therapy goal setting; increasing commitment

to and empowerment for safe sex

- Identifying high risk situations and
developing negotiation skills
through problem solving,
assertiveness and communication
- Peer counselling component and
provision of normative feedback

36
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Interventions for homeless people

Decision Making

Self-efficacy

AWARE Primary STI
risk Theory
Tucker 2017 reduction
Theory
Theory

Motivational
Interviewing

Interventions for young people age 16-24 years

Intervention Primary HIV  Theory of
name not prevention Reasoned
reported Action
Calderon 2013 Stages of
Change Theory
ProjectiMAGE  AIDS risk The AIDS Risk
reduction Reduction
Champion Model
2012

Social Learning

- Information on HIV/STI No
transmissions and the effects of
alcohol and drug use on the brain

- Condom use skills training

- Discussion of risky situations and
coping strategies or techniques to
avoid risk

- Behaviour change techniques
including active learning, reinforcing
skills, providing personalised
feedback, and capitalising on social
processes such as norm change
and vicarious learning.

- Attitudes and skills around No
condom use including negotiation
and communication

- Condom use demonstration

- Information on STls, symptoms, No
transmission and prevention

- Increase awareness of personal

risk

- Interpersonal relationships, sexual
decision making, communication

- Attitudes and skills around
condom use

37

Interactive

group
sessions

Videos

Workshops,
discussion
groups, and
individual
risk
reduction
counselling
sessions

Drop-in
centres for
homeless
youth

Private room
in Emergency
Departments;
after HIV
testing and
while waiting
for HIV test
results

Community-
based

research clinic

Trained
facilitators

Videos

Nurse
practitioners;
individual
sessions
provided by
licensed
therapist.
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Small group
sessions

1-to-1

Mainly small
group
sessions (4-
8
participants)
but also
included
some

Four 45
minute
sessions that
rotated on a
weekly basis
throughout a
16 week
study period

Very brief;
under 1 hour

2 workshop
sessions
lasting 3-4
hours, 3-5
small group
sessions,
and 2+
individual
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- Condom use demonstration and individual counselling
opportunity to practice sessions sessions
Intervention Primary HIV  Information- - Information on HIV prevalence, No Structured University Peer Small group 1 session
name not prevention Motivation- risk and transmission content and meeting rooms facilitator sessions (7 lasting 1
reported Behavioural - Attitudes and skills around participatory participants)  hour
Skills (IMB) condom use including negotiation learning
Giirfinee model skills gctiviti_es
Garcia 2018 - Condom use demonstration and U;cci::::sl,n?ole
opportunity to practice B
group
discussions
The Sex- Primary STI Theory of - Patient-centred tailored risk No The Emergency Trained 1-to-1 Brief single
Health risk Planned reduction counselling intervention department of  female session;
Intervention reduction Behaviour - Discussion of current sexual included a children’s health mean
behaviours then exp|oration of tablet-based hospital educators duration 24.6
Miller 2021 Social options to facilitate improved components minutes
Ecological motivation for safer behaviours including
Model - Condom skills training video Shg'l-_t’l
- Printed brochure describing safer Fa):aillggle
Motivational sex behaviours, and printed list of et
Interviewing local resources for sexual and video clips
principles mental health care. and a
guided the computerise
counselling d sexual
health
screening
that fed
directly into a
clinical
decision
support
system to
generate
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Intervention Primary STI
name not risk
reported reduction
Morrison-

Beedy 2013

Interventions for trans people

Project Primary HIV
LifeSkills prevention
Garofalo 2018

Information-
Motivation-

Behavioural
Skills (IMB)
model

Motivational
Interviewing

Empowerment-
based approach

- Information on HIV prevalence and No
how to reduce risk

- Attitudes and skills around

condom use including negotiation

and communication skills

- Condom use demonstration and
opportunity to practice

- Addresses specific challenges to No
sexual safety for young trans

women, including structural,
developmental, and interpersonal

factors, using an empowerment
framework.

- Specific content included
environmental factors impacting
young trans women such as
securing safe housing, accessing
medical care, and obtaining
employment. It also addressed the
lure of commercial sex work.

- Information and education on
basic HIV-related information such

39

tailored
service
recommenda
tions and a
condom
skills training
video

Healthcare
settings

Sessions
included
games,
interactive
group
activities,
discussions
and skills
practice.

Group
sessions; no
further detail

Not reported

Trained
facilitators

Peer
facilitators
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Small group
sessions

Small group
sessions

Four 120
minute
sessions,
once per
week for 4
weeks, plus
2 90 minute
booster
sessions at 3
and 6
months

6 x 2 hour
sessions
conducted
twice a week
for 3 weeks
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Sheroes
prevention

Sevelius 2019

Primary HIV ~ Model of Gender
Affirmation

as transmission modes and related
risks.

- Develop motivation to protect
oneself

- Promote behavioural skills such as
condom use and sexual partner
negotiation and communication.

- Focus on gender affirmation and No
the impact of stigma and

internalised oppression on HIV-

related risk behaviours.

- Discussion on trans identities,
gender pride, and gender
affirmation

- Information on HIV/STI rates and
risk factors specific to trans women

- Discussion of self-care and self-
worth in the context of sexual
health; transition related healthcare
(e.g. hormone therapy, surgery);
and taking care of physical health

- Discussion of importance of
testing and getting treatment for HIV
and STls; and referral to
transgender-friendly services

- Assertiveness skills, negotiating
safer behaviours, and
communicating with HCPs

- Increasing social support and
fostering alliances between trans
women

Interventions for people from a Black African or Caribbean family background

40

Role models,
group
discussion,
gender-
affirming
interactive
exercises
and
activities.

Community-
based venues

Peer
facilitators
(transgender
women of
colour)
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Group based 5 weekly

(6-8
participants)

sessions
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Healthy Love Primary HIV ~ Social Cognitive - Information on the transmission Highly Group delivery  peer Group based One 3-4
Workshop prevention Theory and prevention of STIs interactive in s_ettlngs Qf facilitators (4-15 hour session
- Increase awareness of personal group their choosing participants);
Diallo 2010 The Health risk Szl e elE CENEREE
Belief Model - Attitudes and skills around including artirc;i ant's pre-existing
condom use including negotiation d|sgg§5|ons, 2 > Sl
. activities and  homes, women (e.g.
The - Condom use demonstration and sl community caEEs
Transtheoretical ~ Opportunity to practice practice centres e —
Model - Sex-positive approach, eroticises groups)
safe sex and encourages
participants to connect with their
sexuality
- Considers Black women'’s sexual
oppression and empowerment
Barbershop Primary HIV ~ Social Cognitive  _ Attitudes and skills around Yes Educational ~ Private Peer Small group  Duration not
Talk with prevention Theory condom use including self-efficacy, messages, University facilitators sessions reported.
Brothers ) perceived norms, negotiation, and role-play settings Single
Community-and  communication activities and session.
Wilson 2019 Individual-level - _ getting pehaviour change goals self-
Empowerment -Em . ith skill d evaluation
Theory npowering men with skills an fiviti
motivation to co-educate men and activities
e women in theil_" social ne_tworks
Strengths-based about sexual risk reduction
Approach
SISTA’s Primary HIV ~ Social Cognitive - Focused on enhancing ethnicand ~ No Computer- Planned Computer- Both Two 60-
Accessing prevention Theory gender pride for African American based Parenthood based minute
HIV/AIDS women sessions clinic sessions computer-
Resources at A Theory of e including delivered via based
Click Gender and communication skills and choice in vignettes laptop; small sessions
(SAHARA) Power sexual decision making and group administered
- Attitudes and skills around e LY sessions on .
Wingood 2011 condom use including the tasks, delivered by consecutive
followed by peer- Saturdays
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importance of consistent condom
use

- Condom use demonstration and
opportunity to practice skills and
receive feedback

Interventions for young people from a Black African or Caribbean family background

Project GOLD

Brawner 2021

EVOLUTION:
Young Women
Taking Charge
and Growing
Stronger

Brothers 2016

Reducing STls

Primary
HIV/STI
prevention

Secondary
HIV
prevention

The intervention

drew from
psychology,

developmental

and behaviour

change theories,

and a social

determinants of

health
framework.

Theory of
Gender and
Power

- Psychoeducational intervention No
focused on links between mental

health, emotional distress and risk-
related sexual behaviours

- Content on emotion regulation

(e.g. meditation) and the way

emotions can affect decisions about

Sex.

- Activities to highlight social
determinants of sexual behaviours
such as financial instability,
residential instability, parental
conflict, and daily stressors such as
racism.

- Designed for young women living No
with HIV

- Information and education about
HIV risk reduction

- Behavioural and cognitive skills
building activities designed to
empower women to reduce their
risk of transmitting HIV to others

- Addressed broader issues relating
to relationships, cultural norms,
gender, power and inequality
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brief small

group
session

Unclear but
appears
mainly
discussion
based

Education
and skills
building
activities

University
settings

Research
clinics

matched
health
educator

Trained
facilitators

Trained
facilitators

: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)

Unclear;
assumed 1-
to-1 as no
information
on groups

Group
sessions (6-
8
participants)

followed by
one 15-
minute small

group
session

Two 3 hour
sessions.

Nine 2-3
hour
sessions (7
group and 2
individual)
delivered
every week
for 9 weeks.
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The Health Primary HIV  Information- - Designed for Black adolescent Sessions A Traditionally  Peer Small group Four 90-
Improvement prevention Motivation- females; addressed culturally used White facilitators sessions minute
for Ladies (HIP Behavioural specific issues PowerPoint  Institution weekly
Ladies) Skills (IMB) - Information and education about to deliver (TWI) and a sessions
intervention model HIV/STlIs, testing, and risk reduction information Historically
- Development of behavioural skills EpL a_udlo Blac_k Co_llege
Chandler 2019 including assertiveness, self- and videos / University
efficacy, and countering negative embedded, (HBCU)
perceptions about condoms ?St wellt_as
- Condom use demonstration gcﬁ\l;?t?elsv,e
- Goal setting and motivation/self- group
afﬁrmation discussion,
role plays,
and games
Focus on the Primary STI Information- - Sex positive intervention focusing  Yes Education- Clinic setting Trained 1-to-1 Single 1
Future (FoF) prevention Motivation- on correct and consistent condom based health hour session
Behavioural use session educators
Crosby 2014 Skills (IMB) - Attitudes and skills around using
Crosby 2018a model condom use including barriers, discussion,
v planning, and negotiating condom role plays,
Crosby 2018b . illustrations,
Clresloy 200k - Condom use demonstration and e
skills based exercises for correct sheets and
condom use condom
application
activities
Intervention Primary STI  Social Cognitive - Designed specifically for pregnant  No Education, Prenatal Peer Group Two 4-hour
name not prevention Theory African American adolescents discussion, clinics educators sessions (5-  group
reported - Focused on enhancing self-worth role plays 7 sessions
Theory of and self-concept and skills participants)  conducted
DiClemente Gender and - Information and education about development on ,
2010 Power HIV/STI risk reduction and activities consecutive
Saturdays

preventive skills
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- Attitudes and skills around
condom use including negotiation
and skills for refusing risky sex

HORIZONS Primary Not reported - HORIZONS intervention session No Telephone Telephone Health 1-to-1 Single group
intervention STI/HIV focused on sexual negotiation and based risk calls educators session of
plus telephone  prevention refusal skills, safer sex norms, and appraisal HORIZONS
Prevention preventive behaviours and plus 10
Maintenance - Supplemental phone-based PMI discussion minute
Intervention involved risk appraisal then tailored phone
(PMI) behaviour change strategies to counselling
address individual risk factors PMI every 8
DiClemente weeks for 36
2014 months
Intervention Primary HIV ~ Social Cognitive - Information and education about No Group Health centres Peer Group Two '4'h0Uf
name not prevention Theory STl risk and HIV prevention session; no facilitators sessions sessions
reported strategies further detail (average 10  administered
Theory of - Attitudes and skills around participants)  ©n .
Wingood 2013 Gender and condom use including consistent consecutive
Power condom use Saturdays
- Additional content on avoiding
partner concurrency, refraining from
vaginal douching and encouraging
partners to seek STI testing.
- Addresses issues relating to
power imbalances and relationships
that threaten safety.
Interventions for gay, bisexual and other men who have sex with men (MSM)
Intervention Secondary Coping - Combined focus on coping with No Group Outpatient HIV ~ Peer Group Two _4-hour
name not HIV Effectiveness sexual minority status, HIV related discussion, clinics facilitators sessions sessions
reported prevention Training stressors, and sexual health Q&A (average 10  plus optional
sessions, participants) ~ 2-hour group
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Brown 2019

The HIV
Internet Sex
Study (HINTS)

Cruess 2018

Gay Poz Sex
(GPS)

Hart 2021

Secondary
HIV
prevention

Secondary
HIV
prevention

Information-
Motivational-
Behavioural
Skills (IMB)
model

Information-
Motivation-

Behavioural
Skills (IMB)
model

Motivational
Interviewing

Sex Positive
orientation

- Information and education about
HIV epidemiology, transmission,
and treatment, tailored to HIV-
infected MSM

- Stress management and coping
skills training, including stress of
living with HIV.

- Attitudes and skills around
condom use, including
assertiveness and negotiation skills

- Condom use demonstration and
opportunity to practice

- Focus on online partner seeking No
and sexual safety with partners met
online

- Content relating to HIV serostatus
disclosure including motivation and
behavioural strategies for managing
productive dialogue about HIV
serostatus

- Attitudes and skills around
condom use, including
communication and negotiation, and
how to make condom use enjoyable

- Information and education about No
HIV transmission, STls, and
strategies to promote sexual health
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exercises,
skills
practice

Online group
sessions
using both
voice chat
and typed
chat,
including
group
discussion,
interactive
polls, video
clips, brief
assignments
to be
completed
between
sessions

Face to face
group
sessions,
mixture of
informational

Online

Community
settings

Trained
facilitators

Peer
facilitators
who were
HIV+ gay
men and
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Online group
sessions

Small group
sessions (5-
8

participants)

support
sessions

Four 45-
minute
sessions
conducted
twice weekly
for 2
consecutive
weeks

Eight 2-hour
group
sessions
delivered
weekly
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Intervention
name not
reported

Mansergh
2010

Treatment
Advocacy

Program (TAP)

McKirnan
(2010)

Primary HIV
risk
reduction

Secondary
HIV
prevention

Cognitive
Behavioural
Therapy (CBT)
techniques

Basic coping
and self-
regulation
frameworks

Intervention
content
combined
Motivational
Interviewing and
Cognitive
Behavioural
techniques

- Discussion of current sexual
health behaviours and sexual health
goals

- Skills based training to help
achieve those goals e.g. managing
triggers, addressing substance use,
avoiding loneliness

- Emphasises choice, takes a sex
positive approach, focus on sexual
health and well-being rather than
reducing sexual behaviour

- Group CBT addressing risk
behaviour in substance using MSM
- Content consisted of CBT
techniques, skills building,
modelling, behavioural rehearsal,
feedback and positive reinforcement

- Information on sexual safety, risks
of unprotected sex, medication
adherence, drug and alcohol
reduction, and coping with HIV

- Use of CBT strategies to identify
and challenge barriers to adherence
- Motivational interviewing-based
session on intimacy and sexuality

- Optional sessions on HIV
transmission information, basic
safety skills, HIV communication,
drug and alcohol use, and moods
and feelings.
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No

No

and
discussion
based

Information
not reported

Face to face
sessions
with peer
advocate;
use of
PowerPoint
slides to
guide
sessions;
behavioural
planning
exercises

Not reported

HIV primary
care clinics

non-
credentialed
lay workers
trained in
GPS
protocol

Trained
facilitators

Trained peer
advocates;
HIV+ MSM
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Group
sessions (5-
10
participants)

1-to-1

Six 2-hour
group
sessions
delivered
weekly

Four 60-90
minute
sessions; 3-
month
“check-in”
phone calls;
and 6- and
12-month
coping
follow-up
sessions.
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Behavioural
Activation and
Sexual Risk
Reduction
Counselling
(BA-SRR)

Mimiaga 2019

Computer
Assisted
Intervention for
Safer Sex
(CISS)

Nostlinger
2016

Primary
sexual risk
reduction

Secondary
HIV
prevention

Behavioural
Activation
component
based on CBT
principles.

SRR component
based on IMB
model and Ml
techniques.

Information-
Motivation-

Behavioural
Skills (IMB)
model

Social Cognitive
Theory

- Development of tailored goals and
written behavioural plans; with
personal feedback.

- Information gathering session to No
understand participants’ mental

health, substance use patterns and
sexual risk behaviours

- Information and education

provision to promote knowledge of

HIV acquisition risk behaviour and
substance use

- Use of MI-based strategies to
enhance motivation to change
sexual behaviour and substance
use

- Development of behavioural skills
plan and strategies to change
behaviour

- CBT to address substance use

- Behavioural Activation techniques,
including problem solving training,
mood and activity monitoring, and
planning for relapse.

- Semi-structured counselling No
sessions using videos depicting

personal stories about safer sex

using sexualised images rather than
traditional methods of cognitive

education

- Content addresses emotional

responses to safer sex, barriers to

safer sex, personal problem solving,

and relationship issues.
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Health centre
caring for
sexual and
gender
minority
populations

Information
not reported

Sessions HIV treatment
used centres
computer-

assisted

tools

including a

series of

video

materials

and

interactive

Trained

counsellors

Trained
facilitators
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1-to-1

1-to-1

13 sessions;
duration not
reported

Three 50-
minute
sessions
delivered 3
weeks apart
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No excuses /
Sin buscar
excusas

O’Donnell
2014

HOLA en
Grupos

Rhodes 2017
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Primary HIV

Primary HIV

Dual Process
Theory

Social Cognitive
Theory

Social Cognitive
Theory

Empowerment
Education

Traditional
Hispanic/Latino
cultural values
also inform the
intervention

- Development of a personalised
risk reduction plan and cognitive
behavioural goal setting strategies

- Short video modelling common
risks, relationships and prevention
messages in culturally relevant
contexts

- Group discussion on sexual safety

- Condom education session
addressing common problems (e.g.
breakage, insufficient lubrication,
and slipping) and barriers to use,
including modelling ‘comebacks’ to
excuses for not using condoms.

- Access to a selection of condoms
to take away

- Information and education about
HIV and STI facts, transmission,
prevention, testing and health care
access

- Attitudes and skills around
condoms including negotiation and
correct use.

- Participants given various brands
of condom to try and determine their
personal preferences

- Consideration of Hispanic/Latino
cultural values and impact on
sexual health
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slide shows.
Problem
solving
activities and
self-
assessment
tools were
also used.

Soap-opera
style videos;

group
discussion.

Interactive
group
sessions;
skills
development
and practice

health centres

Brief; single
session
lasting
approx.. 45
minutes.

Four 4-hour
sessions on
consecutive
Sunday
evenings
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- Information provision on locally
available HIV- and STl-related
services and how to overcome
challenges in accessing services

Intervention Secondary Information- - Regular sessions with medical No Open ended  Community- Trained 1-to-1 Five 50-90
name not HIV Motivation- social worker comprising 5 main discussions,  based HIV medical mlnu_te
reported prevention Behavioural sessions and 4 booster sessions needs clinics social sessions
Skills (IMB) - Information and education about assessment, workers spread over
Safren 2013 model HIV transmission, viral load, role play, 3 months,
medications and HIV superinfection skills building plus 4
Motivational / reinfection exercises, booster
L i . .. g mindfulness sessions
Interviewing - Identification of participants . ’ every 3
techniques individual risk behaviours and risk el
limits training, months
L worksheets
- Participants can select 3 of 6 and s
modules covering topics they plans
deemed most relevant to their ’
needs
- Topics covered use of drugs
during sex; managing stress;
triggers to sexual risk behaviour,
culture and the impact of racial or
ethnic identity; HIV status
disclosure; and sexual and romantic
relationships
- Session format followed IMB
model: information on the topic; Ml
to discuss barriers to change; and
behaviour change via new skills.
Personalised Secondary Not reported - Individual counselling sessions No Completion Unclear Licensed 1-to-1 One main 1
Cognitive HIV focusing on self-justifications and of self- mental hour session
Counselling prevention rationalisations for sexual risk justification health and one
(PCC) behaviour. questionnair professionals booster
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- Therapist supports the participant e; in depth trained in session
Schwarcz 2013 to reflect on self-justifications for discussion of PCC (duration not
recent high risk sex episode recent high reported)
involving UAI and identify potential risk UAI after 6
flaws in rationalisations. months
- Development of personalised
plans to reduce future risk
behaviour
Positive Secondary  Information- - Brief early intervention for newly No No detail Sexual health ~ HIV 1-to-1 Three 60-
Choices (PC) HIV Motivation- HIV diagnosed MSM provided clinics counsellors m|nu'te
prevention Behavioural - Information and education about or social sessions; 2
Skikema 2011 Skills (IMB) sexual health in newly diagnosed workers initial
Sikkema 2014 model MSM (e.g. increased transmission trained in the Sl
risk, high viral load) PC E'US one
- Discussion of strategies to intervention LeaE]
intai session 1
maintain healthy sexual month later
relationships and the importance of
disclosure
- Increasing motivation for
transmission risk reduction
- Behavioural skills development
such as disclosure decision making
and communication skills
- Development of personalised risk
reduction plan
Interventions for young gay, bisexual and other men who have sex with men (MSM)
MyPeeps Primary HIV ~ Social Cognitive - |nformation and education about No Brief LGBT Peer Group Six 2-hour
(Male Youth risk Theory HIV/STI epidemiology in YMSM; lectures, community facilitators sessions (5-  sessions
Pursuing reduction distinctions between viral, bacterial demonstratio  health centre 10 delivered
Empowerment, Theories of and parasitic STls ns, group participants)  twice weekly
Education, and sexual minority exercises, for 3 weeks
Prevention stress, racial small and
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around identity - Discussion of effective condom large group
Sexuality) development use and condom use self-efficacy discussions,
and stigma - Discussion of minority stress and role plays,
Hidalgo 2015 management its influence on safe sex; address cartoon
also informed issues of homophobia and racism vignettes.
gletsggg::\oennt - Discyssion of interpersor_lal factors
including partner communication
and assertiveness
- Increase awareness of influence of
substance use on sexual risk
- Development of personalised risk
reduction plan and situation-specific
strategies to overcome barriers to
success
Motivational Primary HIV ~ Motivational - Collaborative, patient centred No Exercises Research Trained 1-to-1 FOU"'1'h0U"
Interviewing risk Interviewing approach most suitable for non- such as centre facilitators sessions;
reduction treatment seeking YGBM who are staging rule participants
Parsons 2014 ambivalent about changing risk and have 12
behaviour decisional week
- MI techniques used to increase balance window to
commitment to change the two risk exercise °°mP'ete all
behaviours (UAI and substance sessions
use)
- Development of a personalised
plan for change including goals and
potential barriers, and discussion of
relapse prevention
- Review of community resources
and support services available
Interventions for men from a Black African or Caribbean family background who have sex with men
The Bruthas Primary HIV  Information- - Intervention content tailored to No Some Private mobile  Trained 1-to-1 Four
Project prevention Motivation- MSMW and emphasised a non- sessions clinics or the African sessions
Behavioural judgemental approach to complex included project office American delivered
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Arnold 2019

Intervention
name not
reported

Eaton 2018

Primary STI
prevention

Skills (IMB)
model

Conflict Theory
of Decision
Making

sexual partnerships and
interactions.

- Information and education on
sexual risk behaviours and routes of
HIV transmission with male and
female partners

- Personal risk assessment and
identifying situational contexts and
motivational triggers for condomless
sex

- Condom use demonstration

- Information and discussion on the
importance of regular testing

- Discussion of relationships and
sexual communication

- Development of an individualised
risk reduction plan, including gender
and type of partner (main or casual)
- Use of Motivational counselling

- Focuses on sexual risk decision No
making and the limitations of
serosorting.

- Uses a fictitious story to stimulate
discussion of the limitations of
serosorting as an HIV prevention
strategy.

- Participants create a sexual
network diagram and use them to
reflect on their own sexual risk

- Development of a personalised
risk reduction plan
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interactive
role play
scenarios;
skills
practice with
feedback
and
reinforcemen
t; homework
assignments
to practice
behavioural
risk
reduction
skills.

Discussion
of fictitious
case where
serosorting
fails; creation
of sexual
network
diagram;
exercises
involving
weighing
costs and
benefits of
decision
making.

Community-
based
research
setting

male
counsellors

Trained
counsellors
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once every 2
weeks.
Session
duration not
reported.

1-to-1 Single 45-
minute
session
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POWER

Fernandez
2016

Men of African
American
Legacy
Empowering
Self (MAALES)

Harawa 2013

Being
Responsible
for Ourselves
(BRO)

Jemmott 2015

Primary HIV
prevention

Primary HIV
risk
reduction

Primary STI
risk
reduction

Information-
Motivation-

Behavioural
Skills (IMB)
model

Theory of
Reasoned
Action and
Planned
Behaviour

Empowerment
Theory

Critical Thinking
and Cultural
Affirmation
model

Social Cognitive
Theory

Theory of
Reasoned
Action

- Provision of culturally-relevant
information on HIV risk and
protection, including facts and
myths about HIV

- Development of communication
and sexual negotiation skills

- Development of a personal risk
reduction plan and commitment to
sexual health

- Behaviour change techniques
including skills building with
coaching, feedback and
reinforcement, and goal setting

- Addressed social influences and
cultural norms; emphasis on gender
and ethnicity

- Discussion of communication and
empowerment skills

- Support to develop risk reduction
goals and how to overcome
challenges; strategies for
committing to change

- Information and education on
HIV/STI symptoms, transmission,
prevention and risk reduction

- Discussion of personal sexual risk
behaviour and completion of risk
assessment to raise awareness of
own personal risk
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Yes

No

Live chat,
publicly
available
media clips,
skills building
exercises,
quizzes, role

plays

No
information

Discussion,
activities,
role plays,
mini-lecture,
homework
assignments
and

Online Trained
sessions facilitators
delivered in

real time via

live chat

Community- Trained
based settings facilitators
for at-risk or

HIV positive

clients

University Trained
research facilitators
centre
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over 3
weeks plus 2
booster
sessions at 6
and 18
weeks

Three 90-
minute
sessions
delivered
over 3
consecutive
weeks
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- Development of personal HIV interactive
sexual risk reduction plan, including videos
consideration of barriers and

strategies to overcome them

- Attitudes and skills around
condom use, including ways to
make it pleasurable, how drug or
alcohol use may affect condom use,
and ways to neutralise excuses for
not using condoms

- Condom use demonstration and
opportunity to practice

- Development and practice of
sexual negotiation and
communication skills

DiSH Primary HIV  Social Cognitive - Participants jointly prepared No Group Unclear Trained Group Five 2-hour
risk Theory healthy meals, ate them together, discussion facilitators sessions sessions
Koblin 2012 reduction and discussed a range of nutrition while delivered
and HIV related health topics cooking and over 2
- Session themes addressed eating meals weeks

parallels between healthy diet and
healthy sex, including cultural
factors and the role of shame,
remorse and self-worth.

- Some behaviour change
techniques including commitment to
change, goal setting, evaluation of
progress toward goals, and strategy

refinement.
Project RISE Primary HIV ~ Social Cognitive - Designed to address issues of No Discussion,  Community Trained 1-to-1 Six 90-120
risk Theory stress and coping, experiences of life coaching  partner counsellors minute
Lauby 2018 reduction stigma and discrimination, and other principles, agency offices sessions

(catering for delivered
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Unity in
Diversity
(UND)

Tobin 2013

Primary HIV
prevention

Stress and
Coping Theory

Ecosystems
perspective

Life Coaching
techniques

Information-
Motivation-

Behavioural
Skills (IMB)
model

Social Network
Theory

Social Cognitive
Theory

life concerns alongside sexual risk
behaviours

- Focused on the promotion of a
positive self-identity, the
development of coping strategies,
and generating action plans to work
through problems and implement
risk reduction behaviour.

- Included a session on the
importance of HIV testing; all
participants were offered HIV/STI
testing

- Numerous topics covered and
participants could select most
relevant

- Capitalises on social influence
processes to promote and maintain
behaviour change

- Information and education about
HIV risk, HIV testing and
preventative behaviours

- Attitudes and skills around
condom use, including
communication and the impact of
drugs or alcohol on condom use

- Condom use demonstration and
opportunity to practice

- Focus on importance of knowing
HIV status, HIV testing, asking
partners their status, and talking to
partners about testing

- Personal risk assessment to
increase awareness of personal risk
and set goals for risk reduction
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No

eco-mapping
exercise

Group
discussion,
videos,
problem-
solving
discussions,
role play,
skills
practice,
worksheets

LGBT people
of colour)

Research
clinics

over 6
weeks

Six 2-hour
group
sessions and
1 individual
session,
delivered
twice per
week

Ethnically Small groups
matched (4-8
facilitators participants)
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Enhanced Secondary
Sexual Health HIV
Intervention for  prevention
Men (ES-HIM)

Guided by
Cognitive
Behavioural
approaches

Williams 2013

- Addresses HIV and MSM related
stigma

- Combined sexual risk and stress No
reduction intervention for HIV

positive MSMW with history of

childhood sexual abuse

- Addresses the individual,
interpersonal, social and cultural
factors that may influence sexual
behaviour and psychological health

- Discussion of triple minority status
(HIV positive and member of sexual
and ethnic minority group); issues of
stigma and social isolation;
influence of gender, ethnicity and
trauma history

- Recognition of how learned coping
strategies, affect regulation and
cognitive distortions can impact
sexual behaviours

- Teaches participants to identify
stress triggers and how they could
lead to high risk behaviours

- Emphasis on communication
skills, negotiation and assertiveness
training, and establishing safe-sex
boundaries.

Interventions for MSM and trans women of mixed immigrant status

HOLA Primary HIV ~ Community-

prevention based
participatory
research
partnership

Rhodes 2020

- Spanish language, culturally Yes
congruent intervention

- Lay community leaders recruited

as ‘Navegantes’ and trained to work

within their existing social networks
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Discussion
based

Navegantes
met with
members of
their social
network and

Unclear

Community
and social
venues

Trained,
ethnically
matched
male
facilitators

Peer
Navegantes
were trained
by two Latinx
gay men;
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Small groups

1-to-1

Six 2-hour
sessions
over 3
weeks

Study period
lasted 12
months and
Navegantes
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1.1.6 Economic evidence

Social Cognitive
Theory

Empowerment
Education

to provide information, increase
awareness and promote behaviour
change

- Topics included impact of HIV and
STIls on Latinx populations and
sexual and gender minorities; HIV
and STI prevention strategies;
accessing health services and
HIV/STI testing; condom use;
impact of culture, values and
reciprocal determinism; and
effective communication and
support strategies.

carried out
formal and
informal
helping,
including
discussion,
demonstratio
ns, role play
activities and
distribution
of materials

they then
delivered the
intervention
to members
of their social
network

members of
their social
network
regularly
throughout
this period,
but unclear
how often or
the duration
of these
interactions.

A search for relevant economic studies was undertaken, using the strategy in appendix B and applying a cost-effectiveness filter. 2,099 references
were identified from this literature search; of which 2,090 were excluded during title and abstract screening. On full paper inspection all 9 of these
studies did not to meet the inclusion criteria, and therefore no economic studies were included to inform this review question

Excluded studies

A list of excluded studies along with reasons for exclusion can be found in Appendix K.

1.1.7 Economic model

No economic modelling was undertaken for this review question. The model structure developed for the review question on increasing update of
STl testing could in principle, but the committee agreed that none of the evidence from the clinical review enabled modelling that would provide

additional useful evidence for making recommendations.
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1 1.1.8 Summary of the effectiveness evidence

2 1.1.8.1 Summary of Findings for Migrants
3 1.1.8.1.1 Culturally adapted Motivational Interviewing group intervention
4

Condom use outcomes for Culturally adapted Motivational Interviewing group intervention vs. Health promotion control

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Culturally adapted Ml

(o2& ]

Consistent condom use: past 90 days 174 per 1000 450 per 1000 RR 2.59 278 [SIISIS) Sanchez 2013
Follow-up: 3 months (299 to 677) (1.72 to 3.89) (1 study) low'?

Consistent condom use: past 90 days 152 per 1000 385 per 1000 RR 2.53 278 DPOO Sanchez 2013
Follow-up: 9 months (247 to 603) (1.62 to 3.96) (1 study) low'?

Consistent condom use: past 30 days 239 per 1000 514 per 1000 RR 2.15 278 [SIeISIS) Sanchez 2013
Follow-up: 3 months (366 to 722) (1.53 to 3.02) (1 study) low'?2

Consistent condom use: past 30 days 246 per 1000 443 per 1000 RR 1.8 278 [SIISIS) Sanchez 2013
Follow-up: 9 months (313 to 626) (1.27 to 2.54) (1 study) low'?2

Condom use at last sex 319 per 1000 593 per 1000 RR 1.86 278 SISl Sanchez 2013
Follow-up: 3 months (450 to 784) (1.41 to 2.46) (1 study) low'?2

Condom use at last sex 348 per 1000 501 per 1000 RR 1.44 278 [lele]e) Sanchez 2013
Follow-up: 9 months (376 to 664) (1.08 to 1.91) (1 study) very low'?3

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the

comparison group and the relative effect of the intervention (and its 95% CI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to insufficient information on randomisation and lack of allocation concealment
2 Latino migrant workers in the USA

3 Downgraded once as 95%Cl crosses one MID

1.1.8.1.2 Culturally specific community-based risk reduction intervention for Hispanic women

Condom use outcomes for Culturally specific community-based group risk reduction intervention for Hispanic women vs. Control

Control

Community-based prevention intervention

lllustrative comparative risks* (95% Cl)
Assumed risk Corresponding risk
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Percent of sex events where The mean percent of sex events where condoms were used, at 6 months, 259 [CISISIS) Peragallo Montano
condoms were used (MID = 22.4) in the intervention groups was (1 study) very low'23 2019
8.42 lower
Follow up: 6 months (18.94 lower to 2.1 higher)
Percent of sex events where The mean percent of sex events where condoms were used, at 12 259 [CISISIS) Peragallo Montano
condoms were used months, (MID = 22.2) in the intervention groups was (1 study) very low'?? 2019
4.38 lower
Follow up: 12 months (15.22 lower to 6.46 higher)
Number of condomless sex The mean number of condomless sex events, at 6 months, (MID = 4.2) in 259 [SISISIS) Peragallo Montano
events the intervention groups was (1 study) very low'?3 2019
1.42 higher
Follow up: 6 months (0.54 lower to 3.38 higher)
Number of condomless sex The mean number of condomless sex events, at 12 months, (MID = 4.5) 259 [CISISIS) Peragallo Montano
events in the intervention groups was (1 study) very low'?3 2019
0.37 lower
Follow up: 12 months (2.28 lower to 1.54 higher)
Self-efficacy for condom use 443 per 1000 580 per 1000 RR 1.31 259 [CISISIS) Peragallo Montano
(452 to 735) (1.02 to 1.66) (1 study) very low'?4 2019
Follow up: 6 months
Self-efficacy for condom use 489 per 1000 616 per 1000 RR 1.26 259 [CISISIS) Peragallo Montano
(493 to 772) (1.01 to 1.58) (1 study) very low'2* 2019
Follow up: 12 months
Behavioural intention to use a 639 per 1000 715 per 1000 RR 1.12 345 [SISISIS) Peragallo 2012
condom (613 to 824) (0.96 to 1.29) (1 study) very low?%%
Follow up: 3 months
Behavioural intention to use a 761 per 1000 784 per 1000 RR 1.03 372 [CISISIS) Peragallo 2012
condom (700 to 875) (0.92 to 1.15) (1 study) very low?35
Follow up: 6 months
Behavioural intention to use a 818 per 1000 785 per 1000 RR 0.96 381 [SISISIS) Peragallo 2012
condom (712 to 867) (0.87 to 1.06) (1 study) very low?35
Follow up: 12 months
Any condom use 322 per 1000 386 per 1000 RR 1.2 345 [SISISIS) Peragallo 2012
(290 to 512) (0.9to0 1.59) (1 study) very low?%%
Follow up: 3 months
Any condom use 422 per 1000 401 per 1000 RR 0.95 631 POOeO Peragallo Montano
(333 to 481) (0.79 to 1.14) (2 studies) very low?%% 2019

Follow up: 6 months

Peragallo 2012
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Any condom use 426 per 1000 472 per 1000 RR 1.11 640 [CISISIS) Peragallo Montano
(298 to 745) (0.7 to 1.75) (2 studies) very low?%78 2019

Follow up: 12 months Peragallo 2012

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% CI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on allocation concealment or blinding. Adherence issues: not all participants completed all sessions (only 71% completed all 3 and
16% did not complete any) and impact of adherence not analysed. Trial not registered.

2 US study of Hispanic migrants

3 Downgraded once as 95%Cl crosses line of no effect

4 Downgraded once as 95%Cl crosses 1 MID

5 Downgraded twice for high concerns of bias due to adherence to the intervention was poor (only 43% attended all sessions and 41% did not attend any session) and the impact of adherence was not
assessed. Relatively high attrition (48% at 3-months and 33% at 12 months for intervention group) and no comparison of completers vs those lost to follow-up. Outcome assessors were not blind to
condition. All outcomes were dichotomised due to skewed response patterns which did not allow for as rich of an analysis as if they had been retained as continuous variables, and may attenuate
intervention effects. Trial not registered

% Downgraded once as 95%Cl crosses line of no effect and 1 MID

” Downgraded twice as 12 = 86%

8 Downgraded twice as 95%ClI crosses line of no effect and 2 MIDs

STl incidence outcomes for Culturally specific community-based group risk reduction intervention for Hispanic women vs. Control

lllustrative comparative risks* (95% CI)

Assumed risk Corresponding risk
Control Community-based prevention intervention

Chlamydia incidence 0 per 1000 0 per 1000 RR 3.52 372 [CISISIS) Peragallo 2012
(0to 0) (0.14 to 85.93) (1 study) very low'23

Follow up: 6 months

Chlamydia incidence 15 per 1000 5 per 1000 RR 0.36 381 [SISISIS) Peragallo 2012
(1 to 52) (0.04 to 3.44) (1 study) very low'?3

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded twice for high risk of bias due to adherence to the intervention was poor (only 43% attended all sessions and 41% did not attend any session) and the impact of adherence was not
assessed. Relatively high attrition (48% at 3-months and 33% at 12 months for intervention group) and no comparison of completers vs those lost to follow-up. Outcome assessors were not blind to
condition. All outcomes were dichotomised due to skewed response patterns which did not allow for as rich of an analysis as if they had been retained as continuous variables, and may attenuate
intervention effects. Trial not registered

2 US study of Hispanic migrants

3 Downgraded twice as 95%ClI crosses line of no effect and 2 MIDs
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STI/HIV knowledge outcomes for Culturally specific community-based group risk reduction intervention for Hispanic women vs. Control

lllustrative comparative risks* (95% CI)

Assumed risk Corresponding risk
Control Community based prevention intervention
HIV knowledge 485 per 1000 616 per 1000 RR 1.27 345 b6 Peragallo 2012
(509 to 747) (1.05 to 1.54) (1 study) very low'?3
Follow up: 3 months
HIV knowledge 461 per 1000 664 per 1000 RR 1.44 631 [CISISIS) Peragallo Montano 2019
(562 to 779) (1.22 to 1.69) (2 studies) very low?34 Peragallo 2012
Follow up: 6 months
HIV knowledge 620 per 1000 682 per 1000 RR 1.1 640 CISISIS) Peragallo Montano 2019
(614 to 756) (0.99 to 1.22) (2 studies) very low?*5 Peragallo 2012

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded twice for high risk of bias due to adherence to the intervention was poor (only 43% attended all sessions and 41% did not attend any session) and the impact of adherence was not
assessed. Relatively high attrition (48% at 3-months and 33% at 12 months for intervention group) and no comparison of completers vs those lost to follow-up. Outcome assessors were not blind to
condition. All outcomes were dichotomised due to skewed response patterns which did not allow for as rich of an analysis as if they had been retained as continuous variables, and may attenuate
intervention effects. Trial not registered

2 US study of Hispanic migrants

3 Downgraded once as 95%Cl crosses 1 MID

4 Downgraded once for some concerns of bias for Peragallo Montano 2019 due to no information on allocation concealment or blinding; adherence issues: not all participants completed all sessions
(only 71% completed all 3 and 16% did not complete any) and impact of adherence not analysed; trial not registered) and further downgraded for high risk of bias for Peragallo 2012 due to adherence to
the intervention was poor (only 43% attended all sessions and 41% did not attend any session) and the impact of adherence was not assessed; relatively high attrition (48% at 3-months and 33% at 12
months for intervention group) and no comparison of completers vs those lost to follow-up; outcome assessors were not blind to condition; all outcomes were dichotomised due to skewed response
patterns which did not allow for as rich of an analysis as if they had been retained as continuous variables, and may attenuate intervention effects; and trial not registered)

5Downgraded once as 95%CI crosses line of no effect

1.1.8.2 Summary of Findings for People who are homeless

Condom use outcomes for Brief group-based motivational interviewing intervention for homeless youth vs. Standard care

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Group Motivational Interviewing Intervention
Proportion of unprotected sexual The mean proportion of unprotected sexual events, at 3 months, (MID = 181 [SlSISIS) Tucker 2017
events, at 3 months 0.24) in the intervention groups was (1 study) very low'?3
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0.01 higher
(0.12 lower to 0.14 higher)
Condom use self-efficacy, at 3 months The mean condom use self-efficacy, at 3 months, (MID = 0.32) in the 181 [SISISIS) Tucker 2017
intervention groups was (1 study) very low'23
0.13 higher

(0.04 lower to 0.3 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

ClI: Confidence interval;

" Downgraded twice for high risk of bias due to randomised cross-over trial with no information on blinding.; intervention adherence was low and impact of intervention attendance on outcomes was not
assessed; overall follow-up rates were high (91%) but follow-up was significantly higher in the intervention group (95%) than the control group (86%); trial not registered.

2 US study

3 Downgraded once as 95%ClI crosses line of no effect

1.1.8.3 Summary of Findings for Young People

Condom use outcomes for Peer facilitator intervention vs. Expert facilitator intervention

lllustrative comparative risks* (95% CI)

Assumed risk Corresponding risk
Expert facilitator Peer facilitator

Condom use consistency, for vaginal sex 849 per 1000 790 per 1000 RR 0.93 190 DO Giminez-Garcia 2018
Follow-up: 1 month (697 to 909) (0.82 to 1.07) (1 study) very low'?
Condom use consistency, for vaginal sex 857 per 1000 874 per 1000 RR 1.02 166 CISISIS) Giminez-Garcia 2018
Follow-up: 4 months (780 to 986) (0.91 to 1.15) (1 study) very low'?
Condom use consistency, for anal sex 957 per 1000 919 per 1000 RR 0.96 190 [SISISIS) Giminez-Garcia 2018
Follow-up: 1 month (852 to 986) (0.89 to 1.03) (1 study) very low'?
Condom use consistency, for anal sex 976 per 1000 918 per 1000 RR 0.94 166 [CISISIS) Giminez-Garcia 2018
Follow-up: 4 months (849 to 986) (0.87 to 1.01) (1 study) very low'?

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

CIl: Confidence interval; RR: Risk ratio;

" Downgraded twice for high risk of bias due to no information on participant blinding, adherence to intervention regimen, or baseline differences between groups; trial was not registered
2 Downgraded once as 95%Cl crosses line of no effect

Condom use outcomes for STl risk reduction intervention with booster sessions vs. attention matched control

Gutcomes I llustrative comparative risks* (95% CI) - Commems
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Assumed Corresponding risk

risk
Control Risk reduction intervention
Unprotected sex — any episodes 625 per 582 per 1000 RR 0.93 573 [SISISIS) Morrison-Beedy
Follow-up: 3 months 1000 (507 to 669) (0.81 to 1.07) (1 study) very low'?3 2013
Unprotected sex — any episodes 672 per 544 per 1000 RR 0.81 546 [CISISIS) Morrison-Beedy
Follow-up: 6 months 1000 (470 to 625) (0.7 t0 0.93) (1 study) very low'?* 2013
Unprotected sex — any episodes 728 per 684 per 1000 RR 0.94 484 [CISISIS) Morrison-Beedy
Follow-up: 12 months 1000 (611 to 764) (0.84 to 1.05) (1 study) very low'?3 2013
Unprotected sex — number of The mean unprotected sex — number of episodes; at 3 months (MID = 3.73) in 537 [SIISIS) Morrison-Beedy
episodes the intervention group was (1 study) low'?2 2013
Follow-up: 3 months 0.7 lower
(1.93 lower to 0.53 higher)
Unprotected sex — number of The mean unprotected sex — number of episodes; at 6 months (MID = 4.42) in 546 [SIISIS) Morrison-Beedy
episodes the intervention group was (1 study) low'?2 2013
Follow-up: 6 months 0.97 lower
(2.41 lower to 0.47 higher)
Unprotected sex — number of The mean unprotected sex — number of episodes; at 12 months (MID = 5.52) in 484 (SISl Morrison-Beedy
episodes the intervention group was (1 study) low'?2 2013
Follow-up: 12 months 1.06 lower

(3.04 lower to 0.92 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% CI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on participant blinding or intervention adherence. 24% lost to follow-up and no attrition analyses.
2US study

3 Downgraded once as 95%ClI crosses line of no effect

4 Downgraded once as 95%Cl crosses one MID

Condom use outcomes for Brief Ml intervention delivered in paediatric EDs vs. standard care

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Brief Ml intervention

Condom use at last sex 571 per 1000 400 per 1000 RR 0.7 24 [GISISIS) Miller 2021
Follow-up: 6 months (166 to 966) (0.29t0 1.69) (1 study) very low'??
Condom use intention The mean condom use intention; at 6 months (MID = 0.48), in the intervention 37 [SISISIS) Miller 2021
Follow-up: 6 months group was (1 study) very low'2*

0.54 lower

(1.27 lower to 0.19 higher)
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Condom use confidence The mean condom use confidence; at 6 months (MID = 0.62), in the intervention 37 [CISISIS) Miller 2021
Follow-up: 6 months groups was (1 study) very low'23
0.05 higher

(0.82 lower to 0.92 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

CI: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to high attrition (only 40.6% completion at 6 months) but no differential attrition by group. Small final sample (n=37)
2US study delivered in paediatric ED setting

3 Downgraded twice as 95%Cl crosses line of no effect and 2 MIDs

4 Downgraded once as 95%ClI crosses line of no effect and 1 MID

STl incidence outcomes for Group-based risk reduction workshops vs. waitlist control
lllustrative comparative risks* (95% Cl)

Assumed risk Corresponding risk

Control Group-based risk reduction workshops
STl incidence 67 per 1000 3 per 1000 RR 0.05 318 [CIISIS) Champion 2012
Follow-up: 6 months (0 to 52) (0t0 0.77) (1 study) low'?
STl incidence 78 per 1000 36 per 1000 RR 0.46 333 [CIISIS) Champion 2012
Follow-up: 12 months (14 to 93) (0.18 t0 1.19) (1 study) low'?

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

Cl: Confidence interval; RR: Risk ratio;

"US study of adolescent women with a history of sexual or physical abuse
2 Downgraded once as 95%Cl crosses line of no effect
3 Downgraded once as 95%Cl crosses line of no effect and 1 MID

STl knowledge outcomes for Peer facilitator intervention vs. Expert facilitator intervention
lllustrative comparative risks* (95% CI)

Assumed risk Corresponding risk
Expert facilitator Peer facilitator

STl knowledge The mean STI knowledge, at 1 month (MID = 0.73), in the intervention 190 Giminez-Garcia 2018
Follow-up: 1 month group was (1 study) very low'?

0.1 higher

(0.32 lower to 0.52 higher)
STI knowledge The mean STI knowledge, at 4 months (MID = 0.59), in the intervention 166 POOO Giminez-Garcia 2018
Follow-up: 4 months group was (1 study) very low'?

0.07 higher

(0.32 lower to 0.46 higher)
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*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

CI: Confidence interval; RR: Risk ratio;

"Downgraded twice for high risk of bias due to limited information on randomisation and allocation concealment, no information on intervention adherence, missing data not reported, no attrition analyses by
group; and trial not registered
2 Downgraded once as 95%ClI crosses line of no effect

1.1.8.4 Summary of Findings for Trans People

Group-based HIV risk reduction and prevention interventions vs. standard care or attention-matched control
lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Group-based HIV risk reduction intervention

Number of condomless sex The mean number of condomless sex acts at 4 months (MID = 1.91) in the 167 [SISISIS) Garofalo 2018
acts intervention group was (1 study) very low'?3
Follow-up: 4 months 0.88 lower

(1.9 lower to 0.14 higher)
Number of condomless sex The mean number of condomless sex acts at 8 months (MID = 1.03) in the 167 [CISISIS) Garofalo 2018
acts intervention group was (1 study) very low'"?23
Follow-up: 8 months 0.43 lower

(0.97 lower to 0.11 higher)
Number of condomless sex The mean number of condomless sex acts at 12 months (MID = 1.27) in the 164 CISISIS) Garofalo 2018
acts intervention group was (1 study) very low'2#
Follow-up: 12 months 0.69 lower

(1.37 lower to 0.01 lower)
Number of condomless sex The mean number of condomless sex partners at 3 months (MID = 0.38) in the 42 [SISISIS) Sevelius 2019
partners intervention group was (1 study) very low?*5
Follow-up: 3 months 0.29 higher

(0.2 lower to 0.78 higher)
Number of condomless sex The mean number of condomless sex partners at 6 months (MID = 0.41) in the 42 [CISISIS) Sevelius 2019
partners intervention group was (1 study) very low?*5

Follow-up: 6 months

0.42 lower
(0.84 lower to 0 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded for some concerns of bias due to an original third arm of the trial being dropped before study completion, and the trial was not registered

2US study

3 Downgraded once as 95%Cl crosses line of no effect

4 Downgraded once as 95%Cl crosses one MID
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5 Downgraded for some concerns of bias due to lack of participant blinding and relatively high attrition

1.1.8.5 Summary of Findings for people from a Black African or Caribbean family background

Interactive HIV prevention workshops vs. information only comparison workshops
lllustrative comparative risks* (95% Cl)
Assumed risk  Corresponding risk

Control Interactive HIV prevention workshops

Condom use at last sex 491 per 1000 711 per 1000 RR 1.45 112 CICISIS) Diallo 2010
Follow-up: 3 months (1 study) low'?

(520 to 981) (1.06 to 2)
Condom use at last sex 493 per 1000 685 per 1000 RR 1.39 137 PPOO Diallo 2010
Follow-up: 6 months (1 study) low'?

(512 to 916) (1.04 to 1.86)
Any unprotected sex in prior 3 362 per 1000 376 per 1000 RR 1.04 187 [SISISIS) Diallo 2010
months (1 study) very low'?
Follow-up: 3 months (260 to 546) (0.72 0 1.51)
Any unprotected sex in prior 3 316 per 1000 310 per 1000 RR 0.98 237 SISISIS) Diallo 2010
months (212 to 449) (1 study) very low'?

Follow-up: 6 months (0.67 to 1.42)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

CIl: Confidence interval; RR: Risk ratio;

" Downgraded once for indirectness as the intervention is delivered to pre-existing groups of women (e.g. church groups, sororities) in locations of their choice (e.g. college campuses, their home). This is
not directly applicable to the UK sexual health services context.

2Downgraded once as 95%Cl crosses 1 MID

3 Downgraded twice as 95%ClI crosses line of no effect and 2 MIDs

Brief small-group peer led HIV risk reduction intervention delivered in Barbershops vs. attention matched control

lllustrative comparative risks* (95% Cl)
Assumed risk  Corresponding risk

Control Brief peer led HIV risk reduction intervention

Any condomless sex 462 per 1000 351 per 1000 RR 0.76 657 [SlSISIS) Wilson 2019
Follow-up: 6 months (1 study) very low'?3
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(291 to 425) (0.63 to0 0.92)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

CI: Confidence interval; RR: Risk ratio;

" Downgraded twice for high risk of bias due to baseline differences between groups on key variables; differential attrition by group, and no participant blinding.
2US study conducted in barbershops
3 Downgraded once as 95%Cl crosses 1 MID

Computer-based HIV prevention intervention with small group sessions vs. attention matched control

lllustrative comparative risks* (95% CI)
Assumed risk  Corresponding risk

Control Computer-based HIV prevention intervention

Proportion of condom-protected sex The mean proportion of condom-protected sex acts, at 3 months 116 [SIISIS) Wingood 2011
acts (MID = 0.05), in the intervention group was (1 study) low'?2
Follow-up: 3 months 0.32 higher

(0.28 to 0.36 higher)
Condom use self-efficacy The mean condom use self-efficacy at 3 months (MID = 0.26) in the 116 DPOO Wingood 2011
Follow-up: 3 months intervention group was (1 study) low'?2

1.85 higher

(1.66 to 2.04 higher)
HIV/STI prevention knowledge The mean HIV/STI prevention knowledge at 3 months (MID = 0.05) 116 DD Wingood 2011
Follow-up: 3 months in the intervention group was (1 study) low'?2

0.46 higher

(0.43 to 0.49 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to impact of intervention adherence not assessed; 10.4% did not attend both intervention sessions; and the trial was not registered.
2US study

1.1.8.6 Summary of Findings for young people from a Black African or Caribbean family background

Psychoeducational STI/HIV prevention intervention vs. attention matched control
lllustrative comparative risks* (95% CI)

Assumed  Corresponding risk
risk
Control Psychoeducational STI/HIV prevention intervention
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Proportion of condom-protected vaginal sex The mean proportion of condom-protected vaginal sex at 3 months (MID = 41 POBO Brawner
Follow-up: 3 months 0.19) in the intervention group was (1 study) very low'?3 2021
0.13 higher
(0.1 lower to 0.36 higher)
Proportion of condom-protected vaginal sex The mean proportion of condom-protected vaginal sex at 6 months (MID = 21 [CISISIS) Brawner
Follow-up: 6 months 0.18) in the intervention group was (1 study) very low'?# 2021
0.14 lower
(0.48 lower to 0.2 higher)
Proportion of condom-protected vaginal sex The mean proportion of condom-protected vaginal sex at 12 months (MID = 14 [SISISIS) Brawner
Follow-up: 12 months 0.1) in the intervention group was (1 study) very low'2# 2021
0.18 lower
(0.59 lower to 0.23 higher)
Condom use self-efficacy The mean condom use self-efficacy at 3 months (MID = 0.29) in the 68 [SISISIS) Brawner
Follow-up: 3 months intervention group was (1 study) very low'25 2021
0.31 higher
(0.04 to 0.58 higher)
Condom use self-efficacy The mean condom use self-efficacy at 6 months (MID = 0.32) in the 35 [CISISIS) Brawner
Follow-up: 6 months intervention group was (1 study) very low'23 2021
0.21 higher
(0.17 lower to 0.59 higher)
Condom use self-efficacy The mean condom use self-efficacy at 12 months (MID = 0.31) in the 21(1 study) CISISIS] Brawner
Follow-up: 12 months intervention group was very low'23 2021
0.25 higher
(0.25 lower to 0.75 higher)
Condom use knowledge The mean condom use knowledge at 6 months (MID = 0.12) in the 35 [SCISISIS) Brawner
Follow-up: 6 months intervention group was very low'23 2021
0.05 higher (1 study)
(0.09 lower to 0.19 higher) Y
Condom use knowledge The mean condom use knowledge at 12 months (MID = 0.16) in the 23 [CISISIS) Brawner
Follow-up: 12 months intervention group was very low'?3 2021
0.09 higher (1 study)
(0.14 lower to 0.32 higher) Y
HIV/STI knowledge The mean HIV/STI knowledge at 3 months (MID = 0.14) in the intervention 66 [SISISIS) Brawner
Follow-up: 3 months group was very low'?5 2021
0.16 higher (1 study)
(0.04 lower to 0.28 higher) Y
HIV/STI knowledge The mean HIV/STI knowledge at 6 months (MID = 0.09) in the intervention 35 (CISISIS) Brawner
Follow-up: 6 months group was very low'?3 2021
0.04 higher (1 study)
(0.09 lower to 0.17 higher) Y
HIV/STI knowledge The mean HIV/STI knowledge at 12 months (MID = 0.12) in the intervention 23 [GISISIS) Brawner
Follow-up: 12 months group was very low'?3 2021
0.07 higher (1 study)

(0.11 lower to 0.25 higher)
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*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% ClI).

" Downgraded once for some concerns of bias due to baseline differences between groups, high attrition, and the trial was not registered
2US study

3 Downgraded once as 95%Cl crosses line of no effect and 1 MID

4 Downgraded twice as 95%Cl crosses line of no effect and 2 MIDs

5 Downgraded once as 95%ClI crosses 1 MID

Group intervention addressing issues of gender, power and inequality vs. attention matched control
lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Group-based intervention

Any unprotected vaginal or anal sex in prior 333 per 1000 200 per 1000 RR 0.6 30 [SISISIS) Brothers 2016
3 months (1 study) very low'23
Follow-up: immediately post-test (57 to 690) (0.17 t0 2.07)
Any unprotected vaginal or anal sex in prior 462 per 1000 498 per 1000 RR 1.08 25 [CISISIS) Brothers 2016
3 months (1 study) very low'23
Follow-up: 3 months (222 to 1000) (0.48 to 2.45)
Condom use self-efficacy The mean condom use self-efficacy immediately post-test (MID = 37 [CISISIS) Brothers 2016
Follow-up: immediate post-test 0.3) in the intervention group was (1 study) very low'"24

0.11 higher

(0.26 lower to 0.48 higher)
Condom use self-efficacy The mean condom use self-efficacy at 3 months (MID = 0.26) in the 36 DO Brothers 2016
Follow-up: 3 months intervention group was (1 study) very low'25

0.43 higher

(0.11 lower to 0.75 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

Cl: Confidence interval; RR: Risk ratio;

' Downgraded twice for high risk of bias due to limited information on randomisation; baseline differences between groups; intervention adherence not assessed; and the trial was not registered
2US study

3 Downgraded twice as 95%ClI crosses line of no effect and 2 MIDs

4 Downgraded once as 95%Cl crosses line of no effect and 1 MID

5 Downgraded once as 95%ClI crosses 1 MID

Small group IMB-based HIV prevention intervention vs. attention matched control

Guiteomes I iustrative comparative risks* (95% Cl) - comments
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_Assumed risk Corresponding risk

_Control Group-based IMB HIV prevention intervention

Condom use self-efficacy The mean condom use self-efficacy at 3 months (MID = 2.89) in the 45 [CISISIS) Chandler 2019
Follow-up: 3 months intervention group was (1 study) very low'?3

1.32 higher

(2.06 lower to 4.7 higher)
HIV knowledge The mean HIV knowledge at 3 months (MID = 1.01) in the 46 PPOO Chandler 2019
Follow-up: 3 months intervention group was (1 study) low'?2

3.07 higher

(1.85 lower to 4.29 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to intervention adherence not assessed; and the trial was not registered
2US study
3 Downgraded once as 95%ClI crosses line of no effect and 1 MID

Sex positive condom focused intervention vs. attention matched control

lllustrative comparative risks* (95% Cl)
Assumed risk  Corresponding risk

Control Sex positive condom focused intervention

Correct and consistent condom 496 per 1000 535 per 1000 RR 1.08 702 [CISISIS) Crosby 2014
use (466 to 620) (0.94 to 1.25) (1 study) very low'??

Follow-up: 2 months

Correct and consistent condom 470 per 1000 517 per 1000 RR 1.1 702 [CISISIS) Crosby 2014
use (442 to 597) (0.94 t0 1.27) (1 study) very low'24

Follow-up: 6 months

STl incidence (CT or GC) 74 per 1000 94 per 1000 RR 1.28 702 DOOO Crosby 2014
Follow-up: 6 months (57 to 155) (0.78 to 2.1) (1 study) very low'?5

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

CIl: Confidence interval; RR: Risk ratio;

"Downgraded once for some concerns of bias due to baseline differences between groups on key variables (condom use and history of STls); trial not registered.

2Downgraded twice for indirectness due to high rate of self-reported history of incarceration (42%) and because for participants younger than 18 years, only those who provided details of a parent or
guardian who could provide in-person parental consent were eligible to participate. This group may not be representative of all sexually active males aged 15-18 years. US study

3 Downgraded once as 95%Cl crosses line of no effect

4 Downgraded once as 95%Cl crosses line of no effect and 1 MID

5 Downgraded twice as 95%CI crosses line of no effect and 2 MIDs
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Group intervention with brief telephone contacts to support risk reduction vs. group intervention only

lllustrative comparative risks* (95% CI)
Assumed risk  Corresponding risk

Control Group intervention with telephone contact

Proportion of condom-protected sex acts in - The mean proportion of condom-protected sex acts in the prior 3 429 PPOO DiClemente
prior 3 months months, at 36 months (MID = 0.15), in the intervention group was (1 study) low'? 2014
Follow-up: 36 months 0.09 higher

(0.04 to 0.14 higher)
Proportion of condom-protected sex acts in - The mean proportion of condom-protected sex acts in the prior 6 429 PPOO DiClemente
prior 6 months months, at 36 months (MID = 0.15), in the intervention group was (1 study) low'? 2014
Follow-up: 36 months 0.09 higher

(0.04 to 0.14 higher)
Chlamydia infection 327 per 1000 304 per 1000 RR 0.93 627 CISISIS) DiClemente
Follow-up: 36 months (242 to 383) (0.74 to 1.17) (1 study) very low'23 2014
Gonococcal infection 170 per 1000 155 per 1000 RR 0.91 627 [SISISIS) DiClemente
Follow-up: 36 months (109 to 222) (1 study) very low'24 2014

(0.64 to 1.31)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% CI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on blinding; intervention group received more phone sessions than control; high attrition
2Downgraded for indirectness due to high rate of self-reported abuse history (56% emotional abuse, 39% physical abuse); US study

3 Downgraded once as 95%ClI crosses line of no effect and 1 MID

4 Downgraded twice as 95%ClI crosses line of no effect and 2 MIDs

Group intervention focusing on partner concurrency vs. attention matched control

lllustrative comparative risks* (95% Cl)
Assumed risk  Corresponding risk

_Control Group intervention focusing on partner concurrency

Condom use self-efficacy The mean condom use self-efficacy at 6 months (MID = 2.67) in the 635 (CICISIS) Wingood 2013
Follow-up: 6 months intervention group was (1 study) low'?

1.72 higher

(0.86 to 2.58 higher)
Condom use self-efficacy The mean condom use self-efficacy at 12 months (MID = 1.85) in the 635 [SlSISIS) Wingood 2013
Follow-up: 12 months intervention group was (1 study) very low"23
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0.45 lower

(1.08 lower to 0.18 higher)
Non-viral STl incidence (CT, GC, 98 per 1000 62 per 1000 RR 0.63 635 [SISISIS) Wingood 2013
TV) (35 to 108) (0.36to 1.1) (1 study) very low'2#
Follow-up: 6 months
Non-viral STl incidence (CT, GC, 120 per 1000 93 per 1000 RR 0.77 635 [SlSISIS) Wingood 2013
TV) (58 to 151) (0.48t0 1.26) (1 study) very low'?5
Follow-up: 12 months
HPV incidence 393 per 1000 236 per 1000 RR 0.6 214 CISISIS) Wingood 2013
Follow-up: 12 months (153 to 358) (0.39t0 0.91) (1 study) very low'26

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in the
comparison group and the relative effect of the intervention (and its 95% Cl).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to trial not registered

2 US study and participants were limited to those with HMO health insurance
3 Downgraded once as 95%Cl crosses line of no effect

4 Downgraded once as 95%ClI crosses line of no effect and 1 MID

® Downgraded twice as 95%Cl crosses line of no effect and 2 MIDs

5 Downgraded once as 95%ClI crosses 1 MID

1.1.8.7 Summary of Findings for MSM

1.1.8.7.1 IMB / Motivational Interviewing based approaches

Condom use outcomes for IMB / Motivational Interviewing based approaches vs. control

lllustrative comparative risks* (95% Cl)
Assumed  Corresponding risk

risk
Control IMB / Motivational Interviewing based approaches
Frequency of UAI in prior 3 months The mean frequency of UAI in prior 3 months, at 3 months (MID = 1.85) 201 [SISISIS) Brown 2019
in the intervention groups was (3 studies) very low'?3 Sikkema 2011
Follow up: 3 months 0.01 higher Sikkema 2014
p: (1.32 lower to 1.35 higher)
Frequency of UAI in prior 3 months The mean frequency of UAI in prior 3 months, at 6 months (MID = 8.32) 259 [CISISIS) Cruess 2018
in the intervention groups was (3 studies) very low?34 Sikkema 2011
0.62 higher Sikkema 2014

Follow up: 6 months (1.38 lower to 2.63 higher)
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Frequency of unprotected anal or oral sex The mean frequency of unprotected anal or oral sex in prior 3 months, 72 [SIeISIS) Brown 2019
in prior 3 months at 3 months (MID = 0.04) in the intervention groups was (1 study) low®*¢
0.25 lower
Follow up: 3 months Wi Ey
Frequency of UAI in prior 3 months The mean frequency of UAI in prior 3 months, at 9 months (MID = 59 CISISIS) Sikkema 2014
10.75) in the intervention groups was (1 study) very low®78
Follow up: 9 months U LG s
p: (9.89 lower to 20.03 higher)
Frequency of UAI with HIV- or unknown The mean frequency of UAI with HIV- or unknown status partners in 228 POBO Safren 2013
status partners in prior 3 months prior 3 months, at 3 months (MID = 4.05) in the intervention groups was (2 studies) very low?3’ Sikkema 2014
0.09 lower
Follow up: 3 months (2.01 lower to 1.83 higher)
Frequency of UAI with HIV- or unknown The mean frequency of UAI with HIV- or unknown status partners in 373 CISISIS) Cruess 2018
status partners in prior 3 months prior 3 months, at 6 months (MID = 3.56) in the intervention groups was (3 studies) very low?3’ Safren 2013
0.06 higher Sikkema 2014
Follow up: 6 months (1.21 lower to 1.34 higher)
Frequency of UAI with HIV- or unknown The mean frequency of UAI with HIV- or unknown status partners in 222 DO Safren 2013
status partners in prior 3 months prior 3 months, at 9 months (MID = 5.28) in the intervention groups was (2 studies) very low?7%10  Sikkema 2014
0.7 higher
Follow up: 9 months (5.48 lower to 6.87 higher)
Frequency of UAI with HIV- or unknown The mean frequency of UAI with HIV- or unknown status partners in 172 DD Safren 2013
status partners in prior 3 months prior 3 months, at 12 months (MID = 2.14) in the intervention groups (1 study) low®?®
was
. 0.5 higher
Follow up: 12 months (1.4 lower to 2.4 higher)
Frequency of UAI with HIV+ partners in The mean frequency of UAI with HIV+ partners in prior 6 months, at 6 140 PPOO Cruess 2018
prior 6 months months (MID = 6) in the intervention groups was (1 study) low?¢
0.46 lower
Follow up: 6 months (4.67 lower to 3.75 higher)
Condom use at last sex 447 per 676 per 1000 RR 1.51 75 CISISIS) Nostlinger 2016
1000 (443 to 1000) (0.99 to (1 study) very low%8
Follow up: 3 months 2.29)
Condom use at last sex 486 per 661 per 1000 RR 1.36 76 OO Nostlinger 2016
1000 (437 to 986) (0.9 to 2.03) (1 study) very low?8
Follow up: 6 months
Serodiscordant CAl with a male partner in 489 per 504 per 1000 RR 1.03 183 CISISIS) Hart 2021
prior 3 months 1000 (377 to 675) (0.77 to (1 study) very low'2138
1.38)

Follow up: 3 months
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Serodiscordant CAl with a male partner in 479 per 393 per 1000 RR 0.82 183 SISISIS) Hart 2021
prior 3 months 1000 (282 to 551) (0.59 to (1 study) very low'2138

1.15)
Follow up: 6 months
Serodiscordant CAl with casual partner in 415 per 461 per 1000 RR 1.11 183 CISISIS) Hart 2021
prior 3 months 1000 (332 to 639) (0.8 to 1.54) (1 study) very low'2138

Follow up: 3 months

Serodiscordant CAl with casual partner in 426 per 357 per 1000 RR 0.84 183 SISISIS) Hart 2021
prior 3 months 1000 (251 to 519) (0.59 to (1 study) very low'2138
1.22)

Follow up: 6 months

Condom use self-efficacy The mean condom use self-efficacy, at 3 months (MID = 1.68) in the 183 CISISIS) Hart 2021
intervention groups was (1 study) very low'2133

Follow up: 3 months 0.07 higher

up: (0.86 lower to 1 higher)

Condom use self-efficacy The mean condom use self-efficacy, at 6 months (MID = 1.50) in the 183 CISISIS) Hart 2021
intervention groups was (1 study) very low'2133
0.03 higher

Follow up: 6 months (0.84 lower to 0.9 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

' Downgraded twice for Brown 2019: No information on randomisation or allocation concealment; low intervention attendance (57%) and impact of adherence not included in analyses; trial not
registered; Sikkema 2011: Limited information on randomisation and significant baseline differences on key study variables; no information on blinding; 77% retention and no comparison of completers
and non-completers; unreliable assessment of STl incidence; and trial not registered; and Sikkema 2014: Limited information on randomisation and blinding of participants or outcome assessors; impact
of intervention adherence not assessed; high attrition; trial not registered

2 US studies

3 Downgraded once as 95%Cl crosses line of no effect

4 Downgraded twice for Sikkema 2011: Limited information on randomisation and significant baseline differences on key study variables; no information on blinding; 77% retention and no comparison of
completers and non-completers; unreliable assessment of ST incidence; and trial not registered; and Sikkema 2014: Limited information on randomisation and blinding of participants or outcome
assessors; impact of intervention adherence not assessed; high attrition; trial not registered

® Downgraded once for some concerns of bias due to no information on randomisation or allocation concealment; low intervention attendance (57%) and impact of adherence not included in analyses;
trial not registered

6 US study

" Downgraded once for some concerns of bias due to limited information on randomisation and blinding of participants or outcome assessors; impact of intervention adherence not assessed; high
attrition,; trial not registered

8 Downgraded once as 95%Cl crosses line of no effect and 1MID

9 Downgraded twice as 95%ClI crosses line of no effect and 2 MIDs

'® Downgraded once for high I2

" Downgraded once for some concerns of bias due to 32% loss to follow-up; attrition by group not reported only overall attrition; intervention adherence not assessed; and trial not registered

2 Downgraded once for some concerns of bias due to limited information on randomisation method, no information on allocation concealment or participant blinding, and trial not registered

'3 Canadian study
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STl incidence outcomes for IMB / Motivational Interviewing based approaches vs. control

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control IMB / Motivational interviewing based approaches

Self-reported STI diagnosis or 238 per 1000 310 per 1000 RR 1.3 50 [CISISIS) Sikkema 2011
symptoms (121 to 793) (0.51 to 3.33) (1 study) very low'?3

Follow up: 3 months

Self-reported STI diagnosis or 286 per 1000 240 per 1000 RR 0.84 50 [CISISIS) Sikkema 2011
symptoms (94 to 614) (0.33 to 2.15) (1 study) very low'?3

Follow up: 6 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% CI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded twice for high risk of bias due to limited information on randomisation and significant baseline differences on key study variables; no information on blinding; 77% retention and no
comparison of completers and non-completers; unreliable assessment of STI incidence; and trial not registered

2 US study

3 Downgraded twice as 95%Cl crosses 2 MIDs

STI/HIV knowledge based outcomes for IMB / Motivational Interviewing based approaches vs. control

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control IMB / Motivational interviewing based approaches
HIV transmission knowledge The mean HIV transmission knowledge, at 3 months (MID = 0.89) in the 72 [SICISIS)
intervention groups was (1 study) low'?
2.1 higher
(1.17 to 3.03 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Brown 2019

Follow up: 3 months

Cl: Confidence interval; RR: Risk ratio;

' Downgraded once for some concerns of bias due to no information on randomisation or allocation concealment; low intervention attendance (57%) and impact of adherence not included in analyses;
trial not registered
2 US study
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1.1.8.7.2 Cognitive and CBT based approaches

Condom use outcomes for Cognitive and CBT based interventions vs. control

risk
Control

lllustrative comparative risks* (95% Cl)
Assumed Corresponding risk

Cognitive and CBT based interventions

UAI during last sex with non-primary partner 439 per 431 per 1000 1061 [SICISIS) Mansergh
1000 (374 to 492) (0.85t0 (1 study) low'?2 2010
Follow up: 3 months 1.12)
UAI during last sex with non-primary partner 420 per 433 per 1000 RR1.03 1058 (SISl Mansergh
1000 (374 to 496) (0.89to (1 study) low'?2 2010
Follow up: 6 months 1.18)
UAI during last sex with a non-primary partner 380 per 399 per 1000 RR1.05 1079 PHOO Mansergh
1000 (346 to 464) (0.91to (1 study) low'?2 2010
Follow up: 12 months 1.22)
UAI during last sex with non-primary partner 210 per 191 per 1000 RR0.91 1061 [SICISIS) Mansergh
whose HIV status was unknown or serodiscordant 1000 (149 to 242) (0.71to (1 study) low'3 2010
1.15)
Follow up: 3 months
UAI during last sex with non-primary partner 180 per 169 per 1000 RR0.94 1058 SISl Mansergh
whose HIV status was unknown or serodiscordant 1000 (130 to 220) (0.72to (1 study) low'3 2010
1.22)
Follow up: 6 months
UAI during last sex with non-primary partner 199 per 181 per 1000 RR0.91 1079 [SISISIS) Mansergh
whose HIV status was unknown or serodiscordant 1000 (141 to 231) (0.71to (1 study) low'"3 2010
1.16)
Follow up: 12 months
Number of episodes of UAI with a HIV The mean number of episodes of UAI with a HIV serodiscordant or status 36 (SISl Mansergh
serodiscordant or status unknown partner in the unknown partner in the past 3 months, at 3 months (MID = 1.03) in the (1 study) low'# 2010
past 3 months intervention groups was
1.3 lower
Follow up: 3 months (B2 i@ s ez
Number of episodes of UAI with a HIV The mean number of episodes of UAI with a HIV serodiscordant or status 40 (SISl Mansergh
serodiscordant or status unknown partner in the unknown partner in the past 3 months, at 6 months (MID = 0.87) in the (1 study) low'# 2010

past 3 months

Follow up: 6 months

intervention groups was
1.7 lower
(2.58 to 0.82 lower)
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Number of men reporting any episodes of UAI 285 per 305 per 1000 RR1.07 316 [SISISIS) Schwarcz
with a non-concordant partner 1000 (216 to 427) (0.76to (1 study) very low'®> 2013
1.5)
Follow up: 6 months
Number of men reporting any episodes of UAI 224 per 278 per 1000 RR1.24 316 [CISISIS) Schwarcz
with a non-concordant partner 1000 (191 to 408) (0.85t0 (1 study) very low'®5 2013
1.82)

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% CI).

ClI: Confidence interval; RR: Risk ratio; OR: Odds ratio;

' US study

2 Downgraded once as 95%Cl crosses line of no effect

3 Downgraded once as 95%ClI crosses line of no effect and one MID

4 Downgraded once as 95%Cl crosses one MID

5 Downgraded once for some concerns of bias due to intervention adherence not assessed and trial not registered

STl incidence outcomes for Cognitive and CBT based interventions vs. control

lllustrative comparative risks* (95% CI)

Assumed risk Corresponding risk
Control Cognitive and CBT-based intervention

Incidence of gonorrhoea 6 per 1000 2 per 1000 OR 0.38 304 [SISISIS) Schwarcz 2013
(0 to 55) (0.02 to 9.47) (1 study) very low'??

Follow up: 6 months

Incidence of gonorrhoea 32 per 1000 20 per 1000 OR 0.63 302 [SISISIS) Schwarcz 2013
(510 82) (0.15t0 2.7) (1 study) very low'??

Follow up: 12 months

Incidence of chlamydia 43 per 1000 50 per 1000 RR 1.16 304 [SISISIS) Schwarcz 2013
(18 to 138) (0.42 t0 3.22) (1 study) very low'?3

Follow up: 6 months

Incidence of chlamydia 58 per 1000 21 per 1000 RR 0.36 302 [GISISIS) Schwarcz 2013
(6 to 74) (0.1 to 1.29) (1 study) very low'??

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;
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" Downgraded once for some concerns of bias due to intervention adherence not assessed and trial not registered
2US study
3 Downgraded once as 95%ClI crosses line of no effect and one MID

Secondary outcomes (so-called chemsex) for Cognitive and CBT based interventions vs. control

lllustrative comparative risks* (95% CI)

Assumed Corresponding risk

risk

Control Cognitive and CBT based interventions

Drug use soon before or during UAI with a non- 240 per 259 per 1000 RR1.08 1061 [SIEISIS) Mansergh

primary partner 1000 (211 to 319) (0.88to (1 study) low'?2 2010
1.33)

Follow up: 3 months

Drug use soon before or during UAI with a non- 230 per 270 per 1000 RR1.17 1058 SISl Mansergh

primary partner 1000 (219 to 332) (0.95t0 (1 study) low'?2 2010
1.44)

Follow up: 6 months

Drug use soon before or during UAI with a non- 190 per 220 per 1000 RR1.16 1079 [SISISIS) Mansergh

primary partner 1000 (173 to 277) (0.91to (1 study) low'? 2010
1.46)

Follow up: 12 months

Drug use soon before or during UAI with a non- 119 per 120 per 1000 RR1.01 1061 [SISISIS) Mansergh

primary partner whose HIV status was unknown or 1000 (87 to 167) (0.73to (1 study) very low'? 2010

serodiscordant 1.4)

Follow up: 3 months

Drug use soon before or during UAI with a non- 89 per 100 per 1000 RR1.12 1058 [SISISIS) Mansergh

primary partner whose HIV status was unknown or 1000 (69 to 145) (0.77to (1 study) very low'? 2010

serodiscordant 1.63)

Follow up: 6 months

Drug use soon before or during UAI with a non- 111 per 101 per 1000 RR0.91 1079 [SISISIS) Mansergh

primary partner whose HIV status was unknown or 1000 (71 to 143) (0.64to (1 study) very low'? 2010

serodiscordant 1.29)

Follow up: 12 months
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Number of episodes of UAI with a HIV The mean number of episodes of UAI with a HIV serodiscordant or status 36 (SISl Mansergh
serodiscordant or status unknown partner, while unknown partner, while using meth, in the past 3 months, at 3 months (MID (1 study) low'? 2010
using meth, in the past 3 months = 1.03) in the intervention groups was

0.9 lower
Follow up: 3 months (2.15 lower to 0.35 higher)
Number of episodes of UAI with a HIV The mean number of episodes of UAI with a HIV serodiscordant or status 40 (SISl Mansergh
serodiscordant or status unknown partner, while unknown partner, while using meth, in the past 3 months, at 6 months (MID (1 study) low'# 2010
using meth, in the past 3 months = 0.87) in the intervention groups was

1.5 lower

Follow up: 6 months (2.38 to 0.62 lower)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in

the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio; OR: Odds ratio;

T US study

2 Downgraded once as 95%Cl crosses line of no effect and one MID
3 Downgraded twice as 95%ClI crosses 2 MIDs

4 Downgraded once as 95%Cl crosses one MID

1.1.8.7.3 Culturally relevant Spanish-language group interventions

Condom use outcomes for Culturally relevant group intervention vs. control

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Culturally relevant group
intervention
Consistent condom use during past 3 months for MSM who report sex 343 per 1000 634 per 1000 RR 1.85 217 PPPO Rhodes 2017
with men or women (469 to 853) (1.37 t0 2.49) (1 study) moderate’
Follow up: 6 months
Consistent condom use during past 3 months among MSM who report 362 per 1000 644 per 1000 RR 1.78 189 PPPO Rhodes 2017
sex with men only (474 to 872) (1.31t0 2.41) (1 study) moderate’

Follow up: 6 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in

the comparison group and the relative effect of the intervention (and its 95% ClI).

CI: Confidence interval; RR: Risk ratio;

' US study
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1.1.8.8 Summary of Findings for Young MSM

1.1.8.8.1 Group based HIV prevention intervention

Condom use outcomes for Group-based HIV prevention intervention vs. control

lllustrative comparative risks* (95% Cl)
Assumed Corresponding risk

risk

_Control Group-based HIV prevention intervention

Any UAl in prior 6 weeks 212 per 214 per 1000 RR1.01 75 [CISISIS] Hidalgo
Follow up: 6 weeks 1000 (89 to 515) (0.42to (1 study) very low'?34 2015
2.43)
Any UAl in prior 6 weeks 258 per 255 per 1000 RR0.99 74 [SISISIS) Hidalgo
Follow up: 12 weeks 1000 (116 to 560) (0.45t0 (1 study) very low'234 2015
2.17)
Number of unprotected anal sex acts with male The mean number of unprotected anal sex acts with male partners in prior 6 67 [SISISIS) Hidalgo
partners in prior 6 weeks (analyses restricted to weeks, at 6 weeks (analyses restricted to those reporting any anal sex at (1 study) very low'235 2015
those reporting any anal sex at baseline) baseline) (MID = 1.45) in the intervention groups was
Follow up: 6 weeks 0.39 lower
(1.5 lower to 0.72 higher)
Number of unprotected anal sex acts with male The mean number of unprotected anal sex acts with male partners in prior 6 67 [SISISIS) Hidalgo
partners in prior 6 weeks (analyses restricted to weeks, at 12 weeks (analyses restricted to those reporting any anal sex at (1 study) very low'234 2015
those reporting any anal sex at baseline) baseline) (MID = 1.15) in the intervention groups was
Follow up: 12 weeks 0.08 lower
(1.33 lower to 1.17 higher)
Condom use errors The mean condom use errors, at 6 weeks (MID = 1.15) in the intervention 75 [SISICIS) Hidalgo
Follow up: 6 weeks groups was (1 study) very low'?34 2015
0.03 lower
(0.24 lower to 0.18 higher)
Condom use errors The mean condom use errors, at 12 weeks (MID = 0.24) in the intervention 74 [GISISIS) Hidalgo
Follow up: 12 weeks groups was (1 study) very low'?%5 2015
0.18 lower

(0.41 lower to 0.05 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in

the comparison group and the relative effect of the intervention (and its 95% ClI).

CIl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on participant blinding; ITT analyses not used; low intervention adherence; relatively high attrition

2 Single study
3 US study
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4 Downgraded twice as 95%Cls cross 2 MIDs

5 Downgraded once as 95%Cl crosses line of no effect and 1 MID

Secondary outcomes for Group-based HIV prevention intervention vs. control

lllustrative comparative risks* (95% Cl)

Assumed  Corresponding risk
risk
Control Group-based HIV prevention intervention
Any UAI under the influence of alcohol or 121 per 47 per 1000 RR 0.39 75 [CISISIS) Hidalgo 2015
drugs in prior 6 weeks 1000 (10 to 245) (0.08 to (1 study) very low'234
Follow up: 6 weeks 2.02)
Any UAI under the influence of alcohol or 194 per 46 per 1000 RR 0.24 74 [CISISIS) Hidalgo 2015
drugs in prior 6 weeks 1000 (10 to 215) (0.05 to (1 study) very low'?35
Follow up: 12 weeks 1.11)
Self-efficacy for safer sex The mean self-efficacy for safer sex, at 6 weeks (MID = 2.35) in the 75 [CISISIS) Hidalgo 2015
Follow up: 6 weeks intervention groups was (1 study) very low'?3%
1.1 higher
(0.82 lower to 3.02 higher)
Health protective communication The mean health protective communication, at 6 weeks (MID = 2.15) 75 [SISISIS) Hidalgo 2015
Follow up: 12 weeks in the intervention groups was (1 study) very low'235
2.1 higher
(0.01 lower to 4.21 higher)
Health protective communication The mean health protective communication, at 12 weeks (MID = 2.35) 74 [CISISIS] Hidalgo 2015
Follow up: 12 weeks in the intervention groups was (1 study) very low'235

1.5 lower
(3.92 lower to 0.92 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

CI: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on participant blinding; ITT analyses not used; low intervention adherence; relatively high attrition

2 Single study
3 US study
4 Downgraded twice as 95%Cls cross 2 MIDs

5 Downgraded once as 95%CI crosses line of no effect and 1 MID

1.1.8.8.2 Motivational Interviewing intervention
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Condom use outcomes for Motivational Interviewing intervention vs. control

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control Motivational Interviewing
intervention

Any UAI with a casual partner during prior 565 per 1000 542 per 1000 RR 0.96 123 [SISISIS) Parsons 2014
30 days (395 to 745) (0.7 to 1.32) (1 study) very low'234

Follow up: 3 months

Any UAI with a casual partner during prior 527 per 1000 464 per 1000 RR 0.88 109 [CISISIS) Parsons 2014
30 days (316 to 680) (0.6 to 1.29) (1 study) very low'234

Follow up: 6 months

Any UAI with a casual partner during prior 614 per 1000 454 per 1000 RR 0.74 112 [CISISIS) Parsons 2014
30 days (319 to 651) (0.52 to 1.06) (1 study) very low'?35

Follow up: 9 months

Any UAI with a casual partner during prior 407 per 1000 306 per 1000 RR 0.75 113 [CISISIS) Parsons 2014
30 days (183 to 505) (0.451t0 1.24) (1 study) very low'?35

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on participant blinding and ITT not used, but deviations from intended intervention unlikely and intervention adherence good. Trial
not registered

2 Single study

3 US study; high recreational drug use

4 Downgraded twice as 95%Cl crosses 2 MIDs

5 Downgraded once as 95%Cl crosses line of no effect and 1 MID

Secondary outcomes for Motivational Interviewing intervention vs. control

lllustrative comparative risks* (95% Cl)

Assumed risk Corresponding risk
Control Motivational Interviewing
intervention
Any UAI with a casual partner while under the influence of 677 per 1000 576 per 1000 RR 0.85 123 [SISISIS) Parsons 2014
drugs or alcohol during prior 30 days (434 to 759) (0.64 to 1.12) (1 study) very low'234
Follow up: 3 months
Any UAI with a casual partner while under the influence of 655 per 1000 576 per 1000 RR 0.88 109 [GISISIS) Parsons 2014
drugs or alcohol during prior 30 days (42510 772) (0.65 to 1.18) (1 study) very low'234
Follow up: 6 months
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Any UAI with a casual partner while under the influence of 754 per 1000 604 per 1000 RR 0.8 112 [CISISIS) Parsons 2014
drugs or alcohol during prior 30 days (460 to 777) (0.61 to 1.03) (1 study) very low'234

Follow up: 9 months

Any UAI with a casual partner while under the influence of 593 per 1000 474 per 1000 RR 0.8 113 [SISISIS) Parsons 2014
drugs or alcohol during prior 30 days (338 to 670) (0.57 to 1.13) (1 study) very low'234

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to no information on participant blinding and ITT not used, but deviations from intended intervention unlikely and intervention adherence good. Trial
not registered

2 Single study

3 US study; high recreational drug use

4 Downgraded once as 95%ClI crosses line of no effect and 1 MID

1.1.8.9 Summary of Findings for men from a Black African or Caribbean family background who have sex with men

1.1.8.9.1 IMB / Motivational Interviewing based interventions

Condom use outcomes for IMB / Motivational interviewing-based interventions vs. control

lllustrative comparative risks* (95% CI)
Assumed risk Corresponding risk

Control IMB / Motivational interviewing based

interventions
Any unprotected anal or vaginal intercourse in past 3 months, at 769 per 1000 646 per 1000 RR 0.84 263 [SISISIS) Fernandez 2016
3 months (553 to 761) (0.72 t0 0.99) (2 studies) very low'234 Tobin 2013
Any UAI with males in past 3 months, at 3 months 679 per 1000 543 per 1000 RR 0.8 262 [SISISIS) Fernandez 2016

(448 to 666) (0.66 to 0.98) (2 studies) very low'234 Tobin 2013
Any unprotected anal or vaginal intercourse with females in 402 per 1000 358 per 1000 RR 0.89 166 [GISISIS) Fernandez 2016
past 3 months, at 3 months (241 to 527) (0.6t0 1.31) (1 study) very low?%56
Any serodiscordant anal or vaginal intercourse in past 3 488 per 1000 405 per 1000 RR 0.83 166 [GISISIS) Fernandez 2016
months, at 3 months (288 to 571) (0.59 t0 1.17) (1 study) very low?%57
Any serodiscordant anal intercourse with males in past 3 341 per 1000 201 per 1000 RR 0.59 166 [SISISIS) Fernandez 2016
months, at 3 months (120 to 341) (0.35t0 1) (1 study) very low?%45
Any serodiscordant anal or vaginal intercourse with females in 329 per 1000 250 per 1000 RR 0.76 166 [CISISIS) Fernandez 2016
past 3 months, at 3 months (155 to 405) (0.47 to 1.23) (1 study) very low?3%57
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Consistent condom use with HIV+ partners in past 3 months, at 698 per 1000 831 per 1000 RR 1.19 101 [SISISIS) Tobin 2013
3 months (670 to 1000) (0.96 to 1.48) (1 study) very low?®78
Consistent condom use with HIV- or unknown status partners in 426 per 1000 524 per 1000 RR 1.23 98 [CISISIS) Tobin 2013
past 3 months, at 3 months (345 to 796) (0.81 to 1.87) (1 study) very low?®78

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% CI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias for Fernandez 2016 due to no information on participant blinding; approx 25% of participants did not attend any intervention or control sessions; impact of
adherence not assessed; approx 80% retention; comparisons of completers vs non-completers not reported; trial not registered; and some concerns of bias for Tobin 2013 dues to no information on
participant blinding and baseline differences between groups on HIV status and health insurance; and trial not registered

2 US study

3 High history of homelessness, incarceration, and recent drug use

4 Downgraded once as 95%Cl crosses 1MID

5 Downgraded once for some concerns of bias due to no information on participant blinding; approx 25% of participants did not attend any intervention or control sessions; impact of adherence not
assessed; approx 80% retention; comparisons of completers vs non-completers not reported; trial not registered

% Downgraded twice as 95%Cl crosses 2 MIDs

" Downgraded once as 95%Cl crosses line of no effect and 1 MID

8 Downgraded once for some concerns of bias due to no information on participant blinding and baseline differences between groups on HIV status and health insurance; and trial not registered

Secondary outcomes for IMB / Motivational Interviewing based interventions vs. control

lllustrative comparative risks* (95% CI)
Assumed risk  Corresponding risk

Control IMB / Motivational interviewing intervention
Drug use during last sex, at 3 months 324 per 1000 165 per 1000 RR 0.51 144 [CISISIS) Tobin 2013
(87 to 305) (0.27 t0 0.94) (1 study) very low'23

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

"Downgraded once for some concerns of bias due to no information on participant blinding; approx 25% of participants did not attend any intervention or control sessions; impact of adherence not
assessed; approx 80% retention; comparisons of completers vs non-completers not reported; trial not registered

2 US study; high history of homelessness, incarceration, and recent drug use

3 Downgraded once as 95%Cl crosses 1 MID

1.1.8.9.2 Sexual risk decision making intervention

Condom use outcomes for Sexual risk decision making intervention vs. control

Giteames I iustrative comparative risks* (95% Cl)  Commems

84
Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION
Interventions to reduce STI transmission or acquisition

Assumed risk  Corresponding risk

Control Sexual risk decision making intervention
The mean proportion of condom-protected anal sex acts 519 PPHPO Eaton 2018

Proportion of condom-protected anal sex acts in

prior 3 months in prior 3 months, at 3 months (MID = 1.01) in the (1 study) moderate’
intervention groups was
. 3.92 higher
Follow up: 3 months (3.53 to 4.31 higher)
Proportion of condom-protected anal sex acts in The mean proportion of condom-protected anal sex acts 513 PPHPO Eaton 2018
prior 3 months in prior 3 months, at 6 months (MID = 1.23) in the (1 study) moderate’
intervention groups was
. 6.94 higher
Follow up: 6 months (6.55 to 7.33 higher)
Proportion of condom-protected anal sex acts in The mean proportion of condom-protected anal sex acts 498 PPHPO Eaton 2018
prior 3 months in prior 3 months, at 12 months (MID = 1.22) in the (1 study) moderate’
intervention groups was
. 4.25 higher
Follow up: 12 months (3.83 to 4.67 higher)
Number of UAI acts in prior 3 months The mean number of UAI acts in prior 3 months, at 3 519 [SIISIS) Eaton 2018
months (MID = 0.33) in the intervention groups was (1 study) low'?2
Follow up: 3 months (v [T
up: (0.04 lower to 0.18 higher)
Number of UAI acts in prior 3 months The mean number of UAI acts in prior 3 months, at 6 513 DPPO Eaton 2018
months (MID = 0.41) in the intervention groups was (1 study) moderate'
Follow up: 6 months ol oSl
p: (1.07 to 0.83 lower)
Number of UAI acts in prior 3 months The mean number of UAI acts in prior 3 months, at 12 498 DPDO Eaton 2018
months (MID = 0.45) in the intervention groups was (1 study) moderate’
Follow up: 12 months ULV
p: (1.34 to 1.08 lower)
Number of insertive UAI acts in prior 3 months The mean number of insertive UAI acts in prior 3 519 [GlSISIS) Eaton 2018
months, at 3 months (MID = 0.2) in the intervention (1 study) low"3
. groups was
Follow up: 3 months 0.13 higher
(0.06 to 0.2 higher)
Number of insertive UAI acts in prior 3 months The mean number of insertive UAI acts in prior 3 513 DODO Eaton 2018
months, at 6 months (MID = 0.33) in the intervention (1 study) moderate’
. groups was
Follow up: 6 months 0.96 lower
(1.05 to 0.87 lower)
Number of insertive UAI acts in prior 3 months The mean number of insertive UAI acts in prior 3 498 DODO Eaton 2018
months, at 12 months (MID = 0.33) in the intervention (1 study) moderate'

Follow up: 12 months

groups was
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1.2 lower
(1.29 to 1.11 lower)

Number of receptive UAI acts in prior 3 months The mean number of receptive UAI acts in prior 3 519 [SIISIS) Eaton 2018
months, at 3 months (MID = 0.16) in the intervention (1 study) low'?

groups was

0.2 higher

(0.14 to 0.26 higher)

Number of receptive UAI acts in prior 3 months The mean number of receptive UAI acts in prior 3 513 PPHPO Eaton 2018
months, at 6 months (MID = 0.17) in the intervention (1 study) moderate'

groups was

0.08 higher

(0.02 to 0.14 higher)

Number of receptive UAI acts in prior 3 months The mean number of receptive UAI acts in prior 3 498 [SIISIS) Eaton 2018
months, at 12 months (MID = 0.16) in the intervention (1 study) low'?2

groups was

0.01 lower

(0.07 lower to 0.05 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Follow up: 3 months

Follow up: 6 months

Follow up: 12 months

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for indirectness as 50.1% of the sample reported depressive symptoms above the clinical threshold; US study
2 Downgraded once as 95%Cl crosses line of no effect
3 Downgraded once as 95%ClI crosses 1 MID

STl incidence outcomes for Sexual decision making intervention vs. control

lllustrative comparative risks* (95% Cl)
Assumed risk  Corresponding risk

Control Sexual risk decision making intervention

Self-reported STI diagnosis in prior 3 months 218 per 1000 157 per 1000 RR 0.72 519 (SISl Eaton 2018
(109 to 227) (0.5t0 1.04) (1 study) low'?2

Follow up: 3 months

Self-reported STl diagnosis in prior 3 months 194 per 1000 176 per 1000 RR 0.91 513 [SISISIS) Eaton 2018
(122 to 254) (0.63t0 1.31) (1 study) very low'?

Follow up: 6 months

Self-reported STI diagnosis in prior 3 months 171 per 1000 130 per 1000 RR 0.76 498 [SIISIS) Eaton 2018
(85 to 198) (0.5t0 1.16) (1 study) low'?

Follow up: 12 months

86

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



-_—

DRAFT FOR CONSULTATION
Interventions to reduce STI transmission or acquisition

Lab diagnosed gonorrhoea or chlamydia; urine 48 per 1000 15 per 1000 RR 0.31 519 SISl Eaton 2018
sample (5 to 46) (0.1 to 0.96) (1 study) low'*

Follow up: 3 months

Lab diagnosed gonorrhoea or chlamydia; urine 23 per 1000 20 per 1000 RR 0.84 513 [CISISIS) Eaton 2018
sample (6 to 63) (0.26 t0 2.73) (1 study) very low'?

Follow up: 6 months

Lab diagnosed gonorrhoea or chlamydia; urine 36 per 1000 24 per 1000 RR 0.68 498 [CISISIS) Eaton 2018
sample (9 to 67) (0.25t0 1.89) (1 study) very low'?

Follow up: 12 months

Lab diagnosed gonorrhoea or chlamydia; rectal 60 per 1000 98 per 1000 RR 1.64 519 [SIISIS) Eaton 2018
swab (53 to 180) (0.89t03.02) (1 study) low'?

Follow up: 3 months

Lab diagnosed gonorrhoea or chlamydia; rectal 47 per 1000 63 per 1000 RR 1.35 513 [SISISIS) Eaton 2018
swab (30 to 130) (0.65t02.79) (1 study) very low"?

Follow up: 6 months

Lab diagnosed gonorrhoea or chlamydia; rectal 67 per 1000 77 per 1000 RR 1.14 498 [SISISIS) Eaton 2018
swab (41 to 145) (0.61t02.15) (1 study) very low'?

Follow up: 12 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for indirectness as 50.1% of the sample reported depressive symptoms above the clinical threshold; US study
2Downgraded once as 95%Cl crosses line of no effect and 1 MID

3 Downgraded twice as 95%Cl crosses 2 MIDs

4 Downgraded once as 95%Cl crosses 1 MID

1.1.8.9.3 Condom-focused intervention

Condom use outcomes for Condom-focused intervention vs. control

lllustrative comparative risks* (95% CI)

Assumed Corresponding risk
risk
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Control Condom-focused intervention

Consistent condom use for every episode of 653 per 633 per 1000 RR 0.97 393 DOOO Jemmott

vaginal or anal sex in prior 3 months 1000 (542 to 731) (0.83 to (1 study) very low'23 2015
1.12)

Follow up: 6 months

Consistent condom use for every episode of 589 per 637 per 1000 RR 1.08 384 [SISISIS) Jemmott

vaginal or anal sex in prior 3 months 1000 (542 to 749) (0.92 to (1 study) very low'2* 2015
1.27)

Follow up: 12 months

Any unprotected vaginal or anal intercourse in 353 per 367 per 1000 RR 1.04 389 [SISISIS) Jemmott

prior 3 months 1000 (282 to 476) (0.8 to 1.35) (1 study) very low'?# 2015

Follow up: 6 months

Any unprotected vaginal or anal intercourse in 404 per 356 per 1000 RR 0.88 381 [SISISIS) Jemmott
prior 3 months 1000 (275 to 461) (0.68 to (1 study) very low'2# 2015
1.14)
Follow up: 12 months
Proportion of condom-protected sex acts in prior The mean proportion of condom-protected sex acts in prior 90 days, at 6 393 [CISISIS) Jemmott
90 days months (MID = 0.19) in the intervention groups was (1 study) very low'?? 2015
0 higher

Follow up: 6 months (0.07 lower to 0.07 higher)

Proportion of condom-protected sex acts in prior The mean proportion of condom-protected sex acts in prior 90 days, at 12 384 [SISISIS) Jemmott
90 days months (0.2) in the intervention groups was (1 study) very low'?? 2015
0.05 higher

Follow up: 12 months (0.03 lower to 0.13 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

CI: Confidence interval; RR: Risk ratio;

' Downgraded once for some concerns of bias due to trial not registered

2 US study, and high unemployment, history of incarceration, high alcohol and/or drug dependence, high history of intimate partner violence, and high history of childhood sexual abuse
% Downgraded once as 95%ClI crosses line of no effect

4 Downgraded once as 95%CI crosses line of no effect and 1MID

STI/HIV knowledge-based outcomes for Condom-focused intervention vs. control

lllustrative comparative risks* (95% Cl)
Assumed risk Corresponding risk

Control Condom-focused intervention
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HIV risk reduction The mean HIV risk reduction knowledge, at 6 months (MID = 1.35) in the 505 [SCISISIS) Jemmott 2015
knowledge intervention groups was (1 study) very low'23
0.39 higher

Follow up: 6 months (0.07 lower to 0.85 higher)

HIV risk reduction The mean HIV risk reduction knowledge, at 12 months (MID = 1.48) in the 495 [CISISIS) Jemmott 2015
knowledge intervention groups was (1 study) very low'??
0.43 higher

Follow up: 12 months (0.08 lower to 0.94 higher)

Condom use knowledge The mean condom use knowledge, at 6 months (MID = 0.48) in the intervention 505 [SISISIS) Jemmott 2015
groups was (1 study) very low'?3
. 0.08 higher
Follow up: 6 months (0.07 lower to 0.23 higher)
Condom use knowledge The mean condom use knowledge, at 12 months (MID = 0.55) in the intervention 495 [SISISIS) Jemmott 2015
groups was (1 study) very low'?3
. 0.09 higher
Follow up: 12 months (0.09 lower to 0.27 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to trial not registered

2 US study, and high unemployment, history of incarceration, high alcohol and/or drug dependence, high history of intimate partner violence, and high history of childhood sexual abuse
3 Downgraded once as 95%Cl crosses line of no effect

1.1.8.9.4 Coping-focused interventions addressing sociocultural issues

Condom use outcomes for Coping-focused interventions addressing sociocultural issues vs. control

lllustrative comparative risks* (95% Cl)

Assumed Corresponding risk

risk

Control Coping-focused interventions addressing sociocultural issues

Number of UAI acts with males in prior 3 months The mean number of UAI acts with males in prior 3 months, at 6 291 (CISISIS) Harawa
months (MID = 4.64) in the intervention groups was (1 study) very low'23 2013
Follow up: 6 months L [y
) (2.22 lower to 1.7 higher)
Number of unprotected vaginal or anal intercourse acts The mean number of unprotected vaginal or anal intercourse acts 291 [SISISIS) Harawa
with females in prior 3 months with females in prior 3 months, at 6 months (MID = 8.23) in the (1 study) very low'23 2013
intervention groups was
Follow up: 6 months Lr] ey
) (4.51 lower to 1.09 higher)
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Number of unprotected intercourse acts with males or The mean number of unprotected intercourse acts with males or 291 [CISISIS) Harawa

females in prior 3 months females in prior 3 months, at 6 months (MID = 12.4) in the (1 study) very low'23 2013
intervention groups was

Follow up: 6 months L Ly

up: (7.32 lower to 1.3 higher)

Number of participants reporting no change / increase in 531 per 308 per 1000 RR 0.58 143 [CISISIS) Lauby 2018

number of episodes of UAI with male partners in prior 3 1000 (202 to 467) (0.38to (1 study) very low*58

months 0.88)

Follow up: 3 months

Number of participants reporting a small to moderate 358 per 483 per 1000 RR1.35 143 [SISISIS) Lauby 2018

decrease in number of episodes of UAI with male partners 1000 (329 to 712) (0.92to (1 study) very low*®’

in prior 3 months 1.99)

Follow up: 3 months

Number of participants reporting a large decrease in 111 per 210 per 1000 RR1.89 143 [SISISIS) Lauby 2018

number of episodes of UAI with male partners in prior 3 1000 (96 to 459) (0.86to (1 study) very low*®’

months 4.13)

Follow up: 3 months

Number of participants reporting no change / increase in 444 per 418 per 1000 RR0.94 143 CISISIS) Lauby 2018

number of episodes of UAI with female partners in prior 3 1000 (284 to 613) (0.64to (1 study) very low*%8

months 1.38)

Follow up: 3 months

Number of participants reporting a small to moderate 309 per 370 per 1000 RR 1.2 143 [SCISISIS) Lauby 2018

decrease in number of episodes of UAI with female 1000 (235 to 586) (0.76 to (1 study) very low*%8

partners in prior 3 months 1.9)

Follow up: 3 months

Number of participants reporting a large decrease in 247 per 210 per 1000 RR0.85 143 [CISISIS) Lauby 2018

number of episodes of UAI with female partners in prior 3 1000 (114 to 388) (0.46to (1 study) very low*%8

months 1.57)

Follow up: 3 months

Unprotected insertive anal sex in prior 3 months The mean unprotected insertive anal sex in prior 3 months, at 3 88 [CISISIS) Williams
months (MID = 3.6) in the intervention groups was (1 study) very low”®"% 2013

Follow up: 3 months e

) (3.5 lower to 4.02 higher)

Unprotected insertive anal sex in prior 3 months The mean unprotected insertive anal sex in prior 3 months, at 6 88 POBOO Williams

months (MID = 9.82) in the intervention groups was (1 study) very low*®'° 2013

Follow up: 6 months

0.44 lower
(7.45 lower to 6.57 higher)
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Unprotected receptive anal sex in prior 3 months The mean unprotected receptive anal sex in prior 3 months, at 3 88 [SISISIS) Williams
months (MID = 3.45) in the intervention groups was (1 study) very low®%° 2013
Follow up: 3 months e et .
’ (2.83 lower to 2.55 higher)
Any unprotected receptive anal sex in prior 3 months The mean any unprotected receptive anal sex in prior 3 months, at 6 88 CISISIS) Williams
months (MID = 6.3) in the intervention groups was (1 study) very low®® 2013
Follow up: 6 months L2 Jowizs .
) (4.34 lower to 3.94 higher)
Any unprotected vaginal sex in prior 3 months The mean any unprotected vaginal sex in prior 3 months, at 3 88 [SISISIS) Williams
months (MID = 1.49) in the intervention groups was (1 study) very low®®'% 2013
Follow up: 3 months ) Ty
) (1.57 lower to 1.75 higher)
Any unprotected vaginal sex in prior 3 months The mean any unprotected vaginal sex in prior 3 months, at 6 88 [SISISIS) Williams
months (MID = 0.53) in the intervention groups was (1 study) very low®®'% 2013
0.03 higher

Follow up: 6 months (0.66 lower to 0.72 higher)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

" Downgraded once for some concerns of bias due to baseline differences between groups on key variables; impact of adherence not assessed; high attrition and no comparison of completers vs non
completers

2 US study and high history of incarceration, plus a relatively high number were currently in substance abuse treatment

3 Downgraded once as 95%Cl crosses line of no effect

4 Downgraded once for some concerns of bias due to baseline differences between groups on HIV status; session adherence was moderate and impact of adherence not assessed; some concerns over
conversion of condom use outcome into categorial variable; trial not registered

5 US study, and high history of incarceration, homelessness and recent drug use

5 Downgraded once as 95%Cl crosses 1 MID

" Downgraded once as 95%Cl crosses line of no effect and 1MID

8 Downgraded twice as 95%ClI crosses 2MIDs

¢ Downgraded once for some concerns of bias due to no information on randomisation procedures or blinding; intervention adherence not assessed; moderate attrition but no differential attrition; trial not
registered

10 US study; high unemployment; and high history of incarceration

Secondary outcomes for Coping-focused interventions addressing sociocultural issues vs. control

lllustrative comparative risks* (95% Cl)
Assumed risk  Corresponding risk

Control Coping focused interventions intervention
Any risky drug use with sex in prior 3 months 113 per 1000 148 per 1000 RR 1.31 291 [CISISIS) Harawa 2013
(81 to 269) (0.72 to 2.39) (1 study) very low'?8
Follow up: 6 months
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*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

CI: Confidence interval; RR: Risk ratio;

"Downgraded once for some concerns of bias due to no information on participant blinding; approx 25% of participants did not attend any intervention or control sessions; impact of adherence not
assessed; approx 80% retention; comparisons of completers vs non-completers not reported; trial not registered

2 US study; high history of homelessness, incarceration, and recent drug use

3 Downgraded once as 95%ClI crosses 1 MID

1.1.8.10 Summary of Findings for Young men from a Black African or Caribbean family background who have sex with men

Condom focused intervention (Focus on the Future) vs. control
lllustrative comparative risks* (95% Cl)

Assumed risk Corresponding risk

Standard care Intervention (Focus on the

Future)
Consistent condom use for anal sex with all partners in prior 3 months 474 per 1000 517 per 1000 RR 1.09 394 DOOO Crosby 2018a
(422 to 631) (0.89t0 1.33) (1 study) very low'?3
Follow up: 12 months
Consistent condom use for anal sex with 'side’' (non-primary) partners 356 per 1000 469 per 1000 RR 1.32 96 [SISISIS) Crosby 2018a
in prior 3 months (288 to 768) (0.81t0 2.16) (1 study) very low'?3
Follow up: 12 months
Any condomless insertive anal sex in prior 3 months (analyses 206 per 1000 111 per 1000 RR 0.54 265 [CISISIS) Crosby 2019
restricted to HIV- participants) (62 to 200) (0.3t00.97) (1 study) very low'24
Follow up: 3 months
Any condomless receptive anal sex in prior 3 months (analyses 216 per 1000 119 per 1000 RR 0.55 276 (CISISIS) Crosby 2019
restricted to HIV- participants) (69 to 208) (0.32t0 0.96) (1 study) very low'2#
Follow up: 3 months
Any condomless anal sex in prior 3 months (analyses restricted to HIV- 311 per 1000 184 per 1000 RR 0.59 277 [SISISIS) Crosby 2019
participants) (118 to 280) (0.38t00.9) (1 study) very low'2#
Follow up: 3 months
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Any condomless oral sex in prior 3 months (analyses restricted to HIV- 632 per 1000 461 per 1000 RR 0.73 148 SISISIS) Crosby 2019
participants) (341 to 619) (0.54 to 0.98) (1 study) very low'2#

Follow up: 3 months

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed risk in
the comparison group and the relative effect of the intervention (and its 95% ClI).

Cl: Confidence interval; RR: Risk ratio;

' Some concerns of bias due to baseline differences between groups; no information on participant blinding; high attrition (68% retention) but no differences between those retained and those not
retained; unplanned analyses using stratification of groups by HIV status and multiple publications of the same trial.

2 US study

3 Downgraded once as 95%ClI crosses line of no effect and 1 MID

4 Downgraded once as 95%ClI crosses 1 MID
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1 1.1.9 Narrative findings
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Four papers for MSM and 1 paper for young men from a Black African or Caribbean family
background who have sex with men reported results that could not be pooled in meta-
analyses or evaluated using GRADE because they did not report data in a useable format.
Findings from these studies are reported narratively along with evidence statements reported
in Table 5.

1.1.9.1 MSM
1.1.9.1.1 IMB / Motivational interviewing approaches

McKirnan 2010
Condom use outcomes at 6 and 12 months

“For transmission risk behaviour (UAI with HIV- or unknown status partners) there was a significant interaction of
intervention group by study wave across the 12 months of follow-up, x? (2, N = 249) = 6.59, p = .037. The rate of
transmission risk among intervention participants went from 33.6% at baseline to about 20% at both 6 and 12
months, whereas transmission risk remained almost constant at approximately 23% among comparison
participants. Intervention effects on transmission risk were reflected in simple contrasts. The intervention group
showed a significantly greater decline in risk than did controls from baseline to 6 months and from baseline to the
mean of 6 and 12 months, x? (1, N =249) =6.57, p = .01, and x? (1, N = 249) = 5.47, p = .019, respectively,
although the shift from baseline to 12 months was not statistically significant, x? (1, N =249) =2.55,p =.11. In
sum, the intervention group showed a significantly greater linear decrease in transmission risk over waves, with
the effect remaining significant over 6 and 12 months.”

Secondary outcomes — sexual self-efficacy at 6 and 12 months

“Sexual self-efficacy increased over wave, Wald x? (2, N = 249) = 24.4, p < .001, and showed a greater increase
in the intervention than in the comparison group from baseline to 12 months and from baseline to the mean of 6
and 12 months, Wald x? s(2, N = 249) > 4.5, ps < .05.”

1.1.9.1.2 Cognitive and CBT based approaches
Schwarcz 2013

Condom use outcomes at 6 and 12 months

“Declines in the mean number of UAI episodes occurred in both groups at 6 months but increased in the control
group at 12 months to 3.36 while the mean number of UAI episodes declined further in the PCC group to 1.60.
The incidence risk ratios were 0.76 (95% CIl 0.25-2.19) at 6 months and 0.48 (95% CI 0.12-1.84) at 12 months.”

1.1.9.1.3 Culturally relevant Spanish language small group interventions

O’Donnell 2014

Condom use outcomes at 3 months

“From baseline to follow-up, there is a sharper drop in mean number of UAI acts in the intervention group, with a
decrease of 59% over the two time points (from an average of 8.4 unprotected acts to 3.8), compared with a 39 %
change among controls (6.2—-3.8). Repeated measures ANOVA for number of UAI acts was significant: F (1, 320)
=4.10,p<.05”

“For condom use at last sex, men exposed to the intervention were more likely to report this protective behaviour:
(AOR =1.69; 95 % CI 1.02-2.81, p<.05).”
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Rhodes 2017

Condom use outcomes at 6 months

“At 6-month follow-up, HOLA en Grupos participants reported significant increases in condom use skills:
Intervention adjusted mean (95%Cl) = 17.1 (16.7, 17.5); Control adjusted mean (95%CIl) = 14.6 (14.3, 15.0);
Difference of adjusted mean (SE) = 2.5 (0.22); p <.001.”

“At 6-month follow-up, HOLA en Grupos participants reported significant increases in condom use self-efficacy:
Intervention adjusted mean (95%Cl) = 86.3 (84.1, 88.6); Control adjusted mean (95%Cl) = 76.9 (74.7, 79.2);
Difference of adjusted mean (SE) = 9.4 (1.33); p <.001.”

Knowledge-based outcomes at 6 months

“At 6-month follow-up, HOLA en Grupos participants reported significant increases in HIV knowledge: Intervention
adjusted mean (95%Cl) = 16.3 (16.0, 16.6); Control adjusted mean (95%CI) = 13.8 (13.5, 14.1); Difference of
adjusted mean (SE) = 2.5 (0.20); p < .001.”

“At 6-month follow-up, HOLA en Grupos participants reported significant increases in STI knowledge: Intervention
adjusted mean (95%Cl) = 12.1 (11.7, 12.5); Control adjusted mean (95%Cl) = 9.5 (9.1, 9.9); Difference of
adjusted mean (SE) = 2.6 (0.24); p <.001.”

“At 6-month follow-up, HOLA en Grupos participants reported significant increases in sexual communication skills:
Intervention adjusted mean (95%CI) = 4.7 (4.0, 5.3); Control adjusted mean (95%Cl) = 3.6 (2.9, 4.2); Difference
of adjusted mean (SE) = 1.1 (0.41); p <.001.”

Table 5: Effectiveness evidence statements for MSM

Outcome

UAI with HIV- or unknown
status partners

Sexual self-efficacy

Number of UAI episodes

Condom use at last sex

Summary

Evidence from 1 study (n=313) showed a significantly greater
decline in UAI with HIV negative or unknown status partners in
participants receiving a peer-delivered motivational interviewing
and CBT intervention than participants receiving standard care,
from baseline to 6 months (x2 (1, N = 249) = 6.57, p = .01), and
from baseline to the mean of 6 and 12 months (x2 (1, N = 249) =
5.47, p = .019), but not from baseline to 12 months (x2 (1, N =
249)=2.55, p = .11).

Evidence from 1 study (n=313) showed a significantly greater
increase in sexual self-efficacy in participants receiving a peer-
delivered motivational interviewing and CBT intervention than
participants receiving standard care, from baseline to 6 months
and from baseline to the mean of 6 and 12 months (Wald x2 s(2, N
=249) > 4.5, ps < .05).

Evidence from 1 study (n=374) showed no significant difference in
the mean number of UAI episodes for participants receiving
personalised cognitive counselling or standard sexual risk
reduction counselling at 6 months: RR 0.76 (95%CI 0.25 to 2.19);
or at 12 months: RR 0.48 (95%Cl 0.12 to 1.84).

Evidence from 1 study (n=370) showed a significantly greater
decline in the mean number of UAI episodes in participants
receiving a culturally relevant Spanish language small group
intervention than participants in a non-attention control group, at 3
months: ANOVA F (1, 320) = 4.10, p < .05.

Evidence from 1 study (n=370) showed a significantly higher rate
of condom use at last sex for participants receiving a culturally
relevant Spanish language small group intervention than
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Outcome Summary

participants in a non-attention control group, at 3 months: AOR =
1.69 (95%CI 1.02 to 2.81).

Condom use skills Evidence from 1 study (n=304) showed significantly greater
increases in condom use skills in participants receiving a culturally
relevant Spanish language small group intervention than
participants receiving an attention matched control intervention, at
6 months: Difference of adjusted mean (SE) = 2.5 (0.22); p < .001.

Condom use self-efficacy Evidence from 1 study (n=304) showed significantly greater
increases in condom use self-efficacy in participants receiving a
culturally relevant Spanish language small group intervention than
participants receiving an attention matched control intervention, at
6 months: Difference of adjusted mean (SE) = 9.4 (1.33); p < .001.

HIV and STI knowledge Evidence from 1 study (n=304) showed significantly greater
increases in HIV knowledge and STI knowledge in participants
receiving a culturally relevant Spanish language small group
intervention than participants receiving an attention matched
control intervention, at 6 months: Difference of adjusted mean
(SE) = 2.5 (0.20); p < .001 for HIV knowledge and 2.6 (0.24); p <
.001 for STI knowledge.

Sexual communication skills Evidence from 1 study (n=304) showed significantly greater
increases in sexual communication skills in participants receiving
a culturally relevant Spanish language small group intervention
than participants receiving an attention matched control
intervention, at 6 months: Difference of adjusted mean (SE) = 1.1
(0.41); p < .001.

1.1.9.2 Young men from a Black African or Caribbean family background who have sex
with men

1.1.9.2.1 Condom-focused intervention (Focus on the Future)
Crosby 2019
STl incidence outcomes at 12 months

“After adjusting for demographic characteristics and recent sexual behaviors, we examined differences between
intervention and control groups and no group differences were detected on the likelihood of receiving a positive
CT/NG result throughout the study period (EOR (95%CI) = 1.19 (0.95-1.48) P = 0.12). We also examined the
likelihood of only rectal or urethral CT/NG infection (excluding oral test results), again with no difference observed
between groups (EOR (95%Cl) = 1.17 (0.90-1.53) P = 0.24).”

Table 6: Effectiveness evidence statements for Young men from a Black African or Caribbean
family background who have sex with men

Outcome Summary

STl incidence Evidence from 1 study (n=277) showed no significant differences
in STl incidence between those receiving a condom-focused
intervention and those receiving standard care, at 12 months:
EOR 1.19 (95%CI 0.95-1.48); p = 0.12. There was also no
significant difference between groups when STl incidence was
restricted to rectal or urethral infection only (excluding oral test
results): EOR 1.17 (95%Cl 0.90 to 1.53); p = 0.24.
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1 1.1.10 Evidence from expert testimony

—
QOWooN O abrwidN

11
12
13
14
15
16

17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33

34

35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52

Due to the limited quantitative evidence identified for migrants, people who are homeless and
asylum seekers, and the uncertainty in the quantitative evidence relating to the sexual health
needs of people from Black African or Caribbean family backgrounds, expert testimony was
sought. Details of the expert testimony obtained are in appendix D of review B.

Inclusion health groups

The committee heard evidence from an expert on Inclusion Health Groups, which includes
people who are homeless, migrants, asylum seekers, refugees, sex workers, and people
from Gypsy, Roma and Traveller communities. The expert highlighted that people in these
inclusion health groups are socially excluded, experience stigma and discrimination, and
experience multiple overlapping risk factors for poor health such as poverty, insecure or
overcrowded housing, violence and trauma. The committee heard how these factors
frequently lead to barriers in accessing and engaging with healthcare and other services,
which can include difficulty registering with a GP (particularly for mobile populations or those
without identity documents), challenges in understanding and navigating the system,
misunderstanding of entitlements or rights to services, and overt discrimination.

The expert explained that most work in inclusion health has historically focussed on mental
health, substance use and infectious diseases due to overcrowding, so sexual health is not
something that is particularly well addressed in this area. There is also a lack of data on the
sexual health needs of inclusion health groups, particularly asylum seekers and migrant
groups. This made it difficult for the expert to recommend specific sexual health services or
interventions for these groups. However, they talked to the committee about general
approaches to improving access to health services, particularly primary care as this is often
the first step in improving access to other services including specialist sexual health care.
They described the ‘All Our Health’ framework which is considered an effective tool for
frontline healthcare workers to have an impact on public health issues and contains a
specific resource for inclusion health groups (‘Inclusion health: applying All Our Health’). The
Safe Surgeries Initiative was also highlighted as particularly effective for supporting migrants
and other inclusion health groups to access healthcare. The expert also described more
general approaches that are considered effective in addressing barriers to access, including
translation and interpreting services, empathy, building trust, and working with local partners.
The importance of acting quickly when a window of opportunity arises was also emphasised
when working with marginalised and excluded populations.

Racially minoritized people

The committee also heard evidence from an expert on addressing sexual health inequalities
among racially minoritized people in the UK. The testimony highlighted the lack of UK-based
evidence on sexual health interventions for minority ethnic groups and emphasised the need
for existing interventions to be rigorously assessed and evaluated in order to produce robust
evidence that can be used to inform decision making, funding, policy and change. Despite
the lack of published literature, the expert discussed anecdotal evidence for several specific
projects delivered by a London-based community interest company that have successfully
engaged with people from minority ethnic communities, particularly in relation to HIV, PrEP
and STI testing. These interventions comprised a range of culturally relevant health
promotion services for underserved communities including outreach, web-based
interventions, one to one support and peer support, and were projects that aim to address
sexual health inequalities in people from Black family backgrounds while also recognising the
intersections of race, gender, sexual orientation and HIV status. The expert emphasised that
the success of these programs demonstrates the need for sexual health interventions to be
culturally appropriate, including using relevant language, imagery, settings and dissemination
approaches. It was argued that the best way to do this is by listening to community needs
and prioritising community involvement in all aspects of intervention design and delivery so
that interventions are co-produced by and for the people they target. The expert also
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1 stressed the importance of sexual health interventions being linked to other services (e.g.

2 mental health, domestic violence, routine health checks) so that providers work in

3 partnership with other local organisations to provide holistic, community-led care.

4 1.1.11 The committee’s discussion of the evidence

5 This section is presented in section 1.1.8 of the qualitative evidence review (review B), which

6 provides a combined discussion of the quantitative and qualitative evidence.

7 1.1.12 Recommendations supported by this evidence review

8 This evidence review supports recommendations 1.1.1 to 1.1.14 and the research

9 recommendations on delivering effective sexual health services as part of other services and
10 on tailoring outreach services.

11 1.1.13 References - included studies
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Appendices

Appendix A: Review protocol

Review protocol for interventions to reduce the acquisition and transmission of STls
ID Field Content

1.  Review title Interventions to reduce STI (including HIV) acquisition or
transmission.

2.  Review question What interventions designed to reduce the acquisition and
transmission of STls, including HIV, are effective and cost
effective at preventing STls in:

1.1a Gay, bisexual and other men who have sex with men
1.1b Young people age 16 to 24 years

1.1c People from a Black African or Caribbean family
background

1.1d Trans people

1.1e Migrants communities
1.1f People who are homeless
1.1g Asylum seekers

3. Objective This review aims to describe and assess the effectiveness and
cost-effectiveness of interventions that aim to prevent the
acquisition or transmission of STls in the specified groups and to
identify the interventions associated

with effectiveness.

4. Searches The following databases will be searched:
Cochrane Central Register of Controlled Trials (CENTRAL)
Cochrane Database of Systematic Reviews (CDSR)
Embase (OVID)
Medline (OVID)
Medline in Process (OVID)
PsycINFO (Ovid)
EmCare (OVID)
Web of Science (for citation searching® only, if judged to be
required)
*Citation searching
Depending on initial database results, forward citation searching
on key papers may be conducted, if judged necessary, using
Web of Science (WOS). Only those references which NICE can
access through its WOS subscription would be added to the
search results. Duplicates would be removed in WOS before
downloading.

Websites

Key websites will be searched for relevant reports or publications
(British HIV Association, CDC, PHE, Google)

Database functionality will be used, where available, to exclude:
Non-English language papers

Animal studies

Editorials, letters or commentaries
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ID Field Content
Conference abstracts or posters
Dissertations or theses
Duplicates
Sources will be searched from 2009 to current.

The searches will be re-run 6 weeks before final submission of
the review and further studies retrieved for inclusion.

The guidance Information Services team at NICE will quality
assure the principal search strategy and peer review the
strategies for the other databases. Any revisions or additional
steps will be agreed by the review team before being
implemented. Any deviations and a rationale for them will be
recorded alongside the search strategies.

A record will be kept of number of records found from each
database and of the strategy used in each database. A record
will be kept of total number of duplicates found and of total
results provided to the Public Health team.

5.  Condition or domain being  Sexually transmitted infections including herpes, chlamydia,
studied genital warts, gonorrhoea, syphilis, HIV, mycoplasma genitalium,
lymphogranuloma venereum (LGV), trichomonas vaginalis (TV)

6. Population Gay, bisexual and other men who have sex with men, people
aged 16 to 24 years, people from a Black African or Caribbean
family background, trans people, migrant communities, asylum
seekers, homeless people.

Specific consideration will also be given to subgroup analysis
within these populations and people from the groups identified in
the EIA (older adults and people with low socioeconomic status).

7. Intervention/Exposure/Test Interventions with the primary aim of reducing or preventing STI
acquisition or transmission in each of the risk groups identified.
Interventions will largely seek to promote the uptake of specific
preventative behaviours or to reduce risk behaviours but may
also include efforts to improve knowledge or change attitudes
and beliefs. Main intervention approaches may include:

- Behaviour change approaches (such as goal setting,
comparison of outcomes, self-belief, skills building with
feedback).

- Informational, educational or knowledge-based approaches
(raising awareness, providing information and facts about STIs,
routes and rates of transmission, risk and protective factors).
May also include skills-based information provision (e.g. training
in how to use a condom) and testing-focused approaches that
are primarily designed to promote, encourage and normalise
testing through information provision. May also include
normalising condom use.

- Relationship focused approaches (such as promoting healthy
sexual relationships, negotiating condom use, increasing
assertiveness, understanding power and control within
relationships, pleasure-based approaches)

- Peer to peer approaches. These interventions involve the
teaching or sharing of information, values, and behaviours by
members of similar age or status group. They are often delivered
in community settings and can involve peer supporters who are
influential in their networks delivering sexual health advice,
information or education to their peer group.
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ID Field

8. Comparator/Reference
standard/Confounding
factors

9. Types of study to be
included

10. Other exclusion criteria

11. Context

Content
One to one approach including risk reduction counselling.

We will consider single or multi-component interventions that
include at least one of the listed approaches.

All listed interventions may differ with respect to:

Delivery format: (for example, passive or active approaches,
remote or in-person approaches, workshops, demonstrations,
interactive sessions, traditional media (e.g. posters, leaflets),
broadcasting media (e.g. radio and TV), eHealth interventions

Delivery location: (e.g. sexual health clinics; GP waiting rooms;
gay bars and clubs; sex on premise venues such as saunas;
universities and further education colleges, public settings such
as posters on public transport)

Excluded:

Interventions where the primary objective is not specifically to
reduce the acquisition or transmission of STIs.

Interventions relating to partner notification strategies.
Condom distribution schemes.

Clinical interventions for the diagnosis, treatment or
management of STls.

Interventions delivered in schools.

No intervention
Other interventions
Other appropriate comparators as described in the study

Trials with more than one comparator will be included if at least
one of the intervention arms meets the intervention inclusion
criteria.

Inclusion:

Effectiveness studies:

RCTs

Cluster RCTs

Systematic reviews of included study designs
Where there is no RCT, we will consider:
Controlled before-after studies
Prospective cohort studies

Exclusion:

Cross-sectional studies

Case control studies

Correlational studies

Case series

Only papers published in the English language will be included.

Only full published peer-reviewed comparative effectiveness
studies will be included.

Only studies carried out in OECD countries will be included

The Department of Health and Social Care in England has asked
NICE to update the guideline on sexually transmitted infections
and under-18 conceptions: prevention (PH3), published in 2007.
Changes in policy and commissioning, financial pressures and
new evidence identified through the surveillance process led to
the decision to update this guideline. The updated guideline will
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ID Field Content

focus solely on the reduction of sexually transmitted infections
(STIs), as prevention of under-18 conceptions is covered in other
guidelines

Data from Public Health England show the overall number of STI
diagnoses increased by 5% between 2017 and 2018. STls can
affect personal wellbeing, mental health and relationships and
can also lead to serious health problems including pelvic
inflammatory disease, ectopic pregnancy or infertility.

It is therefore important to address interventions to help prevent
or reduce STls.

12. Primary outcomes (critical Condom use (including correct use, use at last sexual encounter,
outcomes) proportion of sex acts protected by condoms, frequency and/or
consistency of use)

Incidence of STls
Changes in sexual health knowledge or attitudes, measured as:

STI knowledge such as the prevalence, transmission route,
health implications, treatment options for that condition

STI testing knowledge such as where to get tested, what testing

involves
13. Secondary outcomes Secondary outcomes:
(important outcomes) Safety or adverse effects

Engagement with the intervention
Unintended consequences such as reducing stigma

Sexual wellbeing such as but not limited to sustainability of
healthy relationships, self-efficacy, consent, empowerment,
control in relationships

14. Data extraction (selection  All references identified by the searches and from other sources
and coding) will be uploaded into EPPI reviewer and de-duplicated.

This review may use the EPPI reviewer priority screening
functionality where at least 50% of the identified abstracts will be
screened. After this point, screening will only be terminated if a
pre-specified threshold is met for a number of abstracts being
screened without a single new include being identified.
A random 10% sample of the studies remaining in the database
when the threshold is met will be additionally screened, to check
if a substantial number of relevant studies are not being correctly
classified by the algorithm, with the full database being screened
if concerns are identified.
10% of the abstracts will be reviewed by two reviewers, with any
disagreements resolved by discussion or, if necessary, a third
independent reviewer.
The full text of potentially eligible studies will be retrieved and will
be assessed in line with the criteria outlined above.
A standardised template will be used to extract data from studies
(this is consistent with the Developing NICE guidelines: the
manual section 6.4).

15. Methodological (quality) Risk of bias for individual studies will be assessed using the
assessment appropriate checklist as described in Developing NICE
guidelines: the manual

16. Strategy for data synthesis Studies will be grouped by intervention type as appropriate.
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ID Field Content

Data from eligible studies will be meta-analysed (combined) if
studies are judged to be similar enough in terms of population,
interventions, outcomes, study design or risk of bias.

It is anticipated that meta-analysed studies will be
heterogeneous. Where appropriate, heterogeneity will be
explored by conducting subgroup analyses and incorporated by
performing random-effect analyses.

If studies are found to be too heterogeneous to be pooled
statistically, a narrative approach with sufficient information to
make judgements about study effectiveness will be conducted.

Where appropriate, the quality or certainty across all available
evidence will be evaluated for each outcome using an the
‘Grading of Recommendations Assessment, Development and
Evaluation (GRADE) toolbox’ developed by the international
GRADE working group http://www.gradeworkinggroup.org/

17. Analysis of sub-groups Where evidence allows, sub-group analysis will be conducted to
include those disproportionately burdened with STls, including:
people with low socioeconomic status
people engaging in so-called chemsex
people with learning disabilities
commercial sex workers
people age 65 years and older identified within the high risk
groups specified
The review will also consider the effectiveness in the groups
identified in the EIA.

Where evidence allows, sub-group analyses may be used to
answer questions about the effectiveness of intervention types,
including:

Mode of delivery

Intervention intensity or duration of provision

Whether the intervention includes targeting or tailoring

18. Type and method of Intervention
review . .
Diagnostic
Prognostic
Qualitative

Epidemiologic
Service Delivery

O 0O0oooad

Other (please specify)

Appendix B: Literature search strategies

Search 1: People who are homeless, migrants and asylum seekers
Database name: MEDLINE

Database: Ovid MEDLINE(R) 1946 to March 03, 2020

Search Strategy:
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10

11

12

13

14

15

16

17

18

19

20

21

22

(gay adj3 (male* or men)).ti,ab.

Homosexuality, Male/

"Sexual and Gender Minorities"/

Bisexuality/

Transgender Persons/

Homosexuality/

men who have sex with men.ti,ab.

(same sex or non heterosexual® or non-heterosexual® or nonheterosexual*).ti,ab.

MSM.ti,ab.

(transgender* or transexual® or transsexual® or trans man or trans men or trans masculine

or (gender adj (queer* or fluid* or variant*)) or nonbinary or non binary or non-binary or

genderless or agender or bi-gender or bi gender or neutrois or heteroflexible* or bicurious*

or bi-curious* or transpeople* or transperson®).ti,ab.

(bisexual* or homosexual* or Igbt).ti,ab.

(male adj3 (sex work* or prostitut* or transactional sex or escort*)).ti,ab.

or/1-12

(rough sleep* or runaway?*).ti,ab.

((homeless* or street or destitut*) adj2 (population or person* or people* or group* or
individual* or adult* or shelter* or hostel* or accommodation* or sleep*)).ti,ab.

exp Homeless Persons/

((temporary or emergency) adj2 (shelter* or accommodation®)).ti,ab.

(homeless* adj2 (household* or primary or secondary or unshelter* or unhoused or
institut®)).ti,ab.

(homelessness or encampment® or makeshift shelter*).ti,ab.

(squatter” or beggar®).ti,ab.

or/14-20

(teen* or youth* or adolescen™ or juvenile®).ti,ab.
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23 (young adj2 (adult* or person* or individual* or people* or population* or man or men or 186662
wom?n or male* or female* or subject*)).ti,ab.

24 student*.ti,ab. or Students/ 243445

25 (under adj2 (twenty five or twenty four or twenty three or twenty two or twenty one or 4068
twenty or nineteen or eighteen or "25" or "24" or "23” or 22 or 21 or 20 or 19 or 18")).ti,ab.

26 (over adj2 (sixteen* or "16" or eighteen* or "18" or twenty one* or twenty-one* or "21") adj2 5993
(year or years or age or ages or aged)).ti,ab.

27 ((15-25 or 16-25 or 17-25 or 18-25 or 19-25 or 20-25 or 21-25 or 22-25 or 23-25 or 24-25 5129
or 16-22) adj2 (year or years or age or ages or aged)).ti,ab.

28 Adolescent/ or Adolescent Behavior/ or Adolescent Health/ or Adolescent Development/ 1994181

29 Young Adult/ 812054

30 or/22-29 2708562

31 (black* or Afrocaribbean* or caribbean* or african* or African American®).ti,ab. 239417

32 African Continental Ancestry Group/ 37418

33 African Americans/ 52739

34 or/31-33 263760

35 "Emigrants and Immigrants"/ 11695

36 "Emigration and Immigration"/ 25004

37 Refugees/ 9891

38 "Transients and Migrants"/ 11313

39 Undocumented Immigrants/ 299

40 Human Migration/ 1054

41 (foreigner* or migrant* or immigrant* or emigrant* or refugee*).ti,ab. 42748

42 (asylum seek™ or seeking asylum or asylee*).ti,ab. 1440

43 ((displaced or alien*) adj2 (people* or person®)).ti,ab. 806

44 (born adj2 overseas).ti,ab. 304

45 foreign born.ti,ab. 2873
108
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46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

((marginal* or transient or undocumented) adj1 (people* or population* or communit* or
neighbourhood* or neighborhood* or group* or area* or demograph®)).ti,ab.

or/35-46

13 0or 21 or 30 or 34 or 47

Herpes Genitalis/ or Herpes Simplex/

((genital* or simplex*) adj3 herpes®).ti,ab.

chlamydia*.ti,ab.

Chlamydia Infections/ or Chlamydia/ or Chlamydia trachomatis/

((genital* or anogenital* or ano-genital* or venereal*) adj3 wart*).ti,ab.

Condylomata Acuminata/

"condylomata acuminata".ti,ab.

Papillomavirus Infections/

(papillomavirus adj (human* or infect*)).ti,ab.

hpv.ti,ab.

Gonorrhea/

(Gonorrhea* or Gonorrhoea*).ti,ab.

Syphilis/

syphilis*.ti,ab.

(lymphogranuloma venereum or Igv).ti,ab.

Lymphogranuloma Venereum/

Trichomonas vaginalis/

(trichomonas vaginali* or Trichomoniasi*).ti,ab.

Trichomonas Infections/

HIV Infections/ or HIV/

(hiv or human Immunodeficiency Virus*).ti,ab.

(mycoplasma genitalium or Mgen).ti,ab.

109

3112

71547

2996773

18177

39297

25410

20476

2807

5202

1036

25123

3762

35275

13761

17454

21667

21453

1231

1580

3543

6393

3242

198698

292354

1142
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71

72

73

74

75

76

77

78

79

80

81

82

83

84

85

86

87

88

89

90

91

92

93

94

Mycoplasma genitalium/

Sexually Transmitted Diseases/

((sexually adj2 transmit* adj2 (disease* or infection*)) or sti or std).ti,ab.

(venereal* adj2 (disease* or infection®)).ti,ab.

or/49-74

48 and 75

((peer or peers) adj2 (led or support® or intervention* or deliver* or educat® or influenc* or
group™* or network® or program* or programme* or counsellor* or counselor* or advocate*
or behaviour* or behavior* or educat* or base* model*)).ti,ab.

role model*.ti,ab.

peer group/ or peer influence/

or/77-79

(counselling or counseling).ti,ab.

(motivat* adj2 (interview* or incentive*)).ti,ab.

counseling/ or sex counseling/ or Motivational Interviewing/

((One-to-one or one to one or 1-1) adj2 intervention®).ti,ab.

((cognitive or behavio*) adj2 therap*).ti,ab.

Cognitive Behavioral Therapy/

or/81-86

social support*.ti,ab.

(self adj2 (belief* or aware*)).ti,ab.

(covert adj2 learn*).ti,ab.

(reward* adj2 threat*).ti,ab.

Contingency management.ti,ab.

(repetition* adj2 substitut*).ti,ab.

(compar* adj2 (outcome* or behaviour® or behavior*)).ti,ab.

110

694

24276

34041

3943

488949

117227

12757

4604

20404

31861

77690

4107

37678

159

23029

24676

132258

31715

4994

10

99

845

12

59672
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95 (natural* adj2 consequence®).ti,ab. 784
96 (shap* adj2 knowledge*).ti,ab. 238
97 (feedback adj2 monitor*).ti,ab. 604
98 (goal* adj2 (plan* or set*)).ti,ab. 6799
99 skill* build*.ti,ab. 794
100 ((behavio?r* or lifestyle* or "life style*") and (change* or changing or modification or modify 33838

or modifying or therapy or therapies or program* or intervention* or technique* or
establish* or individual®)).ti.

101 ((behavio?r* or lifestyle* or "life style*") adj2 (change* or changing or modification or 94005
modify or modifying or therapy or therapies or program* or intervention* or technique™ or
establish* or individual*)).ab,kw.

102 Social Support/ 69187
103 or/88-102 261817
104 (risk reduc* adj2 (strateg* or counsel* or practice* or agreement* or behaviour* or 2220

behavior*)).ti,ab.

105 ((monogam* or safe*) adj2 (agreement* or contract® or strateg*)).ti,ab. 2809
106 ((selective* or negotiat* or normalis* or normaliz*) adj2 condom®).ti,ab. 406
107 ((partner* or sex*) adj2 concurren®).ti,ab. 815
108 (relation* adj2 (dynamic* or focus* or power* or control*)).ti,ab. 9308
109 (educat* adj2 (session* or lesson®)).ti,ab. 3949
110 (pleasur* adj2 approach*).ti,ab. 15
111 Risk Reduction Behavior/ 12229
112 or/104-111 31022
113 ((universal or population or national* or public health or nationwide* or statewide* or 34938

countrywide* or citywide* or national* or nation wide* or state wide* or country wide* or city
wide* or government*) adj4 (promotion* or campaign® or intervention* or toolkit* or
strateg®)).ti,ab.

114 (rais* adj2 awareness adj4 (promotion* or campaign* or intervention* or toolkit* or 591
strateg®)).ti,ab.

115 ((poster* or leaflet* or booklet* or presentation* or brochure* or flyer* or newsletter* or 8014
advert* or radio or tv or television or article* or factsheet* or magazine* or literature or
display* or card* or postcard* or banner* or t-shirt* or blog* or website* or online or social

111
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116

117

118

119

120

121

122

123

124

125

126

127

128

129

130

131

media or social market* or facebook or twitter or instagram or snapchat or pinterest* or
video* or messag* or email* or text* or sms or smartphone* or mobile* or "tablet
computer*" or workshop* or train* or remote or communit* or inform*) adj2 (public health or
health promot*)).ti,ab.

Health Promotion/

Patient Education as Topic/ or Government Publications as Topic/ or persuasive
communication/ or information dissemination/

Public Health/

Health Knowledge, Attitudes, Practice/ or Text Messaging/ or Electronic Mail/ or Social
Media/

or/113-119

80 or 87 or 103 or 112 or 120

76 and 121

afghanistan/ or exp africa/ or albania/ or andorra/ or antarctic regions/ or argentina/ or exp
asia, central/ or exp asia, northern/ or exp asia, southeastern/ or exp atlantic islands/ or
bahrain/ or bangladesh/ or Bhutan/ or bolivia/ or borneo/ or "bosnia and Herzegovina"/ or
brazil/ or bulgaria/ or exp central america/ or exp china/ or colombia/ or "Commonwealth of
Independent States"/ or croatia/ or "Democratic People's Republic of Korea"/ or ecuador/
or gibraltar/ or guyana/ or exp india/ or indonesia/ or iran/ or irag/ or jordan/ or kosovo/ or
kuwait/ or lebanon/ or liechtenstein/ or macau/ or "macedonia (republic)"/ or exp
melanesia/ or moldova/ or monaco/ or mongolia/ or montenegro/ or nepal/ or Netherlands
Antilles/ or New Guinea/ or oman/ or pakistan/ or paraguay/ or peru/ or philippines/ or
gatar/ or "republic of Belarus"/ or romania/ or exp russia/ or saudi arabia/ or serbia/ or sri
lanka/ or suriname/ or syria/ or taiwan/ or exp transcaucasia/ or ukraine/ or uruguay/ or
united arab emirates/ or exp ussr/ or venezuela/ or yemen/

"Organisation for Economic Co-Operation and Development"/

oecd*.ti,ab.

"Organisation for Economic Co-operation and Development".ti,ab.

"Organisation for Economic Cooperation and Development".ti,ab.

"Organization for Economic Co-operation and Development".ti,ab.

"Organization for Economic Cooperation and Development".ti,ab.

australasia/ or exp australia/ or austria/ or exp Baltic States/ or belgium/ or exp canada/ or
chile/ or czech republic/ or europe/ or exp france/ or exp germany/ or greece/ or hungary/
or ireland/ or Israel/ or exp italy/ or exp japan/ or korea/ or luxembourg/ or mexico/ or
netherlands/ or new zealand/ or north america/ or poland/ or portugal/ or exp "republic of
korea"/ or exp "Scandinavian and Nordic Countries"/ or slovakia/ or slovenia/ or spain/ or
switzerland/ or turkey/ or exp united kingdom/ or exp united states/

European Union/

112

72299

103670

79340

120174

377761

740459

25028

1065688

240

3462

524

137

251

484

3093254

15882
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132 Developed Countries/ 20381
133 or/124-132 3109720
134 123 not (123 and 133) 985039
135 21 or 47 82767
136 122 and 135 1741
137 136 not 134 1206
138 limit 137 to english language 1140
139 limit 138 to yr="2009 -Current" 652
140 limit 139 to (letter or historical article or comment or editorial or news or case reports) 16
141 139 not 140 636
142 Animals/ not (Humans/ and Animals/) 4641346
143 141 not 142 636
144 13 or 30 or 34 2941667
145 122 and 144 24410
146 145 not 134 15152
147 limit 146 to english language 14601
148 limit 147 to yr="2009 -Current" 8054
149 limit 148 to (letter or historical article or comment or editorial or news or case reports) 257
150 148 not 149 7797
151 Animals/ not (Humans/ and Animals/) 4641346
152 150 not 151 7791
113
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Search 2: Young people 16-24 years, trans people, people from a
Black African or Caribbean family background, and MSM.

Database name: MEDLINE

Database: Ovid MEDLINE(R) 1946 to March 03, 2020

10

11

12

13

14

15

16

17

18

19

(gay adj3 (male* or men)).ti,ab.

Homosexuality, Male/

"Sexual and Gender Minorities"/

Bisexuality/

Transgender Persons/

Homosexuality/

men who have sex with men.ti,ab.

(same sex or non heterosexual® or non-heterosexual® or nonheterosexual*).ti,ab.

MSM.ti,ab.

(transgender* or transexual® or transsexual* or trans man or trans men or trans masculine
or (gender adj (queer* or fluid* or variant*)) or nonbinary or non binary or non-binary or
genderless or agender or bi-gender or bi gender or neutrois or heteroflexible* or bicurious*
or bi-curious* or transpeople* or transperson®).ti,ab.

(bisexual* or homosexual* or Igbt).ti,ab.

(male adj3 (sex work* or prostitut* or transactional sex or escort*)).ti,ab.

or/1-12

(rough sleep* or runaway*).ti,ab.

((homeless* or street or destitut*) adj2 (population or person* or people* or group* or
individual* or adult* or shelter* or hostel* or accommodation* or sleep*)).ti,ab.

exp Homeless Persons/

((temporary or emergency) adj2 (shelter* or accommodation®)).ti,ab.

(homeless* adj2 (household* or primary or secondary or unshelter* or unhoused or
institut)).ti,ab.

(homelessness or encampment® or makeshift shelter*).ti,ab.

114

3903

15195

2952

4028

2808

12282

9049

5776

7966

6310

18466

505

48551

1177

3515

8678

331

91

3673
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20 (squatter* or beggar*).ti,ab. 460

21 or/14-20 11882
22 (teen* or youth* or adolescen™ or juvenile*).ti,ab. 346195
23 (young adj2 (adult* or person* or individual* or people* or population® or man or men or 186662

wom?n or male* or female* or subject*)).ti,ab.

24 student*.ti,ab. or Students/ 243445

25 (under adj2 (twenty five or twenty four or twenty three or twenty two or twenty one or 4068
twenty or nineteen or eighteen or "25" or "24" or "23” or 22 or 21 or 20 or 19 or 18")).ti,ab.

26 (over adj2 (sixteen* or "16" or eighteen* or "18" or twenty one* or twenty-one* or "21") adj2 5993
(year or years or age or ages or aged)).ti,ab.

27 ((15-25 or 16-25 or 17-25 or 18-25 or 19-25 or 20-25 or 21-25 or 22-25 or 23-25 or 24-25 5129
or 16-22) adj2 (year or years or age or ages or aged)).ti,ab.

28 Adolescent/ or Adolescent Behavior/ or Adolescent Health/ or Adolescent Development/ 1994181
29 Young Adult/ 812054
30 or/22-29 2708562
31 (black* or Afrocaribbean* or caribbean* or african* or African American®).ti,ab. 239417
32 African Continental Ancestry Group/ 37418
33 African Americans/ 52739
34 or/31-33 263760
35 "Emigrants and Immigrants"/ 11695
36 "Emigration and Immigration"/ 25004
37 Refugees/ 9891
38 "Transients and Migrants"/ 11313
39 Undocumented Immigrants/ 299
40 Human Migration/ 1054
41 (foreigner® or migrant* or immigrant* or emigrant® or refugee®).ti,ab. 42748
42 (asylum seek™ or seeking asylum or asylee*).ti,ab. 1440
115
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43

44

45

46

47

48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

((displaced or alien*) adj2 (people* or person®)).ti,ab.

(born adj2 overseas).ti,ab.

foreign born.ti,ab.

((marginal* or transient or undocumented) adj1 (people* or population* or communit* or
neighbourhood* or neighborhood* or group* or area* or demograph®)).ti,ab.

or/35-46

13 0or 21 or 30 or 34 or 47

Herpes Genitalis/ or Herpes Simplex/

((genital* or simplex*) adj3 herpes*).ti,ab.

chlamydia*.ti,ab.

Chlamydia Infections/ or Chlamydia/ or Chlamydia trachomatis/

((genital* or anogenital* or ano-genital* or venereal*) adj3 wart*).ti,ab.

Condylomata Acuminata/

"condylomata acuminata".ti,ab.

Papillomavirus Infections/

(papillomavirus adj (human* or infect*)).ti,ab.

hpv.ti,ab.

Gonorrhea/

(Gonorrhea* or Gonorrhoea*).ti,ab.

Syphilis/

syphilis*.ti,ab.

(lymphogranuloma venereum or Igv).ti,ab.

Lymphogranuloma Venereum/

Trichomonas vaginalis/

(trichomonas vaginali* or Trichomoniasi*).ti,ab.

Trichomonas Infections/

116

806

304

2873

3112

71547

2996773

18177

39297

25410

20476

2807

5202

1036

25123

3762

35275

13761

17454

21667

21453

1231

1580

3543

6393

3242
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68

69

70

71

72

73

74

75

76

77

78

79

80

81

82

83

84

85

86

87

88

89

90

91

HIV Infections/ or HIV/

(hiv or human Immunodeficiency Virus*).ti,ab.

(mycoplasma genitalium or Mgen).ti,ab.

Mycoplasma genitalium/

Sexually Transmitted Diseases/

((sexually adj2 transmit* adj2 (disease* or infection*)) or sti or std).ti,ab.

(venereal* adj2 (disease* or infection*)).ti,ab.

or/49-74

48 and 75

((peer or peers) adj2 (led or support* or intervention* or deliver* or educat* or influenc* or
group* or network* or program* or programme* or counsellor* or counselor* or advocate*
or behaviour* or behavior* or educat* or base* model*)).ti,ab.

role model*.ti,ab.

peer group/ or peer influence/

or/77-79

(counselling or counseling).ti,ab.

(motivat* adj2 (interview* or incentive*)).ti,ab.

counseling/ or sex counseling/ or Motivational Interviewing/

((One-to-one or one to one or 1-1) adj2 intervention®).ti,ab.

((cognitive or behavio*) adj2 therap*).ti,ab.

Cognitive Behavioral Therapy/

or/81-86

social support*.ti,ab.

(self adj2 (belief* or aware™)).ti,ab.

(covert adj2 learn®).ti,ab.

(reward* adj2 threat*).ti,ab.

117

198698

292354

1142

694

24276

34041

3943

488949

117227

12757

4604

20404

31861

77690

4107

37678

159

23029

24676

132258

31715

4994

10

99
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92 Contingency management.ti,ab. 845
93 (repetition* adj2 substitut®).ti,ab. 12

94 (compar* adj2 (outcome* or behaviour® or behavior*)).ti,ab. 59672
95 (natural* adj2 consequence®).ti,ab. 784
96 (shap* adj2 knowledge*).ti,ab. 238
97 (feedback adj2 monitor*).ti,ab. 604
98 (goal* adj2 (plan* or set*)).ti,ab. 6799
99 skill* build*.ti,ab. 794
100 ((behavio?r* or lifestyle* or "life style*") and (change* or changing or modification or modify 33838

or modifying or therapy or therapies or program* or intervention* or technique* or
establish* or individual®)).ti.

101 ((behavio?r* or lifestyle* or "life style*") adj2 (change* or changing or modification or 94005
modify or modifying or therapy or therapies or program* or intervention* or technique™ or
establish* or individual*)).ab,kw.

102 Social Support/ 69187
103 or/88-102 261817
104 (risk reduc* adj2 (strateg* or counsel* or practice* or agreement* or behaviour* or 2220

behavior*)).ti,ab.

105 ((monogam* or safe*) adj2 (agreement* or contract® or strateg*)).ti,ab. 2809
106 ((selective* or negotiat* or normalis* or normaliz*) adj2 condom®).ti,ab. 406
107 ((partner* or sex*) adj2 concurren*).ti,ab. 815
108 (relation* adj2 (dynamic* or focus* or power* or control*)).ti,ab. 9308
109 (educat* adj2 (session* or lesson*)).ti,ab. 3949
110 (pleasur* adj2 approach*).ti,ab. 15
111 Risk Reduction Behavior/ 12229
112 or/104-111 31022
113 ((universal or population or national* or public health or nationwide* or statewide* or 34938

countrywide* or citywide* or national* or nation wide* or state wide* or country wide* or city
wide™ or government*) adj4 (promotion* or campaign® or intervention* or toolkit* or
strateg®)).ti,ab.

118
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114 (rais* adj2 awareness adj4 (promotion* or campaign® or intervention* or toolkit* or 591
strateg®)).ti,ab.

115 ((poster* or leaflet* or booklet* or presentation* or brochure* or flyer* or newsletter* or 8014
advert* or radio or tv or television or article* or factsheet* or magazine* or literature or
display* or card* or postcard* or banner* or t-shirt* or blog* or website* or online or social
media or social market* or facebook or twitter or instagram or snapchat or pinterest* or
video* or messag* or email* or text* or sms or smartphone* or mobile* or "tablet
computer*" or workshop* or train* or remote or communit* or inform*) adj2 (public health or
health promot*)).ti,ab.

116 Health Promotion/ 72299

117 Patient Education as Topic/ or Government Publications as Topic/ or persuasive 103670
communication/ or information dissemination/

118 Public Health/ 79340

119 Health Knowledge, Attitudes, Practice/ or Text Messaging/ or Electronic Mail/ or Social 120174
Media/

120 or/113-119 377761

121 80 or 87 or 103 or 112 or 120 740459

122 76 and 121 25028

123 afghanistan/ or exp africa/ or albania/ or andorra/ or antarctic regions/ or argentina/ orexp 1065688

asia, central/ or exp asia, northern/ or exp asia, southeastern/ or exp atlantic islands/ or
bahrain/ or bangladesh/ or Bhutan/ or bolivia/ or borneo/ or "bosnia and Herzegovina"/ or
brazil/ or bulgaria/ or exp central america/ or exp china/ or colombia/ or "Commonwealth of
Independent States"/ or croatia/ or "Democratic People's Republic of Korea"/ or ecuador/
or gibraltar/ or guyana/ or exp india/ or indonesia/ or iran/ or irag/ or jordan/ or kosovo/ or
kuwait/ or lebanon/ or liechtenstein/ or macau/ or "macedonia (republic)"/ or exp
melanesia/ or moldova/ or monaco/ or mongolia/ or montenegro/ or nepal/ or Netherlands
Antilles/ or New Guinea/ or oman/ or pakistan/ or paraguay/ or peru/ or philippines/ or
gatar/ or "republic of Belarus"/ or romania/ or exp russia/ or saudi arabia/ or serbia/ or sri
lanka/ or suriname/ or syria/ or taiwan/ or exp transcaucasia/ or ukraine/ or uruguay/ or
united arab emirates/ or exp ussr/ or venezuela/ or yemen/

124 "Organisation for Economic Co-Operation and Development"/ 240

125 oecd*.ti,ab. 3462
126 "Organisation for Economic Co-operation and Development".ti,ab. 524

127 "Organisation for Economic Cooperation and Development".ti,ab. 137

128 "Organization for Economic Co-operation and Development".ti,ab. 251

129 "Organization for Economic Cooperation and Development".ti,ab. 484

130 australasia/ or exp australia/ or austria/ or exp Baltic States/ or belgium/ or exp canada/ or 3093254

chile/ or czech republic/ or europe/ or exp france/ or exp germany/ or greece/ or hungary/
or ireland/ or Israel/ or exp italy/ or exp japan/ or korea/ or luxembourg/ or mexico/ or

119
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netherlands/ or new zealand/ or north america/ or poland/ or portugal/ or exp "republic of
korea"/ or exp "Scandinavian and Nordic Countries"/ or slovakia/ or slovenia/ or spain/ or
switzerland/ or turkey/ or exp united kingdom/ or exp united states/

131 European Union/ 15882
132 Developed Countries/ 20381
133 or/124-132 3109720
134 123 not (123 and 133) 985039
135 21 or47 82767
136 122 and 135 1741
137 136 not 134 1206
138 limit 137 to english language 1140
139 limit 138 to yr="2009 -Current" 652
140 limit 139 to (letter or historical article or comment or editorial or news or case reports) 16
141 139 not 140 636
142 Animals/ not (Humans/ and Animals/) 4641346
143 141 not 142 636
144 13 or 30 or 34 2941667
145 122 and 144 24410
146 145 not 134 15152
147 limit 146 to english language 14601
148 limit 147 to yr="2009 -Current" 8054
149 limit 148 to (letter or historical article or comment or editorial or news or case reports) 257
150 148 not 149 7797
151 Animals/ not (Humans/ and Animals/) 4641346
152 150 not 151 7791
120
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Database name: MEDLINE-in-Process

Database: Ovid MEDLINE(R) In-Process & Other Non-Indexed Citations 1946 to March 03,

2020

1 (gay adj3 (male* or men)).ti,ab.

2 men who have sex with men.ti,ab.

3 (same sex or non heterosexual™ or non-heterosexual® or nonheterosexual®).ti,ab.

4 MSM.ti,ab.

5 (transgender* or transexual* or transsexual* or trans man or trans men or trans masculine
or (gender adj (queer* or fluid* or variant*)) or nonbinary or non binary or non-binary or
genderless or agender or bi-gender or bi gender or neutrois or heteroflexible* or bicurious™
or bi-curious* or transpeople* or transperson*).ti,ab.

6 (bisexual* or homosexual* or Igbt).ti,ab.

7 (male adj3 (sex work* or prostitut* or transactional sex or escort*)).ti,ab.

8 or/1-7

9 (rough sleep* or runaway*).ti,ab.

10 ((homeless* or street or destitut*) adj2 (population or person* or people* or group* or
individual® or adult* or shelter* or hostel* or accommodation* or sleep*)).ti,ab.

11 ((temporary or emergency) adj2 (shelter* or accommodation®)).ti,ab.

12 (homeless* adj2 (household* or primary or secondary or unshelter* or unhoused or
institut*)).ti,ab.

13 (homelessness or encampment* or makeshift shelter*).ti,ab.

14 (squatter* or beggar®).ti,ab.

15 or/9-14

16 (teen* or youth* or adolescen* or juvenile*).ti,ab.

17 (young adj2 (adult* or person* or individual* or people* or population* or man or men or
wom?n or male* or female* or subject*)).ti,ab.

18 student®.ti,ab.

121

383

1411

7

1382

1451

1603

39

4996

422

469

64

14

596

46

1331

46958

25077

36656
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19

20

21

22

23

24

25

26

27

28

29

30

3il

32

33

34

35

36

37

38

39

40

41

(under adj2 (twenty five or twenty four or twenty three or twenty two or twenty one or twenty 518

or nineteen or eighteen or "25" or "24" or "23” or 22 or 21 or 20 or 19 or 18")).ti,ab.

(over adj2 (sixteen* or "16" or eighteen* or "18" or twenty one* or twenty-one* or "21") adj2

(year or years or age or ages or aged)).ti,ab.

((15-25 or 16-25 or 17-25 or 18-25 or 19-25 or 20-25 or 21-25 or 22-25 or 23-25 or 24-25 or

16-22) adj2 (year or years or age or ages or aged)).ti,ab.

or/16-21

(black™* or Afrocaribbean* or caribbean* or african* or African American®).ti,ab.

(foreigner* or migrant* or immigrant®* or emigrant* or refugee®).ti,ab.

(asylum seek* or seeking asylum or asylee*).ti,ab.

((displaced or alien*) adj2 (people* or person®)).ti,ab.

(born adj2 overseas).ti,ab.

foreign born.ti,ab.

((marginal* or transient or undocumented) adj1 (people* or population* or communit* or
neighbourhood* or neighborhood* or group* or area* or demograph*)).ti,ab.

or/24-29

15 or 30

8 or22or23

((genital* or simplex*) adj3 herpes*).ti,ab.

chlamydia*.ti,ab.

((genital* or anogenital* or ano-genital* or venereal*) adj3 wart*).ti,ab.

"condylomata acuminata".ti,ab.

(papillomavirus adj (human* or infect*)).ti,ab.

hpv.ti,ab.

(Gonorrhea* or Gonorrhoea*).ti,ab.

syphilis*.ti,ab.

(lymphogranuloma venereum or Igv).ti,ab.

122

907

861

100203

38999

5687

257

165

24

323

625

6644

7912

140200

2010

1561

286

42

297

4196

1375

2824
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42 (trichomonas vaginali* or Trichomoniasi*).ti,ab. 390
43 (hiv or human Immunodeficiency Virus*).ti,ab. 26764
44 (mycoplasma genitalium or Mgen).ti,ab. 145
45 ((sexually adj2 transmit* adj2 (disease* or infection®)) or sti or std).ti,ab. 3323
46 (venereal* adj2 (disease* or infection®)).ti,ab. 621
47 or/33-46 39137
48 ((peer or peers) adj2 (led or support* or intervention* or deliver* or educat* or influenc* or 2304

group* or network* or program* or programme* or counsellor* or counselor* or advocate* or
behaviour* or behavior* or educat* or base* model*)).ti,ab.

49 role model*.ti,ab. 624

50 (counselling or counseling).ti,ab. 10144

51 (motivat* adj2 (interview* or incentive®)).ti,ab. 707

52 ((One-to-one or one to one or 1-1) adj2 intervention®).ti,ab. 36

53 ((cognitive or behavio*) adj2 therap*).ti,ab. 4073

54 social support®.ti,ab. 4611

55 (self adj2 (belief* or aware*)).ti,ab. 825

56 (covert adj2 learn*).ti,ab. 3

57 (reward* adj2 threat*).ti,ab. 25

58 Contingency management.ti,ab. 115

59 (repetition* adj2 substitut®).ti,ab. 3

60 (compar* adj2 (outcome* or behaviour* or behavior*)).ti,ab. 10376

61 (natural* adj2 consequence®).ti,ab. 188

62 (shap* adj2 knowledge®).ti,ab. 53

63 (feedback adj2 monitor*).ti,ab. 158

64 (goal* adj2 (plan* or set*)).ti,ab. 1172

65 skill* build*.ti,ab. 123
123
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66

67

68

69

70

71

72

73

74

75

76

77

78

79

80

81

82

83

84

((behavio?r* or lifestyle* or "life style*") and (change™ or changing or modification or modify
or modifying or therapy or therapies or program* or intervention* or technique* or establish*
or individual®)).ti.

((behavio?r* or lifestyle* or "life style*") adj2 (change* or changing or modification or modify
or modifying or therapy or therapies or program* or intervention* or technique* or establish*
or individual*)).ab,kw.

(risk reduc* adj2 (strateg* or counsel* or practice* or agreement* or behaviour* or
behavior*)).ti,ab.

((monogam* or safe*) adj2 (agreement* or contract® or strateg*)).ti,ab.

((selective* or negotiat* or normalis* or normaliz*) adj2 condom®).ti,ab.

((partner* or sex*) adj2 concurren*).ti,ab.

(relation* adj2 (dynamic* or focus* or power* or control*)).ti,ab.

(educat* adj2 (session* or lesson*)).ti,ab.

(pleasur* adj2 approach*).ti,ab.

((universal or population or national* or public health or nationwide* or statewide* or
countrywide* or citywide* or national* or nation wide* or state wide* or country wide* or city
wide* or government*) adj4 (promotion* or campaign* or intervention* or toolkit* or
strateg®)).ti,ab.

(rais* adj2 awareness adj4 (promotion* or campaign* or intervention* or toolkit* or
strateg®)).ti,ab.

((poster* or leaflet* or booklet* or presentation* or brochure* or flyer* or newsletter* or
advert* or radio or tv or television or article* or factsheet* or magazine* or literature or
display* or card* or postcard® or banner* or t-shirt* or blog* or website* or online or social
media or social market* or facebook or twitter or instagram or snapchat or pinterest* or
video* or messag* or email* or text* or sms or smartphone* or mobile* or "tablet computer*"
or workshop* or train* or remote or communit* or inform*) adj2 (public health or health
promot*)).ti,ab.

or/48-77

31 and 47 and 78

limit 79 to english language

limit 80 to (letter or historical article or comment or editorial or news or case reports)

80 not 81

limit 82 to yr="2009 -Current"

32 and 47 and 78

124

5597

16454

261

509

46

76

1581

815

5761

138

1280

57504

95

95

95

86

1033
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85 limit 84 to english language 1027

86 limit 85 to (letter or historical article or comment or editorial or news or case reports) 14

87 85 not 86 1013

88 limit 87 to yr="2009 -Current" 927
125
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Appendix C: Public health effectiveness

evidence study selection

Records screened out
(n =1280)

Articles excluded from this
review
(n =80)

Search 1
2
'g Title & abstracts screened
o) (n=1364)
O
n
> Full-text articles ordered
5 -
= (n=84)
w
v
go!
o)
ge!
%’ Studies included in review
[
- 4 RCTs
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Search 2
g: Records screened out
'g Title & abstracts screened > (n=19,711)
9] (n =20, 098)
3]
n
> Full-text articles ordered Articles excluded from this
= o review
:-% (n=387) (n=329)
w
v
o
o)
o
% Studies included in review
C
o (n=57)
RCTs included in Qualitative studies included in

effectiveness review

(n = 44 trials published across 45
papers)

qualitative review

(n=13)
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Appendix D: Public health effectiveness evidence tables

D.1 Effectiveness evidence for Migrants

Bibliographic Peragallo Montano, Nilda; Cianelli, Rosina; Villegas, Natalia; Gonzalez-Guarda, Rosa; Williams, Weston O; de Tantillo, Lila;
Reference Evaluating a Culturally Tailored HIV Risk Reduction Intervention Among Hispanic Women Delivered in a Real-World Setting
by Community Agency Personnel.; American journal of health promotion : AJHP; 2019; vol. 33 (no. 4); 566-575

Study details

. Randomised controlled trial (RCT)
Study design

Trial registration Not reported
number
Aim To evaluate the effectiveness of the SEPA intervention to increase HIV/STI prevention behaviours for Hispanic women

delivered in a real-world setting
Country/geographical Miami, USA

location

Setting Participants were recruited from the Miami Refugee Centre, the Florida Department of Health, and public locations in
Miami. Assessment and intervention sessions were conducted in a private room at the University of Miami Hospital as
participants were familiar with the site and it could be accessed easily.

Inclusion criteria - Age 18-50 years

- Self-identified as a Hispanic woman
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Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Attrition

- Sexual activity within the last 3 months

- Not having ever participated in a previous SEPA trial
None reported
Participants were randomised using a permuted-block

Not reported

Participant
Participant

- Data analyses were conducted among all participants who completed the baseline survey and at least 1 follow-up
survey.

- Analyses followed an intention-to-treat protocol so participants were analysed in their original assigned treatment
condition regardless of SEPA sessions attended

- Participant characteristics including demographics, cultural and relationship attributes were described and differences at
baseline by study group were assessed using the Wilcoxon rank sum test for continuous variables, chi squared for
proportions, and a negative-binomial model for the rate of sex events with condoms used per the total number of sex
events.

- Summary measures (means and percentages) were generated for dependent variables by study group and time point

- Changes in dependent variables at each follow-up as compared to baseline were assessed in separate models by study
group. Log binomial models and negative binomial models were used for dichotomous and count/rate-type dependent
variables, respectively. To assess significant differences in changes at follow-up by study group, models including both
groups and an interaction term between follow-up and group were also conducted.

547 individuals were assessed for eligibility; n = 61 were not eligible and n = 166 could not be contacted, leaving n = 320
participants randomised to groups (n = 160 intervention and n = 160 control).
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Study limitations
(author)

Study limitations
(reviewer)

Source of funding

In the intervention group, n = 32 participants completed the intervention but did not attend follow-up assessments leaving
a final intervention sample of n = 128.

In the control group, n = 29 participants did not attend follow-up assessments leaving a final control sample of n = 131.

Overall, individuals who did not complete follow-up assessments were older (mean age 35.5 years vs 31.6 for
completers), and, among those not born in the US, had been in the country longer (mean 8.2 vs 6.0 years). No other
statistically significant differences were observed between completers and non-completers.

Intervention session attendance was as follows: 3 sessions = 113 (71%); 2 sessions = 18 (11%); 1 session = 3 (2%); 0
sessions = 26 (16%).

- The comparison group received services that overlapped with those provided as part of the SEPA intervention.
Comparison clients were offered HIV testing and counselling, and, if needed, services for IPV, resulting in a comparison
between competing interventions. Significant improvements in HIV/STI risk behaviours, HIV knowledge, IPV and condom
use self-efficacy were observed in the comparison group, and this receipt of overlapping services limited the ability to
draw conclusions regarding differential changes in the SEPA group.

- The treatment and comparison group both experienced similar high losses to follow-up, which may limit the external
validity of results.

- Results were mostly self-reported and possibly subject to recall bias

- The sample consisted of a geographically secluded portion of this unique population, which may not lend itself to
extrapolate to a larger population

- Participants in the intervention group received $20 per session as an incentive; this can represent a potential limitation
for future implementation

None to add

This study was funded by the Center of Excellence for Health Disparities Research: El Centro, National Center on
minority Health and Health Disparities grant P60MD002266
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Study arms

Intervention (N = 128)

HIV testing and counselling plus SEPA (Salud/Health, Educacion/Education, Prevencion/Prevention, Autocuidado/Self-care): a
culturally-specific community-based group HIV risk reduction intervention for Hispanic women

Control (N =131)

HIV testing and counselling only
Characteristics

Study-level characteristics

Characteristic Study (N = 320)

Country of birth

Cuba % = 54.7
Nicaragua % =9.4
Columbia % =9.1
us % =4.4
Other countries in Central and South America including Honduras, Dominican Republic and % =224
Venezuela

Arm-level characteristics

Characteristic Intervention (N = 128) Control (N = 131)

Age Mean (SD) 20 () 35.73 (9.32)
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Characteristic
Gender (Female)

Born outside of the US

Years living in the US Mean (SD)
Education in years Mean (SD)
Employed

Has health insurance

Outcomes

Study timepoints
« Baseline
e 6 month
e 12 month

Condom use outcomes

Outcome Intervention,

Intervention (N = 128)
n=128; % =100

% = 96.9
8.29 (7.91)
13.84 (3.22)
% = 29.7

% =44.5

Intervention, 6 Intervention, 12

Baseline, N =128 month, N =128 month, N = 128

% of sex events where condoms 30.97 (44.49)
were used

Mean (SD)

31.75 (41.52) 38.35 (44.6)

132

Control (N =131)
n=131;% =100
% =94.7

8.06 (6.97)

13.35 (3.35)

% =29

% =41.2

Control, Control, 6 Control, 12
Baseline, N= month, N = month, N =
131 131 131

30.98 (42.61) 40.17 (44.8) 42.73 (44.41)
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Outcome Intervention, Intervention, 6 Intervention, 12
Baseline, N =128 month, N =128 month, N = 128

Any condom use in past 30 days n=45; % = 35 N=57;%=444 n=61;%=474

No of events

Number of condomless sex 7.51 (8.16) 7.31 (7.82) 5.91 (6.38)
events

Mean (SD)

Self-efficacy for condom use n=41;% =32 nN=74;%=577 n=79;%=61.8
7 items; score denotes number of

participants scoring above the

median of 3.57)

No of events

% of sex events where condoms were used - Polarity - Higher values are better
Any condom use in past 30 days - Polarity - Higher values are better

Number of condomless sex events - Polarity - Lower values are better
Self-efficacy for condom use - Polarity - Higher values are better

Paper reports % only; n's calculated by analyst
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Control,
Baseline, N =
131
n=52;%=
39.7

6.86 (7.79)

n=44;% =
33.6

Control, 6
month, N =
131

nN=64 ;%=
49

5.89 (8.3)

n=58;%=
43.9
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HIV/ISTI knowledge outcomes

Outcome Intervention, Intervention, 6 Intervention, 12 Control, Control, 6 Control, 12
Baseline, N =128 month, N =128 month, N = 128 Baseline, N= month, N = month, N =
131 131 131
HIV Knowledge n=65;%=50.8 nN=101;%=789 n=106;%=827 n=67;%= n=77;%= nN=99; %=
Scores represent number of 51.1 58.5 75.6

participants scoring 80% or

above

No of events

HIV Knowledge - Polarity - Higher values are better

Paper reports % only; n's calculated by analyst

Study details

Rationale/theory/Goal

Procedures used

Hispanic women have been identified as one of the groups most affected by HIV; in 2014 they were almost 4 times more
likely to acquire HIV than their non-Hispanic white counterparts. Among Hispanic women, vulnerability to HIV has been
shown to be influenced by factors including cultural values, substance use, depression, and intimate partner violence
(IPV). Previous research indicates that cultural norms about gender roles and sexuality among Hispanic people interact
with IPV risk among women to disproportionately put them at risk for HIV. The cultural values of machismo and
marianismo promote controlling and risk taking behaviours for Hispanic men and modesty and obedience for Hispanic
women. These norms make it difficult for Hispanic women to talk about their sexuality with others, often limiting their
knowledge regarding HIV risk and prevention, and interfere with their ability to communicate with their partners about
safer sexual practices. Gender and culturally specific HIV prevention programs are needed to address the prevention of
HIV among Hispanic women (p. 567)

- Participants were recruited from the Miami Refugee Center and the Florida Department of Health, as well as by
distribution of flyers and outreach at public locations including grocery stores, churches and community organisations, all
in areas with a predominantly Hispanic (70%) population.
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- After participants had provided informed consent, trained bilingual female research staff conducted private interviews in
the participants' preferred language (Spanish or English) employing a standardised protocol.

- Participants were assessed at baseline and subsequently at 6- and 12-months post-baseline. After each assessment,
participants were tested for STls, received HIV testing and counselling, and any women expressing concerns about IPV
were provided with appropriate services.

(p. 567-568)

For each assessment interview, participants were compensated $50. Participants also received $20 for each SEPA

Other details session attended (p. 569).

Study arms

Intervention (N = 128)

HIV testing and counselling plus SEPA (Salud/Health, Educacion/Education, Prevencion/Prevention, Autocuidado/Self-care): a culturally-specific community-
based group HIV risk reduction intervention for Hispanic women

. SEPA (Salud/Health, Educacion/Education, Prevencion/Prevention, Autocuidado/Self-care) (p. 565)

Brief name

Rationale/theory/Goal The SEPA intervention is based on Bandura's Social Cognitive Model and aims to build on outcome expectancies and
self-efficacy, particularly by instructing participants regarding the benefits of condom use and eliciting behaviour change.
It also builds on Freire's pedagogy by building an atmosphere that encouraged women to engage actively in discussion
and activities during the sessions, and affirms the importance of each participants' contribution to the group. SEPA is also
culturally specific to Hispanic women.

Prior trials evaluating the SEPA intervention have been delivered in controlled environments with highly trained research
staff. In this study, the aim was to test intervention implementation in real world settings by community agency
personnel.

(p. 567-568).
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Materials used
Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

No specific materials reported

- SEPA sessions consisted of group discussions, role plays, negotiation skills, partner communication, and skills
building.

- Participants chose whether sessions were delivered in Spanish or English according to their preference

(p. 568)

[More details about the SEPA intervention are provided in the Peragallo 2012 evidence table]

Sessions were facilitated by bilingual Hispanic bicultural facilitators from the Department of Health. All facilitators
possessed a degree in education. None had previous SEPA experience which provided real world context for the study.
All facilitators received 3 days training from experienced facilitators and received feedback about implementation. A
copyrighted manual was also used during training and intervention implementation (p. 568).

Face to face small group sessions with 6 to 8 participants (p. 568)
Sessions were conducted in a private room at the University of Miami Hospital (p. 567)

Three 2.5 hour sessions per week (p. 568)

Not reported
None reported

Implementation fidelity for SEPA was assessed using a SEPA Implementation Fidelity Assessment Checklist, which
includes techniques that the facilitators must follow to conduct the intervention properly. Two co-investigators who were
also former facilitators conducted fidelity ratings with each facilitator; fidelity was conducted until each facilitator adhered
to over 80% of the intervention's required behaviours. Interrater reliability was above 90% (p. 568).

Overall assessment of the facilitators was rated as excellent (p. 568)
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Control (N =131)

HIV testing and counselling only

- After completing each assessment, control group participants were offered STI testing, HIV testing and counselling, and,

Procedures used ¢ those expressing concerns regarding IPV, access to appropriate services.

- After women in the control group completed their 12 month assessment, they were invited to participate in the SEPA
intervention. The 3-session intervention was condensed into 1 day for these participants.

(p. 568)

Risk of Bias Assessment

Section Risk of bias Reason
Domain 1: Bias arising from the Some No information on allocation concealment, but no baseline differences between groups
randomisation process concerns
Domain 2a: Risk of bias due to deviations o No information on blinding but deviations from intended intervention unlikely. Intention-to-treat
from the intended interventions (effect of analyses used.
. . : concerns
assignment to intervention)
Domain 2b: Risk of bias due to deviations o Failures in implementing the intervention unlikely, but not all participants completed all sessions (only
from the intended interventions (effect of " .- 71% completed all 3 and 16% did not complete any). Impact of session attendance not assessed
adhering to intervention)
Domain 3. Bias due to missing outcome Low No concerns about missing data
data
Domain 4. Bias in measurement of the Some Unclear whether outcome assessors were blinded
outcome concerns
Domain 5. Bias in selection of the Some Trial not registered
reported result concerns
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Section Risk of bias Reason
No information on allocation concealment or whether participants and outcome assessors were

Overall bias and Directness Some blinded. Fa_irly poor adherence: not qll participants completed all sessions_(only 71% completed all 3

concerns and 16% did not complete any) and impact of adherence not analysed. Trial not registered

Overall Partially applicable (US study of Hispanic migrants)

Directness
Bibliographic Peragallo, Nilda; Gonzalez-Guarda, Rosa M; McCabe, Brian E; Cianelli, Rosina; The efficacy of an HIV risk reduction
Reference intervention for Hispanic women.; AIDS and behavior; 2012; vol. 16 (no. 5); 1316-26

Study details

. Randomised controlled trial (RCT)
Study design

Trial registration Not reported

number

Study start date Jan-2008

Study end date Apr-2010

Aim To evaluate the efficacy of SEPA on biological (STl incidence), behavioural and social cognitive risk for HIV in Hispanic
women.

Country/geographical Miami-Dade and Broward County, USA (neighbourhoods with a high proportion of Hispanic immigrants)
location

Setting Community settings
Inclusion criteria - Self-identifying as Hispanic
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Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Attrition

- Between 18 and 50 years old

- Reporting sexual activity in the last 3 months
None reported
Participants were randomised using a permuted-block randomisation procedure

Not reported

Participant
Participant

- Sample size determination: Most effect sizes from the previous SEPA trial were in the medium to large range, although
intervention effects on condom use were smaller (d = 0.17). Assuming a 70% retention rate over the course of the study,
N = 548 gives sufficient power (>.80) to detect an effect of this size (d = 0.17).

- Each hypothesis was tested in a separate intent-to-treat (ITT) generalised estimating equations (GEE) analysis in SPSS
17, which allowed the inclusion of all data over time, provided estimates robust to correlations from repeated measures
using an AR-1 covariance structure, and allowed logistic distributions for outcomes. Goodness of fit between linear
change (Time x Condition) and quadratic change (Time squared x Condition) over time was evaluated using the
Corrected Quasi-likelihood under Independence Model Criterion.

- In total 872 women were screened, 119 of whom were not eligible (14%) and 204 of whom were excluded for various
reasons (e.g. could not be reached, did not attend baseline session, had schedule conflict, did not have transportation). A
total of 548 women (63%) were randomised: 274 were allocated to the intervention condition and 274 were allocated to
the waitlist control.

- In the intervention group, 119 (43%) attended 5 sessions; 17 (6%) attended 4 sessions; 8 (3%) attended 3 sessions; 11
(4%) attended 2 sessions; 8 (3%) attended 1 session; and 111 (41%) did not attend any intervention sessions.

- In the intervention group, 143 (52%) attended the 3-month follow-up; 171 (62%) attended the 6 month follow-up; and
183 (67%) attended the 12 month follow-up
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Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

- In the control group, 202 (74%) attended the 3-month follow-up; 201 (73%) attended the 6 month follow-up; and 198
(72%) attended the 12 month follow-up

- Data on women’s behaviour were self-reported and therefore subject to bias due to poor recall or impression
management.

- Some measures had lower reliability for this sample of Hispanic women than expected based on past research with HIV
risk interventions. Participants tended to respond strongly (either positively or negatively) to items on many measures,
which led to the skewed response patterns and the need to dichotomise outcomes. Although use of dichotomous
variables avoids violations of analysis assumptions, it does not allow for as rich of an analysis as continuous variables
and may attenuate intervention effects.

- Assessors were not blinded to the participant assignment. Consequently, assessors may have interpreted and/or scored
responses from participants differently based on knowledge of assignment. Assessor trainings addressed this potential
source of bias and encouraged assessors to be cautious in committing this error.

- Study participants appeared to be at relatively low risk for HIV as indicated by a lower than expected incidence of
Chlamydia and a modal number of 1 sexual partner over the previous 3-months at baseline and during the study follow-
up period.

Intervention adherence was not factored into any analyses. Only 60% of participants attended at least 1 intervention
session and only 43% attended all sessions. The study does not sufficiently address this low uptake.

This research was funded by the National Center on Minority Health and Health Disparities (NCMHD) grant 1P60
MD002266—Center of Excellence for Health Disparities Research: El Centro, (Nilda P. Peragallo, Principal Investigator).

Intervention (N = 274) SEPA (Salud/Health, Educacion/Education, Prevencion/Prevention, Autocuidado/Self-care): a culturally-specific
community-based group HIV risk reduction intervention for Hispanic women
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Control (N = 274) Waitlist control

Characteristics

Study-level characteristics

Characteristic

Gender (Female)

Born in Columbia

Born in Cuba

Born in Peru

Born in the US

Born in the Dominican Republic
Born in other nations

Arm-level characteristics

Characteristic
Age Mean (SD)

Number of years in the US Mean (SD)

Employed

Education in years Mean (SD)

Study (N = 548)
n=548; % =100
% = 34
% =13
% =8
% =8
% =6
% =5

Intervention (N = 274)
38.74 (8.32)

11.84 (10.78)
n=92;% =34

13.62 (3.38)
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Control (N = 274)
38.22 (8.73)
10.99 (9.88)
n=288; % =32

13.11 (3.51)
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Outcomes

Study timepoints

« Baseline
« 3 month
e 6 month
e 12 month

Condom use outcomes

Baseline, N =

Outcome Intervention,
274
Any condom use n=96;% =35

Number of participants
reporting any condom use
in prior 3 months

No of events

Behavioural intentions to n=155; % =

use a condom 57
Scores represent number

of participants scoring in

the upper quartile on a 4

item scale assessed on 4-
point likert scale

No of events

Any condom use - Polarity - Higher values are better

month, N =

n=55; % =39

n=102; %=

Intervention, 3 Intervention, 6 Intervention, Control, Control, 3
month, N = 12 month, N = Baseline, N month, N

183 =274 = 202

N=64;%=37 n=89;%=49 n=104;% n=65;%

=38 =32

N=134;%= n=144;%= n=165;% n=129;

79 =60 % =64

Behavioural intentions to use a condom - Polarity - Higher values are better
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Control, 6
month, N

= 201

n=76;%

=38

n=1583;
% =77

Control,
12 month,
N =198

n=69; %
=35

n=162;
% = 82



DRAFT FOR CONSULTATION

STl incidence outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, 12 Control, Control, 3 Control, 6 Control, 12
Baseline, N = month, N = month, N=171 month, N=183 Baseline, N= month, N= month, N= month, N =
274 274 201 198
Chlamydia n=1;%=0 empty data n=1;%=1 n=1;%=1 nN=3;%=1 emptydata n=0;%=0n=3;%=1
incidence

No of events

Chlamydia incidence - Polarity - Lower values are better

STl incidence not assessed at 3 month follow-up

HIV/STI knowledge outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, Control, Control, 3 Control, 6 Control,
Baseline, N= month, N =143 month, N=171 12 month, N= Baseline, N month, N month, N 12 month,
274 183 =274 =202 =201 N =198

HIV Knowledge N=98;%=36 n=88;%=62 n=102; % = n=107; % = N=88;%=n=98;% n=76;% n=105;%

Scores represent number 60 59 32 =49 =38 =53

of participants answering
90% or more questions
correctly on a 12 item
scale

No of events

HIV Knowledge - Polarity - Higher values are better
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Study details

Brief name

Rationale/theory/Goal

Procedures used

Setting/location of
intervention

Other details

Hispanic women in the U.S. are particularly at risk for HIV infection. In 2006 the incidence of HIV infection among
Hispanic women was almost four times that of their white female counterparts, with heterosexual intercourse being the
most common mode of transmission. Various factors increase HIV risk for Hispanic women, including socioeconomic
factors such as high rates of poverty and unemployment, high rates of sexually transmitted infections (STls), immigration
and acculturation stress, and cultural values (e.g., machismo and marianismo) that promote inequitable gender norms
that make it difficult for women to negotiate safer sexual practices. This unique configuration for HIV risk among Hispanic
women has led to a call for the development and evaluation of gender- and culturally-specific HIV prevention
interventions (p. 2).

- Participants were recruited through the distribution of flyers and outreach at public places where Hispanic women go
frequently (e.g., churches, supermarkets, community organizations). Recruitment efforts were targeted in areas that had
a high proportion of Hispanic immigrants.

- After recruitment and informed consent, women were interviewed in their preferred language by trained bilingual
(Spanish and English) female research staff using a standardised protocol and a structured interview.

- Participants were randomised to either the intervention group or a waitlist control group.

- Follow-up assessments were conducted at 3, 6 and 12 months post-baseline.

(p- 4)
Group sessions took place in community sites easily accessible to participants (p.

Participants were compensated $50 per interview and $20 per SEPA session (p. 4)
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Study arms

Intervention (N = 274)

SEPA (Salud/Health, Educacion/Education, Prevencion/Prevention, Autocuidado/Self-care): a culturally-specific community-based group HIV risk
reduction intervention for Hispanic women

. SEPA (Salud/Health, Educacion/Education, Promocion/Promotion, y/ and Autocuidado/Self-care) (p. 1)
Brief name
Rationale/theory/Goal SEPA is an evidence-based intervention informed by the Social Cognitive Theory of behaviour change and was designed
to be consistent with Hispanic cultural values. Culturally ascribed gender roles regarding masculinity (machismo) and
femininity (marianismo) can make it difficult for Hispanic women to negotiate condom use with their male partners. For
example, culturally desirable values that promote women being like the Virgin Mary (marianismo) and therefore asexual,
obedient and submissive, can make the negotiation of condoms socially unacceptable for Hispanic women. The
intervention targets changes in an array of beliefs and skills relating to reducing sexual risk, including condom use and
condom negotiation (p. 2 & 4).

Materials used No specific materials reported

Procedures used - Intervention sessions covered HIV/AIDS in the Hispanic community, STls, HIV/AIDS prevention (e.g., condom use),
negotiation and communication with the partner, IPV and substance abuse.

- Group facilitators used multiple approaches: hands-on activities, role playing (e.g., negotiating condom use), skill
demonstration (e.g., correct condom use, assertive communication), homework to build self-efficacy (e.g., educating
peers about sexual risk and condom use), and direct provision of information (e.g., HIV/ STD knowledge, links between
alcohol use and sexual risk).

- Intervention delivery also focused on the importance of every individual in the group contributing to the knowledge and
skills that were generated during sessions, and providing an atmosphere that encouraged participants to engage in
discussions and activities.

- Groups were conducted in English or Spanish according to the language with which participants expressed they felt
most comfortable.
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Provider

Method of delivery

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment

fidelity

Control (N = 274)

Waitlist control

Materials used
Procedures used

- At the 6- month follow-up, women in SEPA were invited to a booster session to discuss topics related to the HIV
intervention, although only a small proportion (n=31, 11%) attended these sessions.

(p. 5)

Five bilingual and bicultural Hispanic female facilitators with a range of education (bachelors to doctoral) delivered the
intervention (p. 5).

Face to face small group sessions (M = 4.79 women per session, SD = 1.97) (p. 5)
Five 2 hour sessions plus one optional booster session (p. 5). Session frequency not reported

Not reported
None reported

Fidelity was ensured through a facilitator training, intervention manual and standardised PowerPoint presentations that
would assist the facilitator in covering the content and activities during each session. The PI of the study also conducted
unannounced visits to groups led by each of the facilitators to assess and address fidelity

Not reported

No specific materials reported

The control group received a one-session, condensed version of SEPA after their 12-month assessment (p. 5)

Risk of Bias Assessment
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Section Risk of bias
Domain 1: Bias arising from the Some
randomisation process concerns

Domain 2a: Risk of bias due to deviations
from the intended interventions (effect of Low
assignment to intervention)

Domain 2b: Risk of bias due to deviations
from the intended interventions (effect of High
adhering to intervention)

Domain 3. Bias due to missing outcome  Some
data concerns

Domain 4. Bias in measurement of the Some

outcome concerns
Domain 5. Bias in selection of the Some
reported result concerns
Overall bias and Directness High
Overall
Directness

Reason

No information on allocation concealment but appropriate randomisation procedures and no baseline
differences between groups

No information on participant blinding but deviations from intended intervention unlikely

Adherence to the intervention was poor (only 43% attended all sessions and 41% did not attend any
session) and the impact of adherence was not assessed

Relatively high attrition (48% at 3-months and 33% at 12 months for intervention group) and no
comparison of completers vs those lost to follow-up

Outcome assessors were not blind to condition. All outcomes were dichotomised due to skewed
response patterns which did not allow for as rich of an analysis as if they had been retained as
continuous variables, and may attenuate intervention effects

Trial not registered

Adherence to the intervention was very poor and the impact of adherence was not assessed.
Relatively high attrition (48% at 3-months and 33% at 12 months for intervention group) and no
comparison of completers vs those lost to follow-up. Outcome assessors were not blind to condition.
All outcomes were dichotomised due to skewed response patterns which did not allow for as rich of
an analysis as if they had been retained as continuous variables, and may attenuate intervention
effects. Trial not registered

Partially applicable (Hispanic immigrants in the US)
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Bibliographic Sanchez, Jesus; De La Rosa, Mario; Serna, Claudia A; Project Salud: Efficacy of a community-based HIV prevention intervention for
Reference Hispanic migrant workers in south Florida.; AIDS education and prevention : official publication of the International Society for AIDS
Education; 2013; vol. 25 (no. 5); 363-75

Study details

Trial registration Not reported
number
Study start date Nov-2008
Study end date Mar-2010
To assess the efficacy of a community-based HIV prevention pilot intervention in reducing risky sexual behaviours and enhancing
Aim factors (i.e., HIV knowledge) for HIV preventive behaviours among Latino migrant workers.

South Florida, USA

Settin
J Recruited by snowball sampling design from neighbourhoods and migrant camps, screened by outreach workers

(1) be of Latino origin; (2) 18 years of age or older; (3) have a “farm card”; (4) self-reported one or more episodes of unprotected sex in
Inclusion criteria the past three months;

Exclusion criteria Not reported

Method of Participants were randomly assigned to the A-SEMI or HPC interventions using a computer-generated randomization table.
randomisation

Method of allocation Not reported
concealment

Unit of allocation Individual

Unit of analysis Individual
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Statistical method(s)
used to analyse the
data

Attrition

Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Intervention effects were analysed with logistic regression to compute adjusted odds ratios (AORs) for dichotomous outcomes and
linear regression to compute adjusted means and mean differences for continuous variables. Each regression model included the
corresponding baseline measure as a covariate in the analysis as well as a measure of intraclass correlation.

To assess the A-SEMI intervention effects for the entire 9-month follow-up period, authors used logistic and linear generalized
estimating equation regression models to control for repeated within-person measurements. These models incorporated the study
conditions as well as covariates and outcomes. Authors adjusted models for the corresponding baseline measure and covariates to
obtain AORs and adjusted mean differences. Authors computed the 95% confidence interval (Cl) and the corresponding p value. For
each model, we calculated adjusted means and standard errors.

Of the 290 randomized participants, 145 were allocated to the A-SEMI intervention and the other 145 to the HPC intervention. Data on
12 study participants (4%) were incomplete and therefore not included in data analysis. Results are based on the remaining 278 study
participants, of which 140 were assigned to the A-SEMI intervention and 138 to the HPC intervention.

Study did not test participants for HIV and other STls.

Behavioural risk data in the study were self-reported and subject to recall bias but authors attempted to minimize this concern through
the use of calendaring techniques designed to maximize recall.

Study may not be representative of all LMWs in South Florida but authors attempted to increase the representativeness of the sample
by selecting study participants from different neighbourhoods and camps within the Homestead/Florida City area.

Study lacks sufficient information on randomisation. Allocation concealment and blinding were not reported

Research was funded by the National Institute on Minority Health and Health Disparities (Award # P20MD002288).

Adapted Stage-Enhanced Motivational Interviewing (A-SEMI) (N = 140)

The A-SEMI intervention was culturally adapted in collaboration with the Latino migrant worker (LMW) community. It was guided by the theoretical foundations
of social cognitive theory, enhanced with peer education and motivational-enhancing therapy, with the objective of producing a stronger, more sustained HIV
risk reduction effect among LMWs.
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The Health Promotion Condition (HPC) (N = 138)

The Health Promotion Condition (HPC) served as the comparison condition and targeted specific health issues of special relevance to LMWs, including general

health strategies such as hygiene and living in crowded conditions, first aid, and skin problems

Characteristics

Study-level characteristics

Ethnicity all Latino

Arm-level characteristics

Age Mean/SD

Gender

Male
Female

Country of origin

Mexico
Guatemala

Honduras

Adapted Stage-Enhanced Motivational Interviewing (A-

SEMI) (N = 140)

36.6 (4.41)
n=73; % =52
n=67; % =48

n=62; % =44.2
n=26;%=18.6

n=>52; % =37.2

Study (N = 278)

The Health Promotion Condition (HPC)

(N = 138)

39.4 (3.91)

n=78; % =57

n =60; % = 44

n=>58; % =42
n=230; % =21.8

n=>50; % =36.2
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Adapted Stage-Enhanced Motivational Interviewing (A-

SEMI) (N = 140)

Education

No formal education n =40; % = 28.6
Less than high school degree n=93; % =66.4
Greater than high school degree nN=7;%=5

History of sexually transmitted infections (STIs)

1 Sexual Partner in 90 days prior to Baseline n=104; % =74

2 or more Sexual Partners in 90 days prior to
Baseline

n = 36; % = 26
Outcomes

3 (month) Baseline to 3 months assessment

SRS 9 (month) 3 to 9 months assessment

Consistent condom use

The Health Promotion Condition (HPC)
(N =138)

n=37;,%=26.8

n=98; % =71
nN=3;%=22
n=112; % = 81
n=26; % =19

Self-reported consistent condom use, the primary outcome, was defined as use of a condom during every episode of vaginal intercourse in the 30 days and 90

days prior to baseline and at the 3- and 9-month follow-up assessments.

Authors selected consistent condom use as the primary outcome for the study because of its demonstrated effectiveness against HIV transmission

HIV prevention knowledge

HIV prevention knowledge was measured using an 8-item scale (a = .78), with higher scores indicating greater knowledge about HIV.

Perceived barriers
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Perceived barriers to condom use were measured using a 29-item scale (a = .95), with higher scores indicating fewer perceived barriers.

Condom use self-efficacy

Condom use self-efficacy was measured with a 9-item scale (a =.90) reflecting participants’ confidence in their ability to properly use condoms, with higher scores

indicating greater self-efficacy.

Effects of A-SEMI and HPC Interventions for Latino Migrant
Workers on Condom Use Behaviours

Consistent condom use in past 90 days
No of events

Consistent condom use in past 30 days
No of events

Condom use at last sex

No of events

Effects of Interventions on Psychosocial Mediators of Preventive
Behaviour, Baseline to 9-Month Assessment

HIV Prevention Knowledge (Range = 1-8)

Perceived Barriers to Condom Use (Range = 29-116)

Adapted Stage-Enhanced Motivational

Interviewing (A-SEMI)

3 (month)
N =140
n=63; % =45.3

n=72;%=51.6

n=283; % =59.3

A-SEMI (baseline
assessment)

Mean (SD)
6.19 (1.11)

67.15 (14.86)
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9 (month)
N =140
n=54; % = 38.2

n=62; % =445

n=70; % =50.3

HPC (baseline
assessment)

Mean (SD)
6.34 (1.08)

65.16 (13.39)

The Health Promotion Condition

(HPC)
3 (month) 9 (month)
N =138 N =138

n=24;%=17.4

n=33; % =23.8

n=44; % =31.6

n=21;%=15.4

n=234; % =245

n=48; % =34.6

Baseline to 9-Month Assessment

(relative change)

% (95% Cl)

2.82 (1.65, 4.06), p=0.009

13.03 (8.65, 9.12), p<0.001
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Condom Use Self-Efficacy (Range = 9-27) 20.57 (4.02) 19. 88 (5.13) 9.78 (7.14, 11.66), p<0.001

Outcome on gender roles not extracted for this review

Study details

Brief name

Rationale/theory/Goal

Procedures used

Provider

Method of delivery

Project Salud: Efficacy of a community-based HIV prevention intervention for Hispanic migrant workers in South Florida

To assess the differential efficacy of an Adapted Stage-Enhanced Motivational Interviewing (A-SEMI) condition compared to a Health
Promotion Comparison (HPC) condition for producing reductions in HIV risk and increased health behaviours among LMWs.

The A-SEMI intervention was culturally adapted in collaboration with the Latino migrant worker (LMW) community. Eight focus groups
consisting of 83 community members and key community partners were conducted at the offices of the Farmworkers Association of
Florida (FWAF) to discuss the factors that increased their HIV risks. Two trained community health workers (CHWSs) delivered A-SEMI
in Spanish during four 2.5 hour interactive group sessions that took place at the FWAF office in Homestead, Florida, on two consecutive
weekends. Based on their schedule, group participants decided whether they wanted to have two sessions—one in the morning and
one in the afternoon on the same day (i.e., Sunday) or on different days (i.e., one session on Saturday and another on Sunday). On
average, each group was composed of six participants. Session 1 of A-SEMI focused on developing group cohesion and addressing
HIV education. Session 2 was devoted to motivational enhancement and goal setting. Study subjects were helped in developing a
specific and relevant personal risk-reduction plan that could be realistically accomplished with a sense of mastery and success. Session
3 focused on increasing commitment to and empowerment for safer sex. Session 4 focused on identifying high risk situations and
negotiation skills through problem solving, assertiveness, and communication.

The Health Promotion Condition (HPC) served as the comparison condition and targeted specific health issues of special relevance to
LMWs, including general health strategies such as hygiene and living in crowded conditions, first aid, and skin problems.

Community health workers (CHWSs)

Adapted Stage-Enhanced Motivational Interviewing (A-SEMI) was an interactive group session composed of:

1) A Peer Counselling Intervention Component (PCIC): Community members—especially in isolated and hard to reach social
environments—identify their peers as reliable and preferred sources of information on sexuality-related topics, including sexually
transmitted infections and HIV.
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2) Motivational Enhancing Therapy (MET): places great emphasis on actively engaging participants in developing their own risk-
reduction strategies and hierarchies of safety, rather than prescribing specific strategies as in more traditional cognitive behavioural
interventions.

Setting/location of  Offices of the Farmworkers Association of Florida (FWAF), Florida
intervention

Intensity/duration of 3 and 9 months
the intervention

Study arms
Adapted Stage-Enhanced Motivational Interviewing (A-SEMI) (N = 140)

The design of the A-SEMI intervention was guided by the theoretical foundations of social cognitive theory, enhanced with peer education and motivational-
enhancing therapy, with the objective of producing a stronger, more sustained HIV risk reduction effect among Latino migrant workers (LMWs).

The Health Promotion Condition (HPC) (N = 138)

The Health Promotion Condition (HPC) served as the comparison condition and targeted specific health issues of special relevance to LMWs, including general
health strategies such as hygiene and living in crowded conditions, first aid, and skin problems

Risk of Bias Assessment

Section Risk of bias Reason
Domain 1a: Bias arising from the randomisation process e No information on allocation concealment
concerns
Domain 2a: Risk of bias due to deviations from the intended Some There were differences between the groups at baseline on whether they had a
interventions (effect of assignment to intervention) concerns primary physician.
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Section Risk of bias Reason

Domain 2b: Risk of bias due to deviations from the intended Deviations from intended intervention unlikely

interventions (effect of adhering to intervention) Loy
_ _ o Some Participants’ attendance was high: 88.3% of participants completed all four
Domain 3. Bias due to missing outcome data ST ASEMI sessions, and 86.2% completed all four HPC sessions, pilot study.
Domain 4. Bias in measurement of the outcome Low Appropriate outcome measures used
Domain 5. Bias in selection of the reported result Low Trial registered
Overall bias and Directness Some Insufficient information on randomisation and allocation concealment
concerns
Overall Partially Applicable (US Latino migrant workers)
Directness

Effectiveness evidence for people who are homeless

Bibliographic Tucker, Joan S.; D'Amico, Elizabeth J.; Ewing, Brett A.; Miles, Jeremy N.V.; Pedersen, Eric R.; A group-based motivational
Reference interviewing brief intervention to reduce substance use and sexual risk behavior among homeless young adults; Journal of
Substance Abuse Treatment; 2017; vol. 76; 20-27

Study details

. Randomised controlled trial (RCT)
Study design

Trial registration Not reported
number
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Aim To conduct a pilot trial of AWARE, a brief group-based motivational interviewing intervention addressing sexual risk
behaviour and alcohol and drug use among homeless young adults.

Country/geographical Hollywood and Venice, Los Angeles, USA

location
Setting Two drop-in centres for homeless youth
Inclusion criteria - Age 18-25 years
- Seeking services at one of the two drop-in centres
- Planned to be in the study area for the next month
- Could be reached by email or phone for follow-up
Exclusion criteria None reported
Method of Group randomisation. The field period was divided into four 16-week phases and individuals were assigned to groups in
randomisation each of these phases based on the drop-in centre where they were present during recruitment hours. The two drop-in

centres alternated across phases in serving as the “intervention site” or “control site,” with each drop-in centre having a
total of two intervention phases and two control phases.

An individually randomized trial design was initially considered for this study, with individuals randomly assigned to
condition within drop-in centre. However, implementation challenges did not make this design a feasible option and there
was concern about contamination across conditions. A group-randomized design for this evaluation has distinct
advantages, and the comparability of the intervention and control groups was maximised by having each drop-in centre
serve as both intervention and control site on an alternating basis (with a wash-out period between the intervention and
control phases within site) and using the same procedures at each drop-in centre to identify and recruit participants.

Method of allocation N/A
concealment

Unit of allocation Study site (drop-in centre)
Unit of analysis Participant
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Statistical method(s)
used to analyse the
data

Attrition

Study limitations
(author)

- The treatment and control groups were compared at baseline on demographic characteristics and the outcome of
interest using t-tests for continuous variables and chi squared tests for categorical variables.

- For each outcome, the overall difference in the treatment and control groups was evaluated at follow-up using a
multivariable regression model, which controlled for covariates (such as age, race, sexual orientation, and treatment site)
and the baseline value of the outcome being evaluated. A generalised linear modelling approach was used for continuous
outcomes.

- A secondary analysis was conducted on the main sex-related outcome of interest, proportion of unprotected sex in the
past 3 months, restricting the sample to individuals who were sexually active at both assessments. Paired t-tests were
used to evaluate changes from baseline to follow up on two subsamples of participants: those with 1 partner at both
assessments, and those with 2+ partners at both assessments.

Of the 214 individuals screened for eligibility, 2 were ineligible, 1 refused participation, and 11 were identified as repeater,
resulting in a final sample of n = 200.

Of the intervention participants, 21% attended one AWARE session, 27% attended 2 sessions, 4% attended 3 sessions
and 48% attended all 4 sessions.

Extensive tracking and locator information was obtained from participants at baseline and follow-up surveys were

completed with 91% of participants overall. There was a higher follow up rate among intervention participants (95%) than
control participants (86%); p = .032.

- The study relied on self-reported behaviour, the limitations of which are well-known (although possibly exaggerated;
Chan, 2008).

- Although the evaluation was conducted in agencies located in two distinct areas of Los Angeles County, it is unclear
whether results would generalize to other agencies located in other geographic regions.

- The sample size for this pilot study of 100 per group resulted in insufficient power to detect smaller, but nonetheless
potentially important group differences.
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- Another limitation is the 3 month follow-up period; further research is needed to determine whether the short-term
effects that were found are sustained over a longer period of time.

- In this pilot study, several potential outcomes and models were assessed and therefore there is risk of type | error rate
inflation. Thus, p-values should be treated with the appropriate degree of caution, and replication in a larger sample
would provide more confidence in the results.

Study limitations None to add
(reviewer)

Source of funding Grant R34 DA034813 from the National Institute on Drug Abuse (PI: Joan Tucker)

Study arms

Intervention (N = 100)

Usual care plus AWARE; a brief, innovative, group motivational interviewing intervention designed to reduce alcohol and other drug use (AOD) and
sexual risk behaviour among homeless young adults aged 18-25 years.

Control (N = 100)

Usual care
Characteristics

Study-level characteristics

Characteristic Study (N = 200)
Age Mean (SD) 21.81 (1.87)
Gender (Male) % =73
Non-Hispanic white % = 31
African American % =25
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Characteristic Study (N = 200)
Hispanic % = 24
Multiracial / other % = 21
Heterosexual % =79
Outcomes

Study timepoints
o Baseline
e 3 month

Condom use outcomes

Outcome Intervention, Baseline, N = Intervention, 3 month, N Control, Baseline, N= Control, 3 month, N
100 =95 100 = 86

Proportion of unprotected sexual 0.47 (0.46) 0.42 (0.45) 0.44 (0.45) 0.41 (0.47)

events

In the prior 3 months

Mean (SD)
Condom use self-efficacy 2.15(0.7) 2.44 (0.56) 2.18 (0.7) 2.31(0.63)

Mean (SD)

Proportion of unprotected sexual events - Polarity - Lower values are better

Condom use self-efficacy - Polarity - Higher values are better
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Study details

Rationale/theory/Goal

Procedures used

Rates of HIV infection among homeless youth range from around 3-25% across US studies (Medlow et al 2014), and 40-
70% of homeless youth report engaging in unprotected sexual intercourse (Tucker et al 2012; Valente & Auerswald
2013). Alcohol and drug (AOD) use is associated with increased sexual activity and risk sex among homeless youth.
Given the interrelated nature of AOD use and risky sex, interventions will likely be more effective if they simultaneously
address both types of behaviour than either one alone. Risk reduction programs for homeless youth are needed that
address both AOD use and sexual risk behaviour, are evidence based, and can be feasibly delivered in the settings
where these youth typically seek services (p. 2).

- Participants in both conditions were recruited by advertising the study at the drop-in centres and soliciting volunteers.

- At each recruitment visit to the drop-in centre, a sign-up sheet was used for individuals to indicate their interest in
participating.

- Depending upon the number of sign-ups, individuals were randomly selected from the sign-up sheet until the
recruitment goal for the visit was met.

- Individuals were then screened for eligibility, and those who were eligible were asked to provide written consent and
complete the baseline survey.

- Recruitment of intervention group participants occurred once a week, on the day when the program was being delivered
at the drop-in centre.

- Because each AWARE session was designed to be free standing, and individuals could attend the sessions in any
order, those in the intervention condition attended their first AWARE session shortly after completing the baseline survey.
All recruitment was completed during the first half of each 16-week phase in order to give participants at least two
opportunities to complete each of the four sessions.

- All screened individuals received written information on HIV prevention and a resource guide that listed free and low-
cost services for homeless youth in the study area.

- Participants completed self-administered baseline and 3 month follow-up assessments; research staff were available to
participants who needed assistance.
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(p. 6)

. Participants received $20 for completing the baseline survey and $30 for completing the follow up survey. Intervention
Other details participants received $5 for each of the 4 sessions and an additional $15 for attending all 4 sessions. Free snacks and
condoms were available at each session.

Study arms

Intervention (N = 100)

Usual care plus AWARE; a brief, innovative, group motivational interviewing intervention designed to reduce alcohol and other drug use (AOD) and
sexual risk behaviour among homeless young adults aged 18-25 years.

. AWARE (p. 1)
Brief name
Rationale/theory/Goal AWARE was designed to address the substantial need for risk reduction interventions for homeless youth that are both
intensive enough to address the multiple and interrelated risk behaviours that most homeless youth exhibit and feasible
to integrate into settings such as drop-in resource centres where these young people routinely seek services (p. 3).

The AWARE intervention is based on Social Learning Theory, Decision Making Theory, and Self-Efficacy Theory. It
includes components that have been utilised in effective programs for homeless and other at-risk youth such as targeting
multiple, interrelated behaviours, using interactive techniques that allow for active learning, reinforcing skills, providing
personalized feedback, delivering the curriculum in a group format which allows the facilitator to capitalise on prosocial
processes (e.g., reinforcement for behaviour change, norm change, vicarious learning), and presenting the materials
using a motivational interviewing approach.

The AWARE curriculum involves sharing basic information on HIV/STI transmission and the effects of AOD use on the
brain; providing condom use skills training; providing normative feedback on AOD use and HIV-risk behaviour among
young adults; discussing unrealistic beliefs about AOD use and HIV risk; discussing potential benefits of both cutting
down and stopping risky behaviours; and discussing risky situations and coping strategies (e.g., avoiding certain high-risk
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Materials used
Procedures used
Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

situations, protecting yourself when drinking or having sex). All sessions include discussion of the connection between
AOD use and risky sexual behaviour.

All AWARE participants also had access to 'usual care' at the drop-in centre in terms of all basic services, case
management, and other programs that were available at the time of the study.

(p- 3)
No specific materials reported
No information on procedures specific to intervention sessions

Two project staff, not affiliated with the drop-in centres, delivered the intervention sessions. One was a Bachelor level
facilitator who delivered the curriculum and the other provided assistance (e.g. distributing materials). Facilitator training
included a one-day workshop on Ml and practice sessions for each of the four sessions (p. 6)

Face to face group sessions
Two drop-in centres for homeless youth (p. 4)

Four x 45 minute sessions that rotated on a weekly basis throughout a 16 week study period (p. 5).

None reported
None reported

Sessions were recorded and all session recordings were reviewed by the first 2 authors to determine adherence to
protocol content and provide weekly supervision to the facilitator. Using standard fidelity procedures, twenty-eight percent
(n = 16) of the sessions were coded using the Motivational Interviewing Treatment Integrity scale (MITI 3.1; Moyers,
Martin, Manuel, Miller & Ernst, 2010) to measure MI adherence in delivering the protocol content, with one quarter of
these sessions (n = 4) being independently coded by two coders (p. 8).

Average global scores across sessions on the MITI were all over 4 (competent), with all double-coded global scores
within one point of each other. Adherence to protocol content across sessions was 93.7% (p. 9).
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Control (N =100)

Usual care

No specific materials reported

Materials used

Procedures used The control group received usual care which included access to all of the basic services (e.g. food, hygiene), case
management, and programs that were available at the drop in centre at the time of the study (p. 5)

Provider Not reported

Setting/location of Two drop-in centres for homeless youth (p. 4)

intervention

Intensity/duration  Not reported
of the intervention

Tailoring/adaptation N/A

Unforeseen N/A
modifications

Planned treatment N/A
fidelity

Risk of Bias Assessment

Section Risk of bias
Domain 1: Bias arising from the Some
randomisation process concerns

Domain 2a: Risk of bias due to deviations
from the intended interventions (effect of
assignment to intervention)

Some
concerns

Reason

This was a crossover RCT so participants were randomly allocated to intervention or control group
depending on which of 2 services were accessed at which time

No information on blinding; unclear whether participants attending one service could also access
services at the other site
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Section

Domain 2b: Risk of bias due to deviations
from the intended interventions (effect of
adhering to intervention)

Domain 3. Bias due to missing outcome
data

Domain 4. Bias in measurement of the
outcome

Domain 5. Bias in selection of the
reported result

Overall bias and Directness

Risk of bias

Some
concerns

Some
concerns

Low

Some
concerns

High

Overall
Directness

Reason

Intervention adherence was low: only 48% attended all 4 sessions and 48% attended only 1 or 2
sessions. Impact of intervention attendance on outcomes was not assessed

Overall follow-up rates were high (91%) but follow-up was significantly higher in the intervention
group (95%) than the control group (86%)

Appropriate assessment procedures and outcome assessments were self-administered

Trial not registered

Randomised cross-over trial with no information on blinding. Intervention adherence was low and
impact of intervention attendance on outcomes was not assessed. Overall follow-up rates were high
(91%) but follow-up was significantly higher in the intervention group (95%) than the control group
(86%). Trial not registered

Partially applicable (US study)

Effectiveness evidence for Young People

Calderon, Yvette; Cowan, Ethan; Leu, Cheng-Shiun; Brusalis, Christopher; Rhee, John Y; Nickerson, Jillian; Leider, Jason; Bauman, Laurie
J; A human immunodeficiency virus posttest video to increase condom use among adolescent emergency department patients.; The Journal

Bibliographic
Reference

of adolescent health : official publication of the Society for Adolescent Medicine; 2013; vol. 53 (no. 1); 79-84
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Study details

Trial registration www.clinicaltrials.gov (identifier NCT00851539).
number
Study start date Nov-2009
Study end date Jun-2010
To compare the effectiveness of a theory-based HIV post-test educational video tool with in-person post-test HIV counselling in
Aim promoting safer sex behaviours among adolescent patients of an urban Emergency Department (ED).

Country/geographical New York, US
location

Setting Emergency Department of a hospital in New York

- Sexually active

Inclusion criteria - Aged 15-21 years

- Proficient in English.

- Medically unstable or in obvious pain

- Unable to understand the consent process,

Exclusion criteria ) )
- Did not speak English

- Were known to be HIV-positive, or had been tested within the past 6 months

Method of Randomisation was conducted using a computer-generated block randomisation scheme obtained from http://www.randomization.com.
randomisation

Method of allocation The randomisation scheme was kept in an opaque envelope that was not opened until patients signed informed consent.
concealment
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Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

Uptake

Attrition

Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Participants

Participants

Descriptive statistics of baseline characteristics were generated separately for counselling and video treatment groups. To compare the
difference between the two study groups on the baseline characteristics, a t-test was used for continuous variables and chi-square test
for categorical variables.

The primary analyses compared the effect of the video intervention with in-person counselling on three primary outcomes: intention to
use condom, condom use self-efficacy, and condom outcome expectancies using the generalized linear model with identity

link function. To account for the within-subject correlation owing to multiple assessments on the same participant, the generalized
estimating equation method was used with independent working correlation to estimate the regression coefficients and standard

errors. The independent variables included in each regression model were the video intervention indicator (versus in-person
counselling), post-intervention time indicator (versus preintervention), and the interaction of time and intervention indicator. The Stage of
Change variable was included in the model because it showed a difference at baseline between groups. The regression coefficient
corresponding to the interaction term was used to test the intervention effect; it represents the differential mean improvement between
groups (i.e., video intervention and in-person counselling). The Holm step-down procedure was used to adjust for multiple comparisons.

Of 215 eligible participants identified, 203 (94.4%) agreed to participate

Not reported but note that pre- and post-intervention assessments were done within the same session.

The intervention effects are limited to youth from the Bronx.

There was a statistically significant difference in the 'Stage of Change' assessment at baseline, although this was controlled for in the
primary analysis.

The post-test assessment was immediately after the intervention and there are limitations to repeated assessment with the same
measures in a short time period.

Funding for this study was provided by U.S. National Institutes of Health Institute of Child Health and Human Development grant 5K23-
HD054315.
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Intervention Video (N = 102)

A brief HIV prevention video focusing on condom use, negotiating condom use, and how to use a male condom, female condom and dental dam. It also
included a video tailored to the participants’ stage of change (as assessed at baseline) and focused on either negative consequences of risky sexual
behaviours or positive consequences of consistent condom use.

Control Counselling (N = 101)

In-person HIV post-test counselling delivered by a trained HIV counsellor.

Characteristics

Arm-level characteristics

Intervention Video (N = 102) Control Counselling (N = 101)

AAg%i 18 yoars 20.6% 25.7%

Gender (female) 60.8% 55.4%

Ethnicity

Hispanic 59.8% 57.4%

American Indian 1% 1%

Asian 2.9% 1%

Black 34.3% 42.6%

White 8.8% 3%
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Intervention Video (N = 102)

Other 52.9%

Vaginal sex in the past year 97.1%

Outcomes

Study timepoints Immediately post-intervention

Condom use outcomes

Condom use self-efficacy
Adjusted mean improvement; adjustment for baseline stage of change

Adapted from Dilorio et al

Polarity: Higher values are better

TIDieR Checklist

Study details

Control Counselling (N = 101)
52.5%

96%

Intervention Video Control Counselling

Post-intervention Post-intervention

N =102 N =101

.23 -.03

Eligible youth attending the adult (aged 18-21 years) or paediatric (aged 15-17 years) Emergency Department were invited to

Procedures used participate. All participants completed a baseline questionnaire then viewed a validated HIV pre-test educational video, after which
they were offered an optional HIV test. Participants were then randomised to one of two groups. For participants who accepted HIV
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Provider

Setting/location of
intervention

Study arms

testing, the intervention or control procedures were delivered after testing while they were waiting for their results. For participants who
declined HIV testing, the intervention or control procedures were delivered immediately. All participants then competed the post-
intervention measures. After completing post-intervention measures, those in the intervention group who had accepted testing also
received standard in-person post-test counselling when they received their results.

Trained research assistants completed recruitment and assessment procedures. Trained HIV counsellors provided in-person
counselling for participants in the control counselling group and for intervention group participants post-intervention.

Adult and paediatric ED

Video Intervention (N = 102)

Rationale/theory/Goal

Materials used

Procedures used

Intensity/duration of
the intervention

Tailoring/adaptation

Based on the Theory of Reasoned Action and the Stages of Change (SOC) theory. Assumes that individuals are at different stages of
a continuum when making decisions to change behaviours: precontemplation, contemplation, preparation for action, action, and
maintenance. The intervention is tailored to the persons' stage of change to ensure they are most open to risk-reduction messages.

A series of youth-friendly post-test HIV prevention videos

After the HIV testing session, participants randomised to the video intervention group were shown a series of three video vignettes.
For intervention group participants who declined HIV testing (15.7%), they were shown the videos immediately after completing
baseline assessments. The first video was shown to all intervention participants and depicted an adolescent couple discussing
whether to use condoms and was designed to model how to advocate for using couples with one's partner. The second video was
tailored toward the participants SOC as assessed at baseline. Those in the “pre-contemplation” and “contemplation” stages viewed a
video on the negative consequences of risky behaviours. The video depicted a pair of teens ending their relationship after discovering
that they both had contracted HIV. Participants in the “preparation,” “action,” or “maintenance” stages viewed a video that reinforced
the positive consequences of consistent condom use. The third video demonstrated how to use a male condom, a female condom,
and a dental dam and was shown to all intervention participants.

3 videos each lasting 2 to 3 minutes.

The first and third videos in the sequence remained the same for all participants, but the second video was tailored with respect to
target message content and style, depending on the participants' stage of change which was determined through pre-intervention
measures.
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Unforeseen None reported; unlikely
modifications

Planned treatment Not reported
fidelity
Actual treatment Not reported
fidelity

Counselling Control (N =101)

Rationale/theory/Goal Standard HIV post-test counselling

After the HIV testing session, participants randomised to the counselling control group received standard in-person, age appropriate,
culturally sensitive HIV prevention counselling while waiting for their test results. For control group participants who declined HIV

Procedures used testing (15.9%), they received counselling immediately after completing baseline assessments. As part of the counselling, participants
were given information on how to interpret HIV test results, partner notification, and condom use.

Eloriier Trained HIV counsellors provided in-person counselling for participants in the control counselling group.

Method of delivery " ace toface

Tailoring/adaptation None reported

Unforeseen None reported; unlikely
modifications

Planned treatment Not reported
fidelity
Actual treatment Not reported
fidelity
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Risk of Bias Assessment

Section Risk of bias Reason

RCT, allocation concealment described, no baseline differences between
Domain 1a: Bias arising from the randomisation process Low groups.

Deviations from the intended intervention not described. Participants and

Domain 2a: Risk of bias due to deviations from the intended . . .
Low assessors unaware of allocation, appropriate analysis.

interventions (effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended Deviations from the intended intervention were unlikely and participants

interventions (effect of adhering to intervention) Low were analysed in the groups to which they were assigned
Domain 3. Bias due to missing outcome data Low No concern over missing outcome data
_ o Measurement was the same across arms. Outcome assessment not aware
Domain 4. Bias in measurement of the outcome Low of the interventions received by study participants.
Domain 5. Bias in selection of the reported result Low Trial registered
Overall bias and Directness Low
Overall Partially applicable (US study)
Directness
Bibliographic Champion, Jane Dimmitt; Collins, Jennifer L; Comparison of a theory-based (AIDS Risk Reduction Model) cognitive behavioral intervention
Reference versus enhanced counseling for abused ethnic minority adolescent women on infection with sexually transmitted infection: results of a

randomized controlled trial.; International journal of nursing studies; 2012; vol. 49 (no. 2); 138-50

Study details
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Trial registration ClinicalTrials.gov Identifier: NCT01387646
number
Study start date Jul-2005
Study end date Mar-2008
To evaluate the effects of a theory based (AIDS Risk Reduction Model) cognitive behavioural intervention versus enhanced counselling
Aim for abused ethnic minority adolescent women on STI infection at 6- and 12-months follow-up.

Country/geographical Southwestern US
location

Setting Community-based clinics

- Ethnic minority women

Inclusion criteria - Aged 14-18 years

- History of STl or abuse (emotional, physical or sexual)

Exclusion criteria Not reported

Participant selection of “intervention” start-times from several dates within two weeks of enrolment, blinded to group status. Intervention
Method of and control group “intervention” start-times were pre-assigned to dates randomized and balanced during the enrolment period across
randomisation time of day, days of the week, weeks of the month, and months of the year.

Method of allocation Not reported
concealment

Unit of allocation Participant

Unit of analysis Participant
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Analyses of intervention effects were performed on an intent-to-treat basis. In secondary analyses the effect of participation in any or no
intervention session was examined. Prior to fitting multivariate models, dichotomous analyses were conducted to evaluate
the relationship between study group and STI infection. After achieving a thorough understanding of the important relationships
observed in the data, analyses proceeded using multivariate modelling of the intervention impact. Multivariable logistic models were
fit, controlling for confounders based on theoretical considerations and relationships observed in bivariate data analyses. Separate
longitudinal analyses were conducted for the 0-6, 6-12 and 0-12 month follow-ups, to assess the changing impact of the intervention
Statistical method(s) over time.
used to analyse the

data Previous analyses identified substance use and abuse history as powerful predictors of STl infection risk so the present analyses
evaluated these variables as effect modifiers and confounders. All models examining the association between study group and STI
infection tested for effect modification by age, ethnicity, any substance use (alcohol, drugs or cigarettes) and physical or sexual abuse
history. Current school attendance, history of runaway and emotional abuse history were initially included in these analyses however
were removed due to insignificant contributions to the model. Effect modification was considered to be present based on a nominal
global p-value of .05. The analytic package used for statistical analysis was PASW Statistics, Version 18.

N=1150 potential participants were provided an information sheet about the study. N=231 were excluded for not meeting inclusion
Uptake criteria. N=43 declined to participate and n=317 were excluded for other reasons (not reported in paper).

Participants were randomized into intervention (n=199, 48.7%) and control (n=210, 51.3%) arms. High follow-up rates were achieved at
6- (93.0%) and 12-month (93.7%) follow-ups. These adjusted rates account for participants that could not be contacted because

Attrition they had moved out of the city/state, had no contact numbers/addresses or were incarcerated at 6 (16.4%) or 12 (15.4%) month follow-
ups. Unadjusted rates at follow-up for 6- (78%) and 12- (81%) months were high.

Study limitations include those inherent in efficacy trials of behavioural interventions. These include the homogeneity of the study

Study limitations sample and controlled conditions of the randomized controlled trial. These characteristics of efficacy trials limit effectiveness in
(author) translation of interventions to a heterogeneous population on a community level.

Study limitations None to add

(reviewer)

Source of funding National Institute on Drug Abuse RO1DA19180

Study arms

Intervention (N = 199)
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Project IMAGE, a behavioural intervention for ethnic minority adolescents with a history of STls and abuse. Includes workshops, support group sessions and
individual risk reduction counselling sessions.

Control (N = 210)

Waitlist control.

Characteristics

Arm-level characteristics

Intervention (N = 199) Control (N = 210)
Age; mean 16.5 16.42
Gender; female 100% 100%
Ethnicity
Mexican-American n=171;% =859 n=171;%=81.4
African-American n=28;%=14.1 n=39;%=18.6
Outcomes
. . 6 (month)
Study timepoints 12 (month)
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STl infection outcomes

STl infection

Intervention Control
6 (month) 12 (month) 6 (month) 12 (month)
N =155 N = 166 N =163 N =167
n=0;%=0 n=6;%=36 n=11;%=6.6 n=13;%=7.8

Polarity: Lower values are better

TIDieR Checklist

Study details

Procedures used

Provider
Method of delivery

Setting/location of
intervention

African-American and Mexican-American adolescent women seeking health care at a health district clinic were provided with an
information sheet concerning the study. Those indicating interest were assessed for eligibility and informed consent procedures were
completed. Baseline assessments were conducted using face to face questionnaires. Following this, a physical examination, HIV/STI
screening, pregnancy testing and a pap smear was performed. All study participants were encouraged to return to the research clinic
during the course of the study for contraception, pregnancy testing and examination and treatment of suspected STI. Should study
participants receive physical examinations or treatment for STI or pregnancy at other health care providers during the 12-month
study interval, a request for these medical records was made after obtaining appropriate permission from the participant.

Participants were compensated $50 for their time for initial, 6- and 12- month follow-ups.

Female research clinicians who were nurse practitioners and received extensive training on interviewing and intervention procedures.

Face to face small group sessions (4-8 people) and one to one counselling sessions

Community based research clinics
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Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Study arms

Intervention (N = 199)

Brief name

Rationale/theory/Goal

Procedures used

2 workshop sessions lasting 3-4 hours each, 3-5 support group sessions and 2 or more individual counselling sessions.

Not reported

None reported

Not reported

Not reported

ProjectiMAGE

Adolescent women with a history of abuse are more likely than those without to engage in sexual risk behaviour and experience STI,
necessitating an additional intervention focus. Project IMAGE is an adaptation of Project SAFE, an evidence based culturally relevant
intervention based on the AIDS Risk Reduction Model. Project IMAGE is modified in order to meet the needs of young women with a
history of abuse. It is based on a culturally informed conceptualisation of behaviour change and considers the importance of male-
female power relationships in African- and Mexican-American culture. The impact of violence and history of abuse is also considered,
alongside situational factors such as education, employment, poverty and substance abuse.

The intervention involves workshops, support group sessions and individual counselling sessions.

Workshop sessions begin 1-3 weeks after study entry and are led by a facilitator in round table format using principles of motivational
interviewing. Session 1 covers Awareness and Perception of Risk and focuses on helping participants to understand their risk of
infection. It addresses disease transmission, provides information about STls and their symptoms and consequences, raises
awareness that minorities are disproportionately affected by HIV/STlIs, explains how people get STls, discusses issues around partner
selection, and increases awareness of personal risk. Session 2 covers Strategies to Reduce Risk Behaviours and focuses on ways of
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preventing HIV/STIs such as abstinence, monogamy, condom use and STI testing. Conversations with potential partners about sexual
history are discussed and consideration is given to romantic relationships (e.g. signs of an unhealthy relationship, how to avoid
conflict, violence). This session also covers condom use including application and barriers to use.

Support group sessions begin approximately 1 week after completing both workshops and are conducted by a facilitator using
motivational interviewing techniques. Support group topics are generated by the group but largely include sexual risk behaviour,
treatment compliance, GU symptomatology, interpersonal relationships and contraceptive use.

Individual counselling sessions are initiated by the participant and focus on any expressed needs.

Control (N = 210)

B e Control group

Control group participants received the intervention at study completion. The workshop and support group sessions were identical to
Procedures used those provided to the intervention group and were conducted by the same facilitator.

Risk of Bias Assessment

Section

Domain 1a: Bias arising from the
randomisation process

Domain 2a: Risk of bias due to deviations
from the intended interventions (effect of
assignment to intervention)

Domain 2b: Risk of bias due to deviations
from the intended interventions (effect of
adhering to intervention)

Risk of bias Reason

Random allocation and participant blinding procedures described. Some differences between
Some groups at baseline (intervention participants were more likely to have experienced abuse than
concerns control participants (83% vs 71%) and were more likely to have run away from home (63% vs 46%).

Low No deviations from the intended intervention reported. Appropriate analyses used.

Low Intervention adherence generally high — 249 of the 271 allocated received the intervention
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Section Risk of bias Reason
Domain 3. Bias due to missing outcome data Low Follow up rates at 6 months considered high (unadjusted 78-81%, adjusted 93-94%)

_ o Appropriate outcome assessments used and although participants were not blinded, group status
Domain 4. Bias in measurement of the Low did not appear on interviews or clinic records; participants were only asked their group status at the
outcome end of follow-up interviews.

Domain 5. Bias in selection of the reported Trial registered

result =

Overall bias and Directness Low
Overall Partially applicable (US study of adolescent women with a history of sexual or physical abuse)
Directness

Bibliographic Gimenez-Garcia, Cristina; Ballester-Arnal, Rafael; Gil-Llario, Maria Dolores; Salmeron-Sanchez, Pedro; Peer-Led or Expert-Led Intervention
Reference in HIV Prevention Efficacy? A Randomized Control Trial Among Spanish Young People to Evaluate Their Role.; Health promotion practice;

2018; vol. 19 (no. 2); 277-286

Study details

Trial registration Not reported
number
Alm To examine the effectiveness of peer facilitators and expert facilitators for a HIV prevention program aimed at Spanish young people.
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Country/geographical Valencia region, Spain
location

Setting University

- 18 to 25 years old

Inclusion criteria - Spanish speaker

- No previous experience of STI prevention programs

Exclusion criteria None reported

Method of Not reported
randomisation

Method of allocation Not reported
concealment

Unit of allocation Participant

Unit of analysis Participant

To analyse differences between both groups, Student’s t test was conducted for “HIV information” as well as Cohen’s d to evaluate the
effect size (Cohen, 1992). For safe sex, chi-square analysis was carried out to examine differences and Cramer’s V to evaluate the
Statistical method(s) effect size (Ellis, 2010). To examine the differences for each group at evaluation moments, repeated measures analyses of variance
used to analyse the  were used for “HIV information” and Cochran’s Q test for “safe sex behavior.” Finally, the generalized estimating equation was
data performed to evaluate the role of facilitator in risk variables, as well as the possible influence of age and gender in these results. The
statistical software used for these analyses was SPSS 22.

Outreach activities related to sexual risk prevention and advertisements located in education centres in the Valencia region resulted in
Uptake 250 young people visiting the University meeting room to receive information about the study. 90% of them (n=225) provided informed
consent to participate in the study.

n=225 participants completed the baseline assessment.
Attrition
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n=218 (96.89%) completed the post-intervention assessment (1 week after the intervention).
n=190 (84.44%) completed the 1-month follow-up
n=166 (73.77%) completed the 4-month follow-up

Rates of attrition by group were not reported.

Study limitations The sample was not large enough to generalize these results and most of the participants were women.
(author)

The peer facilitators had not met the participants previously, which may differ from other peer-based interventions which are led by
facilitators who are known to their peers or have close relationships with them.

Study limitations

(reviewer) There was no assessment of facilitators' adherence to the intervention protocol across the two groups.
The study would have benefited from a no-intervention control group.

Source of funding Not reported

Study arms

Peer facilitator IMB (N = 114)

An Information-Motivation-Behavioural Skills (IMB) based intervention delivered by a peer facilitator. Main components were (1) improving information about
HIV prevalence, risk transmission routes and condom use to promote healthy decision making, (2) facilitating positive attitudes toward condom use and self-
efficacy, and (3) promoting behavioural skills to negotiate condom use and put it on appropriately. Structured content and activities, videos, role plays, group
discussions.

Expert facilitator IMB (N = 111)

Same intervention delivered by expert facilitator.
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Characteristics

Study-level characteristics

Study (N = 225)

Age

Range 18 to 25
Mean/SD 20.9 (1.97)
Gender

Male n=58; %=25.8
Female n=167; % =742

Sexually active

Male n=48;% =828
Female n=129;%=77.2
Outcomes
Baseline
Study timepoints 1 (month)
4 (month)

STI Knowledge outcomes
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Peer facilitator IMB
Baseline 1 (month) 4 (month)
N=114 N =97 N = 82
HIV transmission knowledge; Mean/SD

Addition of 13 dichotomous items about different HIV transmission modes 10.05 (1.83) 11.4 (1.46) 11.8 (1.39)

Polarity: Higher values are better

Condom use outcomes

Expert facilitator IMB
Baseline 1 (month) 4 (month)

N=111  N=93 N = 84

10.29 (1.83) 11.3 (1.46) 11.73 (1.17)

Condom use was measured using Likert scale items ranging from 0 (never use condoms) to 3 (always use condoms). This variable was transformed into a
dichotomous measure: 1 for safe sex (using condoms always) or 0 for risky sexual behaviour (using condoms never, rarely or sometimes).

Peer facilitator IMB
Baseline 1 (month) 4 (month)
N=114 N =97 N = 82

Condom use for vaginal sex (Values are n and % reporting Always)
nN=70;%=614 n=77;%=798 n=72;%=87.7

Polarity: Higher values are better

Condom use for anal sex (Values are n and % reporting Always)
Nn=84;%=737 n=89;%=921 n=75;%=91.2

Polarity: Higher values are better

TIDieR Checklist

Study details
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Expert facilitator IMB

Baseline 1 (month) 4 (month)

N=111 N =93 N = 84

nN=79;%=712 n=79;%=847 n=72;%=85.6

n=90;%=811 n=89;%=955 n=82;%=0982
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Rationale/theory/Goal

Study arms

Some studies support the effectiveness of peer facilitators for sexual risk prevention. Shared social status (e.g. gender, age, social
class) may facilitate behaviour change and peers can become healthy models of safe sexual habits. They may also provide a
supportive atmosphere for discussing sexuality issues. Other studies support the effectiveness of expert facilitators, because specific
abilities and technical education may improve credibility and intervention delivery. It is not clear which type of facilitator is most effective
for HIV prevention interventions for young people.

Peer facilitator IMB (N = 114)

Brief name

Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Peer facilitator HIV prevention intervention

Trained peer facilitators led the intervention delivery for this condition. They were small group sessions with 7 young people and one
facilitator. The intervention was based on the IMB skills model. The main components were (1) improving information about HIV
prevalence, risk transmission routes, and condom use to promote healthy decision-making; (2) generating positive attitudes

toward condom use and their own self-efficacy; and (3) promoting behavioural skills to negotiate condom use and to put it on
appropriately. The contents were divided in four sections: HIV transmission routes, beliefs about HIV and condom use, behavioural
intention to prevent HIV, and preventive behaviours. The behavioural intervention techniques were based on participatory learning
such as an attitudinal discussion related to HIV risk and condom use, a short video about HIV-AIDS consequences, and roleplays for
negotiating condom use. The structure of intervention was divided in three phases: (1) an introduction to create confidence and to
explain the intervention, (2) behavioural intervention techniques to cover sexual risk—taking behaviours, and (3) the conclusion.

Trained peer facilitators. They were one of two Psychology students aged between 20 and 21 years old and were selected for having
knowledge of the target social context, communication skills to manage groups, and interest in developing the HIV prevention
program. They received training in the contents, activities and development of the intervention sessions from an expert psychologist in
HIV prevention. Training lasted 15 hours and the same training was delivered to both peer and expert facilitators.

Face to face small group sessions.

University meeting rooms

A single 1 hour session
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Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

None reported

None reported; unlikely

Not reported

Not reported

Expert facilitator IMB (N = 111)

Brief name

Procedures used

Provider

Method of delivery

Setting/location of
intervention

Expert facilitator HIV prevention intervention

Expert facilitators led the intervention delivery for this condition. They were small group sessions with 7 young people and one
facilitator. The intervention was based on the IMB skills model. The main components were (1) improving information about HIV
prevalence, risk transmission routes, and condom use to promote healthy decision-making; (2) generating positive attitudes

toward condom use and their own self-efficacy; and (3) promoting behavioural skills to negotiate condom use and to put it on
appropriately. The contents were divided in four sections: HIV transmission routes, beliefs about HIV and condom use, behavioural
intention to prevent HIV, and preventive behaviours. The behavioural intervention techniques were based on participatory learning
such as an attitudinal discussion related to HIV risk and condom use, a short video about HIV-AIDS consequences, and roleplays for
negotiating condom use. The structure of intervention was divided in three phases: (1) an introduction to create confidence and to
explain the intervention, (2) behavioural intervention techniques to cover sexual risk—taking behaviours, and (3) the conclusion.

Two trained expert facilitators selected for their experience in HIV prevention. They were 40 years old and worked as associate
professors. They had 10 years experience in sexual risk prevention and health promotion. They received training in the contents,
activities and development of the intervention sessions from an expert psychologist in HIV prevention. Training lasted 15 hours and
the same training was delivered to both peer and expert facilitators.

Face to face small group sessions

University meeting rooms
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Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

A single 1 hour session

Not reported

None reported; unlikely

Not reported

Not reported

Risk of Bias Assessment

Section

Risk of bias

Domain 1a: Bias arising from the randomisation process High

Domain 2a: Risk of bias due to deviations from the Some
intended interventions (effect of assignment to intervention) concerns

Domain 2b: Risk of bias due to deviations from the intended Some

interventions (effect of adhering to intervention) concerns

Domain 3. Bias due to missing outcome data ST
concerns

Domain 4. Bias in measurement of the outcome Low

Reason
RCT, limited information on randomisation and allocation concealment; potential
differences between groups at baseline not reported

No information on participant blinding

No information on adherence

Rates of missing data not reported or analysed, attrition by group not analysed but
percentages by group do not appear to differ substantially

Appropriate outcome measurement and procedures the same for both groups
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Section Risk of bias Reason
Domain 5. Bias in selection of the reported result Sare Trial not registered
concerns
No information on participant blinding, baseline differences between
Overall bias and Directness High groups, adherence to intervention regimen or impact of attrition. Trial was not
registered.
Overall Directly Applicable
Directness

Bibliographic
Reference

Study details

Study design

Trial registration
number

Study start date
Study end date
Aim

Miller, Melissa K; Catley, Delwyn; Adams, Amber; Staggs, Vincent S; Dowd, M Denise; Stancil, Stephani; Miller, Elizabeth;
Satterwhite, Catherine L; Bauermeister, Jose; Goggin, Kathy; Brief Motivational Intervention To Improve Adolescent Sexual
Health Service Uptake: A Pilot Randomized Controlled Trial In The Emergency Department.; The Journal of pediatrics; 2021

Randomised controlled trial (RCT)

ClinicalTrials.gov NCT03341975

10-Nov-2017
14-Sep-2019

To examine whether a motivational sexual health intervention (SexHealth) for sexually active adolescents would increase
health service uptake, condom use attitudes and intentions, and sexual and care-seeking behaviours.

Note that outcomes relating to health service uptake were not outcomes of interest for this review so were not extracted.
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Country/geographical Midwestern USA

location
Setting Paediatric emergency department of a children's hospital
Inclusion criteria - English fluency
- Aged 14-19 years
- Any previous lifetime sexual activity
Exclusion criteria - Critical illness or cognitive impairment
- Receiving clinical care from a study author
- Seeking care for acute suicidal ideation or sexual assault / abuse
Method of Participants were stratified based on the present of genitourinary symptoms and allocated to groups using a computer-
randomisation generated randomisation sequence.

Method of allocation Sequentially numbered, opaque sealed envelopes.
concealment

Unit of allocation Participant
Unit of analysis Participant
Statistical method(s) - Sample size calculations were based on data from medical record review and a previous open trial. A simulation study
used to analyse the using estimates from these data indicated a sample size of 76 adolescents provided 89% power to detect a difference in
data health service completion of 35 percentage points between arms (i.e., 15% vs 50%).

- Preliminary efficacy was assessed using an intention-to-treat analysis.

- Between-arm differences in rates of sexual behaviours assessed at 6 months were compared using Fisher exact tests.
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Attrition

Study limitations
(author)

Study limitations
(reviewer)

- For attitudes, each participant’s change from baseline to postintervention and change from baseline to 6-month follow-
up were computed. Differences in average change score between arms were tested using nonparametric permutation
tests.

- R software (R Foundation for Statistical Computing) was used for analyses

303 people were assessed for eligibility; n = 109 did not meet inclusion criteria and n = 89 declined eligibility screening. A
further n = 14 declined enrolment in the trial, leaving 91 participants randomised.

In the intervention group (n = 44), n = 23 (53%) completed the 2 month follow up, n = 22 (50%) completed the 4 month
follow up, and n = 19 (43%) completed the 6 month follow up.

In the control group (n =47), n = 20 (43%) completed the 2 month follow up, n = 18 (38%) completed the 4 months follow
up, and n = 18 (38%) completed the 6 month follow up.

Participants lost to follow up were more likely to have private insurance (65% vs 35%, P = .03), to be male (54% vs 35%,
P = .16), to be Hispanic (56% vs 37%, P = .19), and to report non-Black race (57% vs 33%, P = 04).

Intervention and control participants were generally similar across baseline characteristics. A greater percentage of
control arm participants reported using a condom during their last sexual encounter (47% vs 32%) but this difference was
not statistically significant (p = 0.22).

- This was a pilot study conducted at a single site. Findings may not be generalisable to all EDs or to adolescents who
differ from than those enrolled in this study.

- Some outcomes of interest were documented by the educator and potentially subject to bias, although some of these
data were validated with electronic medical record review.

- Participant behaviours were self-reported, although computerised assessments were used to reduce bias.

- Many participants were lost to follow-up, limiting the ability to evaluate for longer-term behavioural and attitudinal
changes.

None to add
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Source of funding Supported in part by the Eunice Kennedy Shriver National Institute of Child Health and Human Development/ National
Institutes of Health (NIH) Career Development Awards (K23HD083405 [to M.M.]), NIH Clinical and Translational Science
Award (UL1TR002366 [to the University of Kansas]), and Eunice Kennedy Shriver National Institute of Child Health and
Human Development/NIH Training Award (T32 HD069038 [to S.S.]).

Study arms

Intervention (N = 44)

The SexHealth Intervention, a brief motivational interviewing intervention delivered by health educators in paediatric emergency departments.

Control (N = 47)

Printed materials which included a brochure on safer sex practices and a list of local resources for sexual and mental health care.

Characteristics

Study-level characteristics

Characteristic Study (N =91)
Age Range 14 to 19
Age Mean (SD) 16.9 (1)

Arm-level characteristics

Characteristic Intervention (N = 44) Control (N = 47)
Gender (Female) n=31;%=70
N=34;%=72
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Characteristic Intervention (N = 44) Control (N = 47)
Race / Ethnicity

Black n=28;% =63
n=30; % =064
White n=10; % =23
n=10; % =21
Other / unknown nN=6;%=14
n=7;%=15
Hispanic nN=7;%=16
n=11;% =23
Outcomes
Study timepoints
o Baseline
e 6 month
Condom use outcomes
Outcome Intervention, Baseline, N Intervention, 6 month, N Control, Baseline, N Control, 6 month, N
=44 =19 =47 =18
Condom attitudes (3 items; 6 point Likert 1.85 (1.08) 1.81 (1.44) 2.08 (1.26) 2.13 (1.38)
scale)
Mean (SD)
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Outcome Intervention, Baseline, N Intervention, 6 month, N Control, Baseline, N Control, 6 month, N
=44 =19 =47 =18

Condom use intention (1 item; 4 point likert 3.41 (0.87) 2.74 (1.28) 3.24 (0.85) 3.28 (0.96)

scale)

In next 3 months

Mean (SD)

Confidence in condom use (1 item; 5 point 4.3 (empty data) 4.16 (1.46) 4(1.1) 4.11 (1.23)
Likert scale)

Mean (SD)

Condom attitudes - Polarity - Higher values are better
Condom use intention - Polarity - Higher values are better

Confidence in condom use - Polarity - Higher values are better

Condom use outcomes

Outcome Intervention, Baseline, N = 44 Intervention, 6 month, N = 10 Control, Baseline, N = 47 Control, 6 month, N = 14
Condom use at last sex n=14; % = 32 n=4;%=40 n=22;%=47 n=8; % =57
Sample size

Condom use at last sex - Polarity - Higher values are better

Separate table as denominators differ
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TIDier Checklist

Study details

Adolescents’ limited access to preventive care is associated with increased risk for sexually transmitted infections (STls)

Rationale/theory/Goal 5nq H)V infection. Adolescents make 19 million ED visits annually, with those who seek ED care evidencing elevated

Materials used

Procedures used

Setting/location of
intervention

Other details

Study arms

Intervention (N = 44)

rates of STls (up to 6-7 times greater) compared with the general population of adolescents. Studies have demonstrated
the feasibility and acceptability of single session, ED-based interventions for adolescents targeting STI/HIV testing and
contraception use, and while RCT evidence has shown these ED-based interventions hold promise for increasing testing,
without the accompanying provision of behavioural counselling to increase preventive behaviours, their use is unlikely to
reduce STIs/HIV. The study builds on this research by coupling brief behavioural counselling with provision of health
services, personalised for the diverse range of sexual health behaviours reported by adolescents (p. 1-2).

Participants were recruited from the ED department of a Midwestern children's hospital across a wide range of hours
(10am to 11pm). Trained research team members identified potential participants and asked the treating clinician about
suitability for recruitment. Adolescents were screened and consented participants were then randomised and completed
a pre-intervention assessment. Participants then received their assigned treatment, followed by a post-intervention
assessment. All assessments were completed using a computerised survey in a private room. Where required, electronic
medical records were accessed to verify key information. Participants also completed follow-up assessments at 2, 4 and
6 months via telephone or web link (p. 2).

Emergency Department of a children's hospital

Participants received $35 for completing the baseline assessment, and $10, $10 and $25 for completing the 2, 4 and 6
month follow-up assessments, respectively (p. 2).

The SexHealth Intervention, a brief motivational interviewing intervention delivered by health educators in paediatric emergency departments.
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Brief name

The SexHealth intervention (p. 1)

Rationale/theory/Goal The Theory of Planned Behaviour informed intervention content and the Social Ecological Model informed the delivery

Materials used

Procedures used

Provider

Method of delivery

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

approach. Motivational Interviewing principles guided the counselling (p. 3).

The intervention included tablet-based components including short, publicly available educational video clips and a
computerised sexual health screening that fed directly into a clinical decision support system to generate tailored service
recommendations and a condom skills training video. Participants in the intervention arm also received the same health
brochure and list of resources as controls (p. 3)

Health educators delivered the intervention using a tablet, intermittently sharing the screen with the participant. Educators
first worked to build rapport and used open ended questions to engage the adolescent in discussion of their sexual
behaviours, then aimed to facilitate enhancement of motivation for safer behaviours. Participants could choose from a
menu of topics such as number of partners, taking a break from sex, condom use, safer sex. All participants received
condom skills training and patient-centred tailored risk reduction counselling (p. 3).

Two female health educators delivered study treatments; both were Master of Public Health students with training in
health behaviour change. Educators received an intervention manual developed for the project that included a detailed
description of the intervention, screen shots, and sample scripts. They received 30 hours of training, including an 8-hour
workshop to develop and practice techniques central to Motivational Interviewing as well as role-playing and direct
observation. Educators demonstrated proficiency in practice sessions prior to intervening with participants (p. 3).

Face to face 1-to-1 sessions (p. 3)
Brief single session. The mean intervention duration was 24.6 minutes (p. 4)

Participants completed a computerised sexual health screen that fed directly into a clinical decision support system to
generate tailored service recommendations such as STI testing, treatment, emergency contraception, pregnancy testing,
or referral to adolescent clinic (p. 4-5).

None reported

All sessions were audio recorded, 30% of recordings were monitored to ensure fidelity and a member of the Motivational
Interviewing Network of Trainers regularly reviewed recordings with educators to provide feedback and address
questions (p. 3).

Educators maintained high fidelity to content (delivered all core content in >94% of sessions) and MI principles (mean
score on overall summary item was 6.3 (SD = 0.7); scored from 1 [poor] to 7 [excellent] (p. 4).
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Control (N = 47)

Printed materials which included a brochure on safer sex practices and a list of local resources for sexual and mental health care.

Control participants were offered a commercially available printed brochure describing safer sex behaviours and a printed

Materials used list of local resources for sexual and mental health care (p. 2).

Procedures used Control participants were offered printed information (see 'materials' above) then were referred back to their ED clinician (p.
2).

Provider Health educators (p. 2)

Method of delivery Face to face (p. 2)

Setting/location of Emergency Department of a children's hospital (p. 2)
intervention

Intensity/duration  N/A
of the intervention

Tailoring/adaptation None reported

Unforeseen None reported
modifications

Planned treatment Not reported
fidelity

Actual treatment Not reported
fidelity

Risk of Bias Assessment

Section Risk of bias Reason
_ _ o o Appropriate randomisation procedures. Greater number of control
Domain 1a: Bias arising from the randomisation process Low participants reported using a condom at last sex (47%) compared to
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Section Risk of bias Reason

intervention participants (32%) but this difference did not reach statistical
significance

Unclear whether participants were blinded but deviations from intended

Domain 2a: Risk of bias due to deviations from the intended ) ' '
Low intervention unlikely. ITT used.

interventions (effect of assignment to intervention)

Failures in intervention implementation unlikely and single session 1-to-1

Domain 2b: Risk of bias due to deviations from the intended > > i ;
Low format likely ensured participants' adherence to intervention

interventions (effect of adhering to intervention)

High attrition (only 40.6% completion at 6 months) but no differential

Domain 3. Bias due to missing outcome data Some concerns attrition by group
Appropriate measures used and assessments were self-administered using
Domain 4. Bias in measurement of the outcome Low computerised survey
Domain 5. Bias in selection of the reported result e Trial registered and analyses completed in line with prespecified plan
_ _ High attrition (only 40.6% completion at 6 months) but no differential
Overall bias and Directness Some concerns attrition by group. Small final sample size (n = 37)

Overall Directness P artially applicable (US study delivered in paediatric ED setting)

Bibliographic Morrison-Beedy, Dianne; Jones, Sheryl H; Xia, Yinglin; Tu, Xin; Crean, Hugh F; Carey, Michael P; Reducing sexual risk behavior in
Reference adolescent girls: results from a randomized controlled trial.; The Journal of adolescent health : official publication of the Society for
Adolescent Medicine; 2013; vol. 52 (no. 3); 314-21

Study details

Trial registration The trial was registered at ClinicalTrials.gov (NCT 00161343).
number
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Aim

Country/geographical
location

Setting

Inclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

To evaluate the efficacy of a sexual risk reduction intervention, supplemented with post-intervention booster sessions, targeting low-
income, urban, sexually active teenage girls.

New York, US

Community settings including youth development centres, adolescent health services and school-based health centres.

- Female age 15 to 19 years

- Able to participate in an English-speaking intervention

- Unmarried

- Not pregnant or had not given birth in the past 3-months
- Sexually active within the past 3-months

Block randomisation

Condition assignment was known only to the project director until each group was filled and facilitators assigned

Participant

Participant

We followed intent-to-treat principle and included all girls randomized to groups in the analyses. Analyses controlled for age, ethnicity,
race, and poverty as well as baseline status of the dependent measure. To test the study hypotheses, we used regression analyses.
Zero-inflated Poisson (ZIP) regression analyses were used for count data (frequency of sexual behaviour) with substantial numbers of
zeroes. For ZIP models, two regression equations were estimated simultaneously: (a) a logistic regression model to predict whether
specific types of sexual behaviour occurred (e.g., reported protected vaginal sex), and (b) a Poisson regression model to predict the
values of episodes of that sexual activity. Prior to assessing the primary hypotheses, cases with missing data were evaluated to assess
potential biases on the outcomes. The ZIP model was evaluated with 3, 6, and 12 month post-intervention data for each outcome,
controlling for the baseline value of the variable and six covariates: age, white race, multi-racial, other ethnicity, Hispanic, free lunch,
and treatment condition. We modelled each follow-up visit separately.
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Of 1178 potential participants screened, 765 (43%) did not meet eligibility criteria. Among eligible participants (n=1013), 73% (n=738)
Uptake consented to participate. Most who declined cited lack of time due to work or school.

639 participants were randomised to the intervention (n = 329) or control groups (n = 310). 537 (84.0%) completed the 3-month follow
up; 539 (84.4%) completed the 6 month follow up; and 484 (75.7%) completed the 12 month follow up (intervention n = 249; control n =

Attrition 235). Group assignment was not associated with attrition. The only baseline characteristic associated with attrition was age: older
participants were more likely to be lost to follow up than younger participants.

Study limitations included sampling from a single city, limiting generalizability to other population subgroups with different demographic
Study limitations characteristics, and the use of self-report data, which are vulnerable to cognitive and social biases. Sampling bias was also an issue as
(author) the sample was comprised only of individuals who, meeting the criteria, voluntarily agreed to participate.

Source of funding National Institute of Nursing Research (R01 NR008194).

Study arms

Intervention (N = 329)

A sexual risk reduction intervention guided by the Information-Motivation-Behavioural skills model, supplemented with post-intervention booster sessions,
targeting low-income, urban, sexually active teenage girls.

Control (N = 310)

Attention-matched control groups with health promotion content.

Characteristics

Arm-level characteristics

Intervention (N = 329) Control (N = 310)

Age; Mean/SD 16.41 (1.24) 16.43 (1.24)
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Gender; Female
Ethnicity

Hispanic

Not Hispanic

Race

Black / African-American
White/Caucasian

Mixed/multiracial

Other
Outcomes
Baseline
. n 3 (month)
Study timepoints 6 (month)
12 (month)

Condom based outcomes

Intervention (N = 329)

n=329; % =100

n=57;%=17

n=272;%=83

n=243;%=74
n=19;%=6
n=43;% =13

n=27;%=7
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Control (N = 310)

n=310; % =100

n=44;%=14

n=266; % =86

n=220;%=71
n=29;%=9
n=28;%=9

n=33;%=11

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Intervention Control

Baseline 3 (month) 6 (month) 12 (month) Baseline 3 (month) 6 (month) 12 (month)

N =324 N =278 N =284 N =249 N = 309 N =259 N =262 N =235
Unprotected vaginal sex
Any episodes (% yes) n=216;%=667 n=162;%=583 n=154;%=542 n=170;%=683 n=211;%=683 n=162;%=625 n=176;%=672 n=171;%=72.8
Polarity: Lower values are better
Unprotected vaginal sex
Number of episodes; Mean/SD 6.68 (9.95) 4.47 (7.03) 5.13 (8.26) 7.03 (11.13) 6.37 (9.31) 5.17 (7.49) 6.1 (8.83) 8.09 (11.04)

Polarity: Lower values are better

STl incidence outcomes were also reported for this trial but it was unclear what the denominator was for the STl infection rates so the data could
not be extracted.

TIDier Checklist

Study details

All participants completed an audio computer-assisted self-interview (ACASI), reporting on demographics, health behaviours and sexual
behaviours. Following completion of the intervention period, at 3, 6 and 12 months participants returned to complete ACASI.

Both intervention and control group sessions were implemented in small groups of 6 to 8 girls. Facilitators began each program with a

Procedures used description of how the sessions would function, overall goals and a request for confidentiality within the group. Both groups employed a
variety of learning modalities, including verbal, visual, experiential and repeated exposure to important information. Course content was
presented in concrete, explicit terms and included colloquial jargon, language, and mannerisms familiar to the adolescent girls in this
study. Participants in both groups received a payment for attendance as well as refreshments; girls received $15 per session and $10 at
data collection (this information was taken from Morrison-Beedy 2013b).

Study arms
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Intervention (N = 329)

Brief name

Rationale/theory/Goal

Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Sexual risk reduction intervention

Teenage girls, particularly in low-income urban settings, often become sexually active at early ages and are at elevated risk for HIV
and STIs. Teen interventions based on the Information Motivation Behavioural skills model (IMB) can reduce risk but interventions to
facilitate long term maintenance of behaviour change are needed. Including 'booster sessions' to address behavioural patterns that
may occur over time as they age may be efficacious.

The intervention was guided by the Information Motivation Behavioural Skills (IMB) Model and provided HIV information, increased
readiness to reduce risk behaviours (motivation), and instructed, modelled, and allowed girls to practice interpersonal and self-
management skills facilitating SRR and condom use. The intervention addressed concerns such as how to persuade a partner to use
a condom, how to obtain condoms and how fertility could be jeopardised by risky sexual behaviour. There were also communication
skills components. The structure and content of the intervention included developmentally appropriate strategies such as games,
interactive group activities, and skits. Initial sessions involved practicing basic skills. As sessions progressed, scenarios became more
challenging and drew upon participants’ experiences. Booster sessions at 3 and 6 months post-intervention provided additional
reinforcement of intervention components, including reviewing health behaviours and goal setting.

Session facilitators were randomly selected pairings of fifteen women diverse in age, race, ethnicity, discipline, and experience, trained
to facilitate the manualised intervention.

Face to face small group sessions

The intervention was delivered in the recruitment sites which included urban reproductive and general health care clinics and youth
development programs

Four, 120 minute sessions delivered weekly for 4 weeks, followed by two 90 minute booster sessions at 3 and 6 months post-
intervention.

The authors state the intervention was tailored to adolescent girls. No adaptations reported

None reported; unlikely

Sessions were audiotaped and rated with respect to manual adherence and motivational approach. A review of every session for the
first month of study was conducted; then a random selection of 25% from both groups were reviewed to determine intervention fidelity.
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Actual treatment
fidelity

Control (N = 310)

Brief name

Procedures used

Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

From Morrison-Beedy (2013b): Fidelity of this intervention was facilitated by: 1) extensive training of facilitators; 2) random observation
of groups by the intervention leaders; 3) random review and ratings of audiotapes from group sessions (all sessions were audio-
taped); 4) weekly meetings between facilitators and team leaders; 5) monthly team meetings; 6) self-evaluation forms completed

by facilitators directly after every session relating to the meetings’ session goals and amount of participation by each of the girls; 7)
group guidelines of confidentiality to prevent cross-contamination between the groups, and 8) guidelines pertaining to appropriate
responses if girls enrolled in the control intervention ask about HIV-related topics. Feedback from ratings was provided to facilitators
throughout the program to enhance the delivery of intervention content.

Independent raters scored group facilitators at 97% fidelity to content and process.

Health promotion control group

The structurally equivalent health promotion condition had the same number of sessions and was led by the same facilitators to
reduce the chance that intervention effects could be attributed to factors such as total contact time, group interaction or support, or
facilitator attention. This control group consisted of general health promotion topics such as nutrition, breast health and anger
management. As with the intervention group, IMB constructs were used as determinants of general health

behaviours so the group sessions provided information, motivational strategies to change specific behaviors, and assertive
communication and negotiation skills exercises.

From Morrison-Beedy (2013b): The control group booster sessions had a structure identical to the intervention booster sessions but
emphasised the health promotion issues presented in the control sessions and reinforced the social norms developed during control
group sessions.

Session facilitators were randomly selected pairings of fifteen women diverse in age, race, ethnicity, discipline, and experience, trained
to facilitate the manualised control group procedures.

Face to face small group sessions

The sessions were delivered in the recruitment sites which included urban reproductive and general health care clinics and youth
development programs

Four, 120 minute sessions delivered weekly for 4 weeks, followed by two 90 minute booster sessions at 3 and 6 months post-
intervention.

201

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



D.4

DRAFT FOR CONSULTATION

Planned treatment Intervention procedures for ensuring fidelity were also applied to the control group

fidelity

Risk of Bias Assessment

Section Risk of bias
Domain 1a: Bias arising from the randomisation process Low

Domain 2a: Risk of bias due to deviations from the intended

. . . . . Some concerns
interventions (effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended

interventions (effect of adhering to intervention) SIS RS

Domain 3. Bias due to missing outcome data Some concerns
Domain 4. Bias in measurement of the outcome Low
Domain 5. Bias in selection of the reported result Low
Overall bias and Directness Some concerns

Overall Directness

Effectiveness Evidence for Trans People

202

Reason

Appropriate randomisation procedures and no baseline differences
between groups

No information on participant blinding but deviations from intended
intervention unlikely

No information on session adherence

76% completed 12 month follow-up; no analyses of completers vs. those
lost to follow up

Appropriate outcome measurement using ACASI

Trial registered and analyses completed in line with protocol, although
analysis plan also indicates HIV knowledge outcomes would be assessed
but not reported in this study

No information on participant blinding, intervention adherence. 24% lost to
follow-up and no attrition analyses.

Partially applicable (US study)
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Bibliographic Garofalo, Robert; Kuhns, Lisa M; Reisner, Sari L; Biello, Katie; Mimiaga, Matthew J; Efficacy of an Empowerment-Based, Group-Delivered
Reference HIV Prevention Intervention for Young Transgender Women: The Project LifeSkills Randomized Clinical Trial.; JAMA pediatrics; 2018; vol.
172 (no. 10); 916-923

Study details

Study design

Trial registration
number

Study start date
Study end date
Aim

Country/geographical
location

Setting

Inclusion criteria

Randomised controlled trial (RCT)

NCTO01575938

26-Mar-2012

15-Aug-2016

To assess the effectiveness of a culturally specific, empowerment-based, behavioural intervention to reduce the risk of HIV acquisition
and transmission in sexually active young transgender women

Boston, Massachusetts, and Chicago, lllinois, USA

Delivery setting is not reported. Recruitment was via outreach and other community venues

- 16 - 29 years of age

- Assigned male sex at birth and now self-identify as female, transgender women, or on the transfeminine spectrum

- English-speaking

- No plans to move from the local area during the 12-month study period

- Self-reported sexual risk in the preceding 4 months
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Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

- Written informed consent was obtained for each participant with parental consent waived for minors (aged 16-17 years).
None reported

e Initially participants were allocated to 3 conditions. The 3rd condition (not reported here) was an attention control focusing on
diet and nutrition. However this was abandoned due to poor feasibility of accrual to the control group, on the advice of the Data,
Safety,and Monitoring Board and the findings were not included in the analyses.

e Initially randomisation was by cohort in blocks of 5 (2:2:1) to each of the 3 conditions

e After 6 cohorts this was revised to assignment of cohorts to 2 modalities (Lifeskills versus standard care or Lifeskills versus
attention control,) on a 1:1 basis.

e Within each of the 2 modalities there was a nested individual assignment to one of the two possible conditions

¢ Randomisation at both cohort and individual level was computer generated in blocks of 2(1:1) or 3(2:1)

Randomisation scheme was concealed from both participants and researchers until it was revealed at the
randomisation visits after each complete cohort had been assembled.

Individual in cohorts

Individual

Power analysis aimed to detect a 40% (or greater) change in the rate of condomless sex acts (anal or vaginal) between groups. Based
on these data, with a power of 80% and a = .05, a target of 107 completers was set per group. There was low feasibility for
randomisation to the attention control arm and low statistical power, so that group was not included in the final analyses; a modified
intent-to-treat approach was therefore used.

To ascertain difference in the rate of change for the outcomes variables, a mixed-effects model was used with a participant-level
random intercept to allow the baseline outcome measure (e.g. condomless sex acts) to vary across participants and account for within-
participant correlation. Intraclass correlation for condomless sex acts was 0.49, suggesting that, for each individual, the outcome
measures were moderately correlated across time points. A Poisson distribution and log link were specified, for outcome measures
which were count variables. This allowed improved modelling of count variables in which the variance increases with the mean, values
are discrete, and values have a lower bound of 0. The models contained terms for intervention group assignment, time, and their
interaction; with a significant effect for the interaction indicating differences in the change of the outcomes from baseline to follow-up for
the intervention groups. For outcomes that did not have a significant effect for the interaction, the interaction term was removed and
assessed whether there were overall changes across study follow-up that could not be accounted for by the intervention (ie, a
significant effect for time).
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For each outcome, means (SEs) produced for each time point. Complete-case analyses were conducted; therefore, no data were
imputed. Missing data for the primary outcome at each time point ranged from 12.1% to 13.7%. Analyses were conducted with SAS,
version 9.4 (SAS Institute Inc) and Stata, version 15 (StataCorp). Two-sided P < .05 denoted statistical significance.

N=487 individuals assessed for eligibility. N=65 were excluded due to not meeting inclusion criteria. N=122 dropped out before
Uptake enrolment.

e In the Lifeskills group 115 of the 116 randomised received the intervention. All 74 of those randomised to standard care
received the intervention

e At 4 months 99.1% (N=115) of the Lifeskills group and 79.7% (n = 66) of the standard care group were followed up
¢ At 8 months 86.2% (n = 66) of the Lifeskills group and 90.5% (n=67) of the standard care group were followed up
Attrition e At 12 months 87.1% (n=101) of the Lifeskills group and 85.1% (n=63) of the standard care group were followed up
e Intention to treat analysis
Percentages calculated by reviewer.
e Conducted in only 2 geographic locations n the USA which may limit generalisability
e Content was specific to the process of medical gender transition and may not resonate with young women who either have
completed transition process or do not intend to initiate the process.
o Study was powered on the basis of behavioural outcomes rather than HIV infection incidence, which would be a stronger
indicator of effect but would have required several thousand participants
Study limitations e The intervention curriculum was written before the advent of PrEP, a biomedical prevention strategy that should be integrated
(author) into behavioural interventions like lifeskills
e ltis reported that deviation from the original randomisation plan resulted in an imbalance between groups but that there were no
statistically meaningful imbalances between conditions
Study limitations None to add
(reviewer)

Supported by award RO1MH094323 from the National Institute of Mental Health of the National Institutes of Health
and in part by the Northwestern University Clinical and Translational Science Institute and grant UL1TR000150 (Clinical

Source of funding and Translational Sciences Award, a registered trademark of the US Department of Health and Human Services) from the National
Center for Advancing Translational Sciences .

Study arms
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Project Lifeskills (N = 116)

Empowerment based HIV prevention intervention for young transgender women

Standard care (N = 74)

Standard care - HIV/sexually transmitted infections testing and counselling

Characteristics

Arm-level characteristics

Age; Mean/sD

Ethnicity

Primary race/ethnicity
White

Black /African American
Hispanic or Latina
Other

Sexual identity
Gay/homosexual
Lesbian

Bisexual

Project Lifeskills (N = 116)

23.6 (3.5)

n=30;%=259
n=53;%=45.7
n=14;% =121

n=19;%=16.4

n=31;%=26.7
n=6;%=52

n=25;%=216
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Standard care (N = 74)

23 (3.4)

n=17;% =23
n=30; % =40.5
n=11;%=14.9

n=16;% =216

n=18;% =243
n=4;%=54

n=13;%=17.6
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Sample Size
Straight/heterosexual

Other

HIV infected at baseline

STI diagnosis at baseline

Outcomes

Baseline

Study timepoints

Condom use outcomes

Condomless sex acts
Standardised Mean/SE

Polarity: Lower values are better

4 (month) follow up
8 (month) Follow up
12 (month) follow up

Project Lifeskills (N = 116)

n=42; % =36.2
n=12;%=10.3
n=23;%=19.8

n=3;%=27

Project Lifeskills

4 (month) 8 (month) 12 (month)

N =116 N =116 N =116
1.22 (0.22) 0.66 (0.12) 0.71(0.13)
207

Standard care (N = 74)

n=31;%=41.9
n=8;%=10.8
n=17;% =23

n=1;%=1.4

Standard care

4 (month) 8 (month)

N=74 N=74

2.1 (0.47) 1.09 (0.25)

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)

12 (month)

N=74

1.4 (0.32)



DRAFT FOR CONSULTATION

TIDier Checklist

Study arms

Project Lifeskills (N = 116)

Empowerment based HIV prevention intervention for young transgender women

Brief name

Rationale/theory/Goal

Materials used

Procedures used

Project Lifeskills - Empowerment based HIV prevention intervention for young transgender women.

The prevalence of HIV is very high among transgender women in the USA, including among young transgender women. Condomless
anal sex is the primary risk for acquisition and transmission of HIV though it may also be acquired or transmitted through condomless
vaginal sex. Few interventions have focussed on reducing risk in transgender women and authors report those that have as being of
low quality. This study aimed to address the safe sex challenges specific to young transgender women.

The primary aim of the intervention was to test the effectiveness of the LifeSkills intervention in reducing the risk of HIV acquisition and
transmission among young transgender women in a randomised trial.

(Page 917)
None reported

Participants were recruited (until 300 were enrolled) via various approaches, including outreach to community-based organisations
and other venues.

Participants attended a baseline study visit that included a standardised quantitative assessment via computer-assisted self-
interviewing and preventive screening for HIV infection and urogenital gonorrhoea and chlamydia infections. together with pre and
post-test counselling.

Intervention participants underwent the LifeSkills Project which was developed through a community participatory approach to address
the life circumstances of transgender women. It takes a empowerment based approach. and covers issues such as finding
employment, safe housing,and accessing medical care. Topics were delivered through a curriculum of 6 modular or stand-

alone sessions and included:

e basic HIV-related information (e.g. transmission modes and related risks),
e developing the motivation to protect oneself
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Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation
Unforeseen

modifications

Planned treatment
fidelity

Actual treatment
fidelity

e behavioural skills (e.g. condom use and sexual parther communication and negotiation)

Further assessments were conducted at follow up visits at 4-, 8-, and 12-months, with additional HIV/sexually transmitted infection

screening at the 4- and 12-month visits.

(Pages 917-918 and page 921)

Peer educators

(Page 921)
Small group sessions

(Page 918)

Not reported

2 hour sessions delivered twice weekly over 3 consecutive weeks

(Page 918)

None reported

None reported

Fidelity of intervention delivery was supported using approaches recommended by the Treatment Fidelity Workgroup of the National
Institutes of Health Behavior Change Consortium. 19 Fidelity ratings were used for each session and included 18 items reflecting

content delivery, process, and professionalism.

(Page 918)

Attendance at intervention sessions was 80.3% (559 of 696 sessions attended) across cities and intervention cohorts. In
Chicago, the attendance was 83.9% (282 of 336 sessions attended) and in Boston was 76.9% (277 of 360).
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The LifeSkills intervention was delivered to approximately 3 to 4 individuals per cohort in each city (mean [SD], 3.5 [1.0] in
Chicago and 3.5 [1.3] in Boston).

Mean (SD) intervention fidelity was 34.1 (2.1) of 36 fidelity items (94.8%) across sites and cohorts.

(Page 920)

Participants were offered incentives. These were $25 for the initial visit and $50 per visit thereafter. For group participation
they were offered $10 per session, with an additional $10 per week for perfect attendance.
Other details

(Page 918)

Standard Care (N = 74)

Standard care - HIV/sexually transmitted infections testing and counselling

Sl e Standard care

Rationale/theory/Goal Not applicable

Materials used None reported

Participants were recruited (until 300 were enrolled) via various approaches, including outreach to community-based organisations
and other venues.

Participants attended a baseline study visit that included a standardised quantitative assessment via computer-assisted self-
interviewing and preventive screening for HIV infection and urogenital gonorrhoea and chlamydia infections. together with pre and
post-test counselling.

Procedures used
Standard care participants received standard care - HIV/sexually transmitted infections testing and counselling.

Further assessments were conducted at follow up visits at 4-, 8-, and 12-months, with additional HIV/sexually transmitted infection
screening at the 4- and 12-month visits.
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Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Other details

(Page 917-918)

Not reported

Not reported

Mot reported

Not reported

Not reported

Not reported

Not reported

Not reported

None to add

Risk of Bias Assessment

Section

Domain 1a: Bias arising from the randomisation

process

Risk of bias Reason

Some
concerns

There was a change in randomisation approach after the first 6 cohorts were
randomised
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Section

Domain 2a: Risk of bias due to deviations from the
intended interventions (effect of assignment to
intervention)

Domain 2b: Risk of bias due to deviations from the
intended interventions (effect of adhering to
intervention)

Domain 3. Bias due to missing outcome data

Domain 4. Bias in measurement of the outcome

Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of bias Reason

Some
concerns

Some
concerns

Low

Low

Some
concerns

Some
concerns

Overall
Directness

One arm of the trial stopped and not analysed due to difficulty in accruing to that arm.
Changes to the randomisation procedure caused some (non-significant) differences
between the groups

Due to original third arm of the trial being abandoned

Missing data for the primary outcome at each time point ranged from 12.1% to 13.7%.

Appropriate outcome measurement using CASI

Trial not registered

Due to the change in the randomisation process part way through and abandoning the
3rd attention control arm of the trial

Partially Applicable (US study)

Bibliographic Sevelius, J.M.; Neilands, T.B.; Dilworth, S.; Castro, D.; Johnson, M.O.; Sheroes: Feasibility and Acceptability of a Community-Driven,
Reference Group-Level HIV Intervention Program for Transgender Women; AIDS and behavior; 2019

Study details

Study design Randomised controlled trial (RCT)
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Trial registration
number

Aim

Country/geographical
location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis
Statistical method(s)

used to analyse the
data

Not reported

To carry out a pilot randomised controlled trial (RCT) to determine the feasibility and acceptability of the Sheroes intervention and to
examine preliminary data on the effectiveness of Sheroes on reducing sexual risk behaviour and increasing social support.

San Francisco, USA

Delivery setting not reported. Participants were recruited from community-based venues such as transgender-serving community-based
organisations, clinics, and social venues.

Self-identified transgender women

At least 18 years of age

Reported condomless sex in the past 3 months
Provided informed consent

None reported

e Once enrolled participants were stratified by HIV status and randomised by computer to either intervention or control
conditions.
e Randomisation was stratified by HIV status via SAS 9.4 using block randomisation with block sizes of two.

Participants were not blinded to their allocation. It is not reported if the researchers were blinded.

Individual

Individual

e Assessments consisted of computer-assisted self-administered quantitative surveys using RedCAP and were completed at
baseline and 3 and 6 months post randomisation.

o Descriptive statistics were calculated using SAS v9.4.

e Analyses used an intent-to-treat approach and were performed using generalised linear mixed models (GLLMs) in Stata v15.1
stratified by HIV serostatus, containing fixed effects for group (control, intervention), time (baseline, 3 month follow up, 6 month
follow up), and their interaction.
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Uptake

Attrition

Study limitations
(author)

Study limitations
(reviewer)

Counts of numbers of sex partners outcomes were modelled using a negative binomial distribution and log-link

Mean level of continuous social support was modelled using a normal distribution and identity link.

Count outcome models estimated the mean numbers of sex partners as a function of the fixed effects model plus random
intercepts via maximum likelihood whereas the continuous social support mean level was estimated as a function of the fixed
effects using restricted maximum likelihood (REML) with an unstructured covariance matrix of the residuals andKenward-Roger
denominator degrees of freedom.

Pre-specified simple main effects compared outcomes on time points within each group.

All effects were evaluated at alpha = .05.

Cases with partial outcome data were included in the analysis with incomplete data assuming to arise from either a missing-
completely-at-random(MCAR) or a missing-at-random (MAR) missingness mechanism via the maximum likelihood
estimation approach used in the mixed models analyses.

Not reported

17.9% (n= 7/ 30) of those randomised to the intervention did not receive the intervention. 82% (n=32/39) attended at least one
session.

12% (n=16/38) of those randomised to the control condition did not receive the intervention. 57.9% attended at least one
session.

61.5% (n= 24/39) of those randomised to the intervention group were included in the analyses

60.5% (n=23/38) of those randomised to the control condition were included in the analyses

Intention to treat analyses were carried out

Percentages calculated by reviewer

Study was carried out in an urban area of San Francisco USA and may not be generalisable to other countries/ geographical
areas

Primary outcomes were self reported and may be subject to bias

Negotiated safety was not measured and so the risk level of reported condomless sex cannot be determined

The study was conducted at around the same time as PrEP was being introduced and so this was not included in the Sheroes
curriculum, but should be in future studies in terms of content and outcomes

This was a small pilot study and it was noted that it was not powered to test the efficacy of the intervention.
It is noted that the outcome of interest for this data extraction (mean number of condomles sex partners) is reported for HIV
negative participants only.
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Source of funding Not reported

Study arms

Sheroes (N = 39)

Reducing risk of HIV through gender affirmation by empowering transgender women and building social support.
Time attention control (N = 38)

Movie nights

Characteristics

Arm-level characteristics

Sheroes (N = 39) Time attention control (N = 38)
Age; Standardised Mean/SD 40.1 (10.9) 37.8 (10.2)
Race/Ethnicity
African American/Black n=18;%=46.2 n=20;%=52.6
White n=7;%=18 n=9;%=237
Latina n=4;%=103 n=4;%=105
Other n=10;%=26.6 n=5;%=132
Gender identity
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Female
Transgender female
Other

HIV positive

Years living with HIV; Mean/sD

Outcomes

Baseline
3 (month) follow up
6 (month) follow up

Study timepoints

Condom use outcomes

Baseline
N =39
Condomless sex partners
Standardised Mean/SE 4.6 (1.55)

Polarity: Lower values are better

Study arms

Sheroes (N = 39)
n=21;%=53.9
n=17;% =436
n=1;%=26
n=18;%=46.2

14.3 (8.3)

Sheroes
3 (month)

N =39

1.91 (0.86)
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6 (month)

N =39

1.15 (0.56)

Time attention control (N = 38)

n=15;% =239.5

n=19; % =50

n=4;%=105

n=17; % =44.7

12.4 (8.5)

Baseline

N =38

3.39 (1.16)

Time attention control

3 (month) 6 (month)
N =38 N =38
1.62 (0.76) 1.57 (0.82)
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Sheroes (N = 39)

Reducing risk of HIV through gender affirmation by empowering transgender women and building social support.

Brief name

Rationale/theory/Goal

Materials used

Procedures used

Sheroes

Transgender women are experience high rates of discrimination, stigma and violence and the prevalence of HIV is high particularly
among African American transgender women. Transgender women frequently under-estimate the risk of acquiring or transmitting HIV
despite reporting multiple sexual risk behaviours including unprotected anal sex with multiple partners. There are few culturally specific
interventions for transgender women and no group-based interventions reported.

Sheroes is based on the Model of Gender Affirmation, which contextualises risk behaviours among transgender women of colour. This
theorises that stigma and social oppression decreases access to gender affirmation, while psychological distress increases the need
for gender affirmation, together leading to identity threat. Attempts to decrease the threat to identity happen in high risk contexts
leading to risky behaviours.

Sheroes aims to decrease identity threat by increasing access to gender affirmation, by for example, improving access to health care,
including that related to transition (e.g. surgery, hormone therapy), HIV prevention and treatment and social support. The intervention
aims to increase social support through a] empowering approach and by building community support (a sisterhood) among
transgender women who have completed the intervention.

(Background section)
None reported

A screening survey to assess eligibility served as a baseline assessment and included demographics, sexual risk behaviour, HIV
status, mental health, and substance use.

Once enrolled and randomised participants were given a schedule of sessions
The 5 sessions consisted of group discussions and interactive group activities and covered the following topics

e Gender pride - Positive role models with a focus on trans women of colour. Self-care and its relationship with self-worth. Self
care in terms of sexual health, HIV status, safer sex.
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e Looking good, feeling good - Gender affirmation and how it relates to self-image, self-care , negotiating sexual behaviours.
Transition related health care and physical health care (sleep nutrition etc)

e Let's talk about sex - Information session on rates and risk of HIV in transgender women, protecting self and others, getting
tested

e Taking back the power - discusses the impact of transphobia on one's sense of power, assertiveness skills, negotiating safer
sexual behaviours, communicating with health professionals, self-defence and coping with harassment and violence

e Surviving and thriving - knowing ones HIV status, getting treated, coping with transphobia, resources and support for
substance use and mental health. Celebration of oneself and reinforcement of gender pride

Assessments were made at 3 and 6 months post randomisation and consisted of computer-assisted self-administered quantitative
surveys using RedCAP

(Methods and Background sections, Table 1 intervention content)

Sessions were conducted by two trained peer co-facilitators who were transgender women of colour and who had received 25 hours of
initial training in the Sheroes intervention together with ongoing supervision
Provider

(Background section), Methods section)

Group sessions of 6-8 participants
Method of delivery i

(Background section)

Setting/location of Not reported
intervention

5 sessions conducted weekly
Intensity/duration of

the intervention (Background section)

Tailoring/adaptation ~ 'None reported

Unforeseen None reported
modifications
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Fidelity was monitored using checklists completed at the end of each session by the peer facilitators. This indicated whether all
components of the session were implemented. Sections of audio recordings of the sessions were reviewed at random by the
Planned treatment supervisor to ensure fidelity and support ongoing training for the peer facilitators.
fidelity
(Measures section)
e 82% (n=32) attended at least one session and 67% (n=26) attended all five sessions.
e There was high implementation fidelity, with only two sessions not being implemented as planned due to unexpected external

Actual treatment events (one fire alarm and one emergency unrelated to the intervention implementation).
fidelity

(Results section)

Participants received $40 cash for their participation in each assessment visit. An additional $40 bonus incentive was offered to
participants who completed all 5 sessions.
Other details

(Methods section)

Time attention control (N = 38)

Movie nights
Sl e Time attention control - Movie nights
Rationale/theory/Goal Not applicable

Materials used None reported

Control participants underwent a time and attention matched control that consisted of movie nights, matched to the intervention

sessions by number and length of sessions and group size. They watched a standardised set of movies that were deemed by

the Community Advisory Board to be of interest but without content that overlapped with the Sheroes intervention. A brief facilitated
Procedures used discussion followed each movie night session, but avoided content that overlapped with the intervention.

(Methods section)

SEviET Not reported
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Small group
Method of delivery .
(Methods section)

Setting/location of Not reported
intervention

Intensity/duration of ~ Matched to the intervention condition - 5 weekly sessions
the intervention

Tailoring/adaptation None reported

Unforeseen None reported
modifications

Planned treatment Not reported
fidelity
Actual treatment Not reported
fidelity

Participants received $40 cash reimbursement for their participation in each assessment visit. An additional $40 bonus incentive was
offered to participants who completed all 5 sessions.
Other details

(Methods section).

Risk of Bias Assessment

Section Risk of bias Reason
Appropriate randomisation procedures and no baseline differences between
Domain 1a: Bias arising from the randomisation process Low groups
220
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Section Risk of bias Reason

Domain 2a: Risk of bias due to deviations from the
intended interventions (effect of assignment to Some concerns
intervention)

Participants were not blinded

82% of intervention participants attended at least one session and 67%

Domain 2b: Risk of bias due to deviations from the
Low attended all five sessions. There was high implementation fidelity

intended interventions (effect of adhering to intervention)

Relatively high attrition but rates were similar across groups: 61.5% of those
randomised to the intervention group were included in the analyses and 60.5%

Domain 3. Bias due to missing outcome data Some concerns of those randomised to the control condition were included in the analyses.
Intention to treat analyses were carried out

Appropriate outcome measures assessed using CASI

Domain 4. Bias in measurement of the outcome Low
Domain 5. Bias in selection of the reported result Low Trial registered
Overall bias and Directness Some concerns Due to lack of participant blinding and relatively high attrition

Overall Directness  Fartially Applicable (US study)

Effectiveness evidence for people from a Black African or Caribbean family background

Bibliographic Diallo, Dazon Dixon; Moore, Trent Wade; Ngalame, Paulyne M; White, Lisa Diane; Herbst, Jeffrey H; Painter, Thomas M; Efficacy of a
Reference single-session HIV prevention intervention for black women: a group randomized controlled trial.; AIDS and behavior; 2010; vol. 14 (no. 3);
518-29

Study details
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Trial registration
number

Study start date
Study end date
Aim

Country/geographical
location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

ClinicalTrials.gov (number NCT00362375)

Mar-2006

Jun-2007

To evaluate the efficacy of a single-session HIV prevention intervention, the Healthy Love Workshop (HLW), for increasing HIV-related
protective behaviours and reducing sexual risk behaviours of Black women.

Atlanta, USA

Intervention workshops took place at locations of the women’s choosing, including college campuses, churches, participants’ homes,
and community centres.

- Women who self-identified as Black (i.e. African American, African or Caribbean)
- > 18 years old

- Not pregnant or planning to become pregnant during the next 6 months

- English speaking

- Had participated in a group-level HIV prevention intervention during the last 6 months

- Had religious beliefs that prohibited the use of male or female condoms

Group-randomised design. Groups of women, such as university dormitory residents, church groups, friendship groups, neighbours or
other affinity groups, were pair matched according to group type. One group from each matched pair was then randomly assigned to
receive the intervention or control, via a coin toss.

Not reported

Group

Individuals
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Statistical method(s)
used to analyse the
data

Uptake

Attrition

Study limitations
(author)

All analyses controlled for clustering that could result from the group-level randomisation process. Initial analyses compared baseline
characteristics and attrition by group using cluster-adjusted chi squares and t tests. Intervention effects on behavioural

and psychosocial outcomes were analysed by comparing proportions or mean values from HLW and comparison participants at the 3-
and 6-month follow-up assessments. Multivariate analyses used generalized estimating equations (GEE) to assess intervention efficacy
and adjusted the standard errors of coefficients to account for intra-cluster correlations of data. Each GEE model controlled for

baseline levels of the outcome variable. Dichotomous outcomes (e.g., condom use and unprotected vaginal sex) were assessed using a
logit link function with a binomial distribution to derive robust estimates of odds ratios (OR). Condom use at last sex was assessed using
cluster adjusted chi-squared analyses. Psychosocial outcomes were assessed using an identity link function with a

Gaussian distribution to derive robust estimates of regression coefficients. The analysis of behavioural outcomes was conducted based
on the initial random assignment of participants’ groups to the HLW or HIV101 comparison condition, and regardless of whether
individual participants actually completed their respective workshops. Significance tests were based on alpha = 0.05, and analyses
were performed using STATA statistical software.

58 groups of women were screened for eligibility and initially agreed to participate in the study. 30 groups progressed to randomisation.
The remaining 28 groups did not participate for logistical reasons, including a lack of follow-up by group contact persons to finalise
arrangements (10 groups), failure of group members to arrive for the workshop (7 groups), and too few women to meet the minimum
workshop size (6 groups). Five groups did not participate because of insufficient interest by their members in receiving either workshop.

For the intervention group, 15 groups (n = 161) completed baseline assessments; n = 116 (72%) completed 3-month follow up and n =
121 (75.2%) completed 6-month follow up.

For the comparison group, 15 groups (n = 152) completed baseline assessments; n = 116 (76.3%) completed 3-month follow up and n
=117 (77%) completed 6-month follow up.

Retention rates at 3- and 6-month follow up were comparable for both groups.

Analyses of attrition indicated that women who did not return for the 3-month follow-up assessment were more likely to have children
than women who completed the 3-month follow-up (p <.05). Women who did not return for the 6-month follow up assessment were
more likely to report being sexually active, engaging in sex while under the influence of drugs or alcohol, and having spent 30 or more
days in jail than women who completed the 6-month follow-up (p’s < .05).

- Findings are based on self-reported risk and protective behaviours. It would have been preferable to also collect data from participants
on biological outcomes (e.g., incident STD infections).

- The choice of a comparison condition that also provided HIV prevention information rather than a general health promotion condition
may have reduced the magnitude of observed differences between the HLW and comparison workshops

- The relatively small number of groups in this study may have reduced the statistical power needed to detect significant intervention
effects on certain outcomes.

- Intervention efficacy was evaluated based on a non-probability sample of groups of Black women that may limit the generalizability of
study findings.

223

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

- The women enrolled in this study reported fairly low levels of behavioural risk at baseline. This included low rates of alcohol and drug
use, and high rates of condom use and abstinence. Interventions may be less effective when levels of risk behaviours are already
relatively low.

Study limitations None to add
(reviewer)
Funding for this study was provided by the Centers for Disease Control and Prevention (CDC) to Sister-Love, Inc. (a community-based
Source of funding organisation) under cooperative agreement U65/CCU424514.
Study arms

Intervention (N = 161)
Healthy Love Workshop (HLW), a highly interactive, single session HIV prevention intervention for pre-existing groups of Black women.
Control (N = 152)

Comparison workshop on STls and HIV facts; similar information to intervention but delivered in lecture style format rather than interactive approach

Characteristics

Arm-level characteristics

Intervention (N = 161) Control (N = 152)
Age, Mean/SD 29.1 (10.1) 33.7 (12.7)
Gender, Female n=161; % =100 n=152; % =100
Ethnicity, African American n=155; % = 96.9 n=146; % = 96.1
HIV Positive at baseline n=13;%=8.1 n=10;%=6.6
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Outcomes
Baseline
Study timepoints 3 (month)
6 (month)

Condom use outcomes
These outcomes are reported for all study participants.

Although data for unprotected sex with a primary male partner were extracted, analyses only used data for unprotected sex with any male partner as this was
considered a more comprehensive assessment of unprotected sex. Furthermore, where there is no concurrency (for both the participant or their male partner)
and both individuals have received negative STI test results, unprotected sex in this context may be safe so may not be a useful indicator of risky sexual
behaviour.

Intervention (HLW) Control (HIV 101)

Baseline 3 (month) 6 (month) Baseline 3 (month) 6 (month)

N =161 N =93 N =120 N =152 N=94 N =117
Unprotected vaginal sex with any male partner
In prior 3 months n=58:%=363 n=35;%=376 n=37;%=308 n=67;%=441 n=34:%=362 n=37;%=316
Polarity: Lower values are better
Unprotected vaginal sex with a primary male partner
In prior 3 months N=56;%=348 n=32;%=344 n=34:;%=283 n=65;%=428 n=32;%=34 n=35;%=299

Polarity: Lower values are better

Condom use outcomes

These condom use outcomes are restricted to women who were sexually active at the assessment points
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Although data for unprotected sex with a primary male partner were extracted, analyses only used data for unprotected sex with any male partner as this was
considered a more comprehensive assessment of unprotected sex. Furthermore, where there is no concurrency (for both the participant or their male partner)
and both individuals have received negative STI test results, unprotected sex in this context may be safe so may not be a useful indicator of risky sexual

behaviour.

Condom use during vaginal sex with any male partner

Polarity: Higher values are better

Condom use during vaginal sex with primary male partner

Polarity: Higher values are better

Condom use at last vaginal, oral or anal sex with any partner

Polarity: Higher values are better

TIDier Checklist

Study details

Intervention (HLW)

Baseline

N =108

n=55;%=50.9

n=45; % =417

n=59;%=547

3 (month)

N =59

n=35;% =593

n=33;% =559

n=42;% =71

6 (month)

N=70

n=38;%=54.3

n=37;% =529

n=48; % =67.8

Baseline

N =108

n=>51;% =472

n=46; % =426

n=55;%=50.5

3 (month)

N =53

n=21;%=239.6

n=19; % =235.8

n=26;%=49.5

Control (HIV 101)

6 (month)

N =67

n=30; % =441

n=28;%=41.2

n=33;%=48.6

Given the disproportionate impact of HIV/AIDS on Black women in general and the limited availability of culturally appropriate, evidence

Rationale/theory/Goal
e [ e (p. 519).

based interventions for delivery to this population, there is an urgent need for innovative approaches to prevent HIV designed by and for

Information about the HIV prevention study was disseminated through the use of print media, public service announcements on local
radio stations, electronic communication (e.g., e-malil, listservs and social network sites), and informational mailings to local AIDS

Procedures used

service organizations, county health departments, medical clinics, and community centres. Outreach was used to recruit groups

of women affiliated with faith-based organizations and CBOs serving African immigrants, at college health fairs and community events,
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and at SisterLove-sponsored activities. Groups responded to the recruitment efforts described above and indicated that her group was
interested in participating. Groups were screened against eligibility criteria then matched with another similar group, assigned to HLW or
comparison group, and a date and preferred location for the workshop was arranged. All eligible women who agreed to participate
provided written informed consent, completed a self-administered baseline survey, and then participated in the HLW or

comparison workshop. Ineligible women, or those who did not wish to participate in the evaluation, were allowed to attend

the workshop. At the termination of both workshops, all participants received male and female condoms, dental dams, HIV risk
reduction brochures, and information on where to obtain HIV counselling and testing services (p. 520-521).

Incentives used to retain women in the study included $20 for completing the baseline survey, $25 for the 3-month survey and $30 for
the 6-month survey (p. 521).

Study arms
Intervention (N = 161)

Healthy Love Workshop (HLW), a highly interactive, single session HIV prevention intervention for pre-existing groups of Black women.

Sl e Healthy Love Workshop (HLW) (p. 519)

The intervention is based on principles of the Health Belief Model, the Transtheoretical Model, and Social Cognitive Theory. It uses
approaches that are respectful of women'’s abilities to empower themselves and the belief that Black women's collective wisdom and
lived experiences provide important learning opportunities (p. 520).

It delivers HIV prevention information and teaches condom-use skills in a highly interactive, festive and non-judgemental manner. It
Rationale/theory/Goal eroticises safer sex and aims to create a safe space in which Black women can connect with their sexuality in ways that are positive
and self-loving rather than shameful or degrading (p. 519).

The intervention is designed to increase consistent use of condoms and other latex barriers, reduce unprotected sex with male
partners, and reduce the number of sex partners (p. 520).

. At the termination of the workshops, participants received male and female condoms, dental dams, HIV risk reduction brochures and
Materials used information on where to obtain HIV counselling and testing services (p. 521).
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Procedures used

Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

The Healthy Love Workshop is a single session intervention delivered to pre-existing groups of 4-15 women. It is designed to change
participants behaviours by improving their knowledge about the transmission and prevention of STls including HIV; their ability to
assess personal risk of contracting HIV; their attitudes about condom use and HIV testing; and their self-efficacy to engage in
protective behaviours including condom use. The HLW includes components providing basic information on HIV/AIDS and STls (e.g.
facts and information about common STls, symptoms, how they are spread; prevalence) and the circumstances or behaviours that can
increase a woman's risk of contracting or transmitting HIV. Other components address attitudes, beliefs and feelings around sex and
sexuality, and the societal influences that can trivialise or denigrate women's sexuality. Remaining components are interactive
activities that include a personal sexual risk assessment, condom use demonstrations, and negotiating condom use with partners.

Throughout the session there is a keen sensitivity to women's unequal treatment and status as females and as Blacks in the South,
and addresses issues around internalised sexual oppression or their empowerment and rights. The intervention provides current
information concerning the impacts of HIV/AIDS on Black women in a way that helps participants situate known risk factors in their
lives and communities, while maintaining an affirming, Black woman-centred, sex-positive focus on ways of avoiding or eliminating
some of those risks.

(p. 520, 522).

The HLW was delivered by a trained Black female facilitator (p. 521).
Face to face group sessions (P. 520)

The HLW is delivered in locations selected by the groups of women, including college campuses, churches, participants homes, and
community centres (p. 519).

Single session lasting 3-4 hours (p. 520).

None reported

None reported; unlikely

Not reported
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Actual treatment
fidelity

Control (N = 152)

Not reported

Comparison workshop on STls and HIV facts; similar information to intervention but delivered in lecture style format rather than interactive approach

Brief name

Materials used

Procedures used

Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

HIV 101 comparison workshop (p. 521)

At the termination of the workshop, all participants received male and female condoms, dental dams, HIV risk reduction brochures,
and information on where to obtain HIV counselling and testing services (p. 521).

The comparison workshop was delivered as a single session to groups of women about the same size and in settings similar to
those used for the HLW. The HIV101 workshop consists of an opening component to describe the purpose of the workshop and
establish ground rules, one module containing the same three HIV/STI related components as the HLW, and a closing component to
give participants opportunities to ask questions and provide workshop feedback. The presentation of all information used a didactic,
lecture-style format, as opposed to the interactive approach used to deliver the HLW (p. 521-522).

A trained Black female facilitator (p. 521)
Face to face group sessions (p. 521)

Locations selected by the groups of women, including college campuses, churches, participants homes, and community centres (p.
519).

A single session lasting 2-3 hours (p. 521)

None reported

None reported; unlikely
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Planned treatment None reported
fidelity

Actual treatment None reported
fidelity

Risk of Bias

Domain
1a: Bias arising from the randomisation process

1b. Bias arising from the timing of identification and recruitment of
individual participants in relation to timing of randomisation

2. Bias due to deviations from intended interventions

3. Bias due to missing outcome data

4. Bias in measurement of the outcome

5. Bias in selection of the reported result

Overall bias and Directness

Risk of bias Reason
Random allocation and no baseline differences between
Some concerns groups but no allocation concealment
Low
Low

Low

Low

Low

Low

Overall Directness

Acceptable retention rates which were comparable across
groups. No differences in attrition by group or baseline
characteristics

All assessments conducted using self-administered
surveys. Controlled for clustering.

Partially applicable (US study)

230

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Bibliographic Wilson, Tracey E; Gousse, Yolene; Joseph, Michael A; Browne, Ruth C; Camilien, Brignel; McFarlane, Davin; Mitchell, Shawn; Brown,

Reference Humberto; Urraca, Nelson; Romeo, Desmond; Johnson, Steven; Salifu, Moro; Stewart, Mark; Vavagiakis, Peter; Fraser, Marilyn; HIV
Prevention for Black Heterosexual Men: The Barbershop Talk with Brothers Cluster Randomized Trial.; American journal of public health;
2019; vol. 109 (no. 8); 1131-1137

Study details

Trial registration ClinicalTrials.gov identifier: NCT01980771
number

Study start date Nov-2012

Study end date Jul-2016

To test the effectiveness of the Barbershop Talk with Brothers (BTWB) intervention for Black heterosexual men living in areas of high
Aim risk for heterosexual HIV infection.

Country/geographical Brooklyn, New York. Specifically, neighbourhoods with a high prevalence of HIV infection attributable to heterosexual behaviour.
location

The intervention was introduced to men through barbershop partnerships. Sessions were intended to be held in barbershops but as a
result of space and time constraints, sessions took place in private settings at the State University of New York and the Arthur Ashe
Institute of Urban Health.

- Reports of at least 2 sexual partners in the preceding 6 months

Setting

- Reports of at least 1 episode of condomless sex in the preceding 6 months
Inclusion criteria

- 18 years or older

- Identified as Black or African American

- Those reporting using injection drugs
Exclusion criteria
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Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

Uptake

Attrition

- Those reporting having sex with other men in the preceding 5 years
- Those with HIV positive serostatus
- Men unable to understand spoken English

- Those reporting participation in another HIV or substance use study in the preceding 6 months

This was a cluster randomised study. Barbershops located within high-risk neighbourhoods were randomly allocated to intervention or
control groups using permuted block randomisation conducted via a computerised number generator, with 1:1 allocation typically
performed in block sizes of 4.

Computerised number generator

Barbershop

Participant

The Chi square test (for categorical variables) and independent samples t-test (for group differences in continuous variables) were used
to assess study characteristics across groups and in relation to condomless sex. Generalized linear mixed-effects models were used to
estimate between-group differences at the participant level taking into account the hierarchical data structure, with men clustered by
barbershop. Differences between the BTWB intervention and control groups in terms of changes in outcomes were analysed on an
intention-to-treat basis. SAS PROC GLIMMIX version 9.4 (SAS Institute, Cary, NC) was used to analyse the data.

Sixty-two barbershop owners agreed to participate; 53 shops received training and were randomised (24 BTWB intervention, 29
control). Of the 9 excluded shops, 2 lost interest in participating and withdrew before study activities began, 1 went out of business, 2
did not have barbers willing or available to be trained, and the others yielded no recruits after 1 week of attempts.

N = 860 participants completed baseline assessments (n = 436 intervention; n = 424 control). N = 650 participants provided complete
follow-up data at 6 months (n = 347 intervention; n = 303 control). Follow-up was higher in the BTWB group (79.6%) than in the control
group (71.5%; p =.006).

Among the 650 men with outcome data, there were no differences detected in baseline-reported condomless sex as a function of
completing follow-up or in the covariates of living with a partner, insurance status, nativity, housing stability, marijuana use, alcohol use,
other drug use, incarceration history, or age (all Ps > .05). Follow-up was higher among men who were not employed (79.7%) than
among those who were working (71.4%; P = .005); it was also higher among men with lower educational attainment (69.7%)

than among those with at least the equivalent of a high school education (77.4%; P = .03).
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Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 436)

- Generalisability is limited to patrons of barbershops situated in neighbourhoods with large HIV disparities.
- Concealment of treatment allocation was not plausible except at the level of data analysis. The inability to blind could have led to bias.
- The primary outcome was self-reported as more objective measures, such as STl incidence, were not feasible in this research context.

- There were shifts toward safer sex over time in both the experimental and control groups. These shifts could be due to a number
of factors, including the potential intervention effect of condom distribution at both experimental and control shops, regression to the
mean, inflated baseline risks reported by participants to gain entry into the study, or a contamination effect across shop personnel
or study participants.

- Loss to follow-up differed as a function of baseline education and employment but not by condom use or other model
covariates. These differences could have biased the findings, particularly given that education was associated with condom use at
follow-up.

- There were significant baseline differences between the groups: At baseline, men recruited from BTWB intervention barbershops were
younger, more likely to be in stable housing, less likely to have health insurance, less likely to be currently employed, less likely to
report illicit substance use, less likely to report lifetime criminal justice system involvement, and less likely to have been born in the
United States than were men recruited from control barbershops (all Ps < .05).

This study was supported by the National Institute on Minority Health and Health Disparities (grant P20MD006875).

Barbershop Talk with Brothers (BTWB), a single small-group peer-led session focused on HIV risk reduction skills and motivation, community health
empowerment, and personal communication skills.

Control (N = 424)

Attention control group focused on prostate cancer screening

Characteristics
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Study-level characteristics

Age
Range

Mean/SD

Gender, Male

Ethnicity

Born in the United States

Born outside of the United States
Ethnicity of men born outside of US
Haitian

Jamaican

Guyanese

Trinidad and Tobago

Other Caribbean

Africa

Other countries

Did not respond

History of incarceration

Study (N = 860)

18to 76

33 (11)

n =860 ; % =100

n =557 ; % =64.8

n=303; % =35.2

% = 47.9
%=9.4
% =8.1
% = 3.9
%=59
% =8.8
%=147
%=13

n =447 ; % =52
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Outcomes

. . Baseline
Study timepoints =\ iy

Condom use outcomes

No condomless sex
Number of participants reporting no condomless vaginal or anal sex in previous 90 days

Polarity: Higher values are better

Condomless sex

Number of participants reporting condomless vaginal or anal sex in previous 90 days

Intervention
Baseline 6 (month)
N = 436 N = 352
n=240; % =55 n=228;% =648
n=196; % =45 n=124;%=352

Condomless sex outcome calculated by analyst; reverse of no condomless sex outcome.

TIDier Checklist

Study details

Control
Baseline 6 (month)
N =424 305
n=206; % =48.7 n=164;%=53.8
n=218;%=513 n=141;%=46.2

BTWB aims to address risk factors associated with HIV risk among heterosexual Black men, such as social determinants (poor

Rationale/theory/Goal socioeconomic status, greater income inequality) and the impact of sex roles and conceptualisations of normative male and female
behaviour on partner concurrency, condom use and HIV stigma. The intervention focuses on leveraging the strong connections and
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Materials used

Procedures used

Study arms

Intervention (N = 436)

frequent interactions that barbers have with members of this priority population. Barbershops represent a trusted community venue for
Black men, and they are regular points of contact for men who might not have regular access to prevention education (p. 1131-1132).

Participants, regardless of study condition, were provided $20 for taking part in the program along with a roundtrip subway/bus fare
card, a T-shirt with the project logo, and a referral guide for local free or low-cost health and social services. In addition, condoms
were periodically distributed at all shops (p. 1133).

Partnerships were formed with barbershops located in high-risk neighbourhoods for heterosexually transmitted HIV infection. All
participating barbershops were trained on strategies to promote referral of customers to the program (intervention and control). Study
staff were introduced to customers by their barber; they then described the study and interested customers completed screening
questions via audio computer-assisted self-interviewing (ACASI) on a laptop with privacy screen and headphones. Eligible participants
completed a baseline interview, engaged in intervention activities consistent with their group assignment, and completed a 6 month
follow-up assessment (p. 1132).

Barbershop Talk with Brothers (BTWB), a single small-group peer-led session focused on HIV risk reduction skills and motivation, community health
empowerment, and personal communication skills.

Brief name

Rationale/theory/Goal

Materials used

Procedures used

Barbershop Talk with Brothers (BTWB)

The BTWB program is informed by social cognitive theory; community- and individual-level empowerment theory; and an assets- and
strengths-based perspective on health promotion. This strengths-based approach emphasises individual and environmental
resources, capacities, values, and competencies (p. 1132).

Each participant received a workbook and supporting educational materials, including a pamphlet and information on sites where PrEP
and HIV testing could be attained (p. 1133).

The BTWB program involved a combination of educational messages, role-play activities, self-evaluation activities, and a strengths-
based lens on men and masculinity to support several goals on the pathway to sustained sexual risk reduction (p. 1132).

Core elements of the intervention focused on promoting attitudes, self-efficacy and perceived norms supporting reduced risk
behaviour; increasing effective communication strategies for condom use with sexual partners; and developing increased personal
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Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention
Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Control (N = 424)

responsibility and commitment to improving community health by empowering men with skills and motivation to co-educate people in
their social networks about sexual risk reduction (p. 1132-1133).

Participants also developed a set of achievable behavioural change goals associated with their own sexual behaviour (p. 1133).

Barbers, managers and shop owners supported recruitment activities.

Intervention sessions were provided by group facilitators - Black men, most of whom lived or worked in the prioritised geographic area.
Minimum qualifications were a bachelor's degree in a health- or science-related field or having prior experience working in the field of
HIV prevention (p. 1132).

Small group sessions; presumed face to face (p. 1131).

Participants were recruited from barbershops.

Intervention sessions were originally intended to be held during off hours at participating barbershops; as a result of space and time
constraints, however, sessions took place in private settings at SUNY Downstate and the Arthur Ashe Institute for Urban Health (p.
1132).

Single session (p. 1131). Session duration not reported.

None reported

None reported.

Study investigators conducted a checklist-guided review of audiotapes of intervention sessions to ensure that all core
components were delivered, and provided ongoing individualised feedback to interventionists on delivery of content areas (p. 1132).

Not reported.
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Attention control group focused on prostate cancer screening.

Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention
Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Control group participants received a curriculum focused on prostate cancer screening and detection. The protocol for the control
group activity was adapted early in the data collection process to be administered in a similar group format to the BTWB program, to
be moderated by a staff member, and to involve a time commitment for participation similar to that associated with the BTWB
intervention (p. 1133).

Study staff members (p. 1133).

Small group sessions (p. 1131); presumed face to face.

Participants were recruited from barbershops.

Intervention sessions were originally intended to be held during off hours at participating barbershops; as a result of space and time
constraints, however, sessions took place in private settings at SUNY Downstate and the Arthur Ashe Institute for Urban Health (p.
1132).

Single session (p. 1131). Session duration not reported.

None reported

None reported

Not reported

Not reported

Risk of Bias Assessment
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Domain Risk of bias Reason

Muiltiple significant baseline differences, including age,
housing instability, health insurance, employment status,

1a: Bias arising from the randomisation process Some concerns substance use, criminal justice system involvement, and
whether born in US

Limited information concerning timings of recruitment and

1b. Bias arising from the timing of identification and recruitment of e
Some concerns randomisation

individual participants in relation to timing of randomisation

Participants and people delivering the interventions were
not blinded. Only blinding of statistical analyst was

2. Bias due to deviations from intended interventions Some concerns .
possible.
Differential attrition by group but generally low attrition
3. Bias due to missing outcome data Some concerns overall
Staff conducting intervention sessions were different from
4. Bias in measurement of the outcome Low staff conducting assessments
5. Bias in selection of the reported result | s Analyses match those planned in the trial registration
_ _ _ Baseline difference between groups on key variables;
Overall bias and Directness High differential attrition by group, no blinding

Overall Directness Partially applicable (US study; conducted in barbershops)

Bibliographic Wingood, Gina M; Card, Josephina J; Er, Deja; Solomon, Julie; Braxton, Nikia; Lang, Delia; Seth, Puja; Cartreine, Jim; Diclemente, Ralph
Reference J; Preliminary efficacy of a computer-based HIV intervention for African-American women.; Psychology & health; 2011; vol. 26 (no. 2); 223-
34
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Study details

Trial registration Not reported
number

Study start date Apr-2006
Study end date Mar-2007

To evaluate the preliminary efficacy of SAHARA to enhance HIV protective sexual behaviours and mediators among African-American
Aim women over a 3-month follow-up period.

Country/geographical Atlanta, USA
location

Setting Planned Parenthood services in Atlanta (nonprofit organisation that provides sexual health care in the United States and globally)

- African American women

- 21-29 years

Inclusion criteria . ) .
- Reporting unsafe sex with a male sexual partner in prior 3 months
- Seeking services at Planned Parenthood Atlanta

- Being married or living with their partner

Exclusion criteria - Not sexually active

- Using condoms 100% of the time

Method of Prior to enrolment, a randomisation scheme was generated using computer-generated block randomisation. As participants completed

el e baseline assessments, sealed opaque envelopes were used to execute assignments.

Method of allocation Sealed opaque envelopes
concealment
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Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

Uptake

Attrition

Study limitations
(author)

Participant

Participant

Analysts were blind to intervention arm. Analyses were performed using an intent-to-treat protocol in which participants were analysed
in their assigned treatment conditions irrespective of the number of treatment sessions attended. At baseline, descriptive statistics
were calculated for sociodemographic variables, mediators and sexual behaviours. Differences between conditions were assessed
using Student’s t-tests for continuous variables and chi-square analyses for categorical variables. Variables for which differences
between study conditions approached statistical significance (p<0.05) and which were theoretically or empirically identified as potential
confounders were included as covariates in subsequent logistic regression and ANCOVA analyses. The computer-based HIV
intervention effects analysis from baseline to the 3-month follow-up used logistic regression to compute adjusted odds ratios (ORs) for
dichotomous outcomes (consistent condom use) and used linear regression to compute adjusted means for continuous outcomes
(proportion condom use). An indicator for the time period was included in the model to model any unaccounted temporal effects and an
indicator for cohort was included in the model to adjust for unaccounted group effects (clustering). This approach yields adjusted OR
which assess the effect of the intervention on dichotomous outcomes (consistent condom use) and adjusted mean differences to
assess the effects of the intervention on continuous outcomes (proportion condom use). The 95% confidence intervals (95% CI) around
the adjusted ORs and the adjusted means and the corresponding

p-values were also computed. Analyses were performed using STATA statistical software, version 8 (StataCorp, College Station, TX,
USA).

N=506 potential participants were screened for eligibility. N=346 were not eligible. An additional n=25 were eligible but did to participate
(n=10 not interested; n=14 unreachable; n=1 no childcare to attend sessions).

135 participants were randomised into the study; 67 (49.7%) in the computer-based HIV intervention and 68 (50.3%) in the general
health condition.

Of the 67 participants allocated to the computer-based HIV intervention, 58 (87%) completed the 3-month follow-up assessment. 60
(89.6%) received both intervention sessions.

Of the 68 participants allocated to the general health condition, 58 (85%) completed the 3-month follow-up
assessment.

Limitations of the study include reliance on self-report data, a small sample size and short-study follow-up.

While this study is primarily a computer-based HIV intervention, the intervention includes a 15-minute group delivered component which
could limit its feasibility for dissemination
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Participants in the computer-based HIV intervention condition received a greater amount of contact time compared to participants in the
control condition.

Study limitations It is not clear why one of the reasons for participants not being eligible included living with a partner.
(reviewer)

Source of funding This study was supported by an SBIR grant from the National Institute of Mental Health (R43 MH077212).

Study arms
Intervention (N = 67)
SISTAs Accessing HIV/AIDS Resources at a Click (SAHARA) - a computer-based HIV prevention intervention with small group sessions
Control (N = 68)

General health intervention including discussion of HIV prevention

Characteristics

Arm-level characteristics

Intervention (N = 67) Control (N = 68)
Age, Mean/SD 24.06 (2.24) 24.1(2.35)
Gender, Female n=67;% =100 n=68;% =100
Ethnicity, African-American n=67; % =100 n=68; % =100
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Outcomes

Baseline

Study timepoints 5 iy

Condom use outcomes

Intervention Control
Baseline 3 (month) Baseline 3 (month)
N =67 N =58 N =68 N =58
Proportion of condom-protected sex acts
In prior 90 days
Mean/SD 0.48 (0.41) 0.85 (0.1) 0.54 (0.41) 0.53 (0.1)
Polarity: Higher values are better
Condom use self-efficacy
Mean/SD 27.71 (6.09) 30.81 (0.52) 28.44 (5.55) 28.96 (0.51)
9 items rated on 5 point likert scale
Polarity: Higher values are better
STl knowledge outcomes
Intervention Control
Baseline 3 (month) Baseline 3 (month)
N =67 N =58 N =68 N =58

STI/HIV prevention knowledge
Mean/SD 8.62 (0.97) 9.45 (0.09) 8.66 (1.04) 8.99 (0.09)

10 true or false items
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Intervention Control
Baseline 3 (month) Baseline 3 (month)
N = 67 N = 58 N =68 N =58

Polarity: Higher values are better

TIDier Checklist

Study details

Computer-based interventions have the potential to provide greater access and exposure to effective HIV prevention programs, and to
Rationale/theory/Goal ultimately affect significant reductions in risk behaviours and HIV infection (p. 224).

Eligible participants were recruited by study staff and randomised to the HIV prevention or health promotion conditions. Once a cohort

of 6 participants was identified, they were randomised to relevant group sessions. Data collection occurred at baseline and 3-month
Procedures used follow-up. Assessments were administered via audio computer-administered survey interview (ACASI). To enhance confidentiality,

codes rather than names were used. Participants in both conditions were compensated $50 for attending study sessions (p. 225-226).

Study arms
Intervention (N = 67)

SISTAs Accessing HIV/AIDS Resources at a Click (SAHARA) - a computer-based HIV prevention intervention with small group sessions

S e SISTAs Accessing HIV/AIDs Resources At a click (SAHARA)
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Rationale/theory/Goal

Materials used

Procedures used

Provider

SAHARA is an adaptation of a CDC-defined evidence-based HIV intervention for young adult African-American women known as
SISTA. The adaptations primarily accommodate the five, 2-hour group based SISTA sessions into 2 shorter computer-based
sessions.

The SISTA HIV intervention is guided by Social Cognitive Theory and the Theory of Gender and Power. It emphasises ethnic and
gender pride by discussing attributes and accomplishments of African-American women. It also builds HIV risk reduction knowledge
and seeks to enhance communication, condom use and relationship skills by modelling the skills, allowing for role play of the skills in
different scenarios, and enhancing norms of supportive partner involvement in safer sex (p. 226-227).

Small group sessions were also used to support the computer-based intervention because coupling CBls with small group sessions
has been shown to enhance health promoting behaviours relative to CBI alone (p. 227).

A laptop for delivering the computer-based sessions (p. 227).

The first computer based session focused on enhancing ethnic and gender pride. Participants watched vignettes of people discussing
the joys and challenges of being an African-American woman and watched female models read poetry by African-American female
poets. Participants were asked to identify African-American female role models and to prioritise their personal values. The first part of
this session was designed to enhance the cultural congruence of HIV prevention efforts for African-American women. Additionally, this
session highlighted the proportion of African-American women living with HIV in Atlanta and discussed the HIV risk factors prevalent
among African-American women.

The second computer-based session offers communication skills and realistic choices in sexual decision making. The importance of
consistent condom use is discussed and modules illustrating correct condom use skills and assertive communication approaches are
included in this session. Examples of interactive vignettes include activities that allow participants: to provide responses to true and
false statements on HIV prevention, to select female models who demonstrate negotiating safer sex using assertive communication as
opposed to passive or aggressive communication, to select female models who use condoms correctly on a dildo, to choose
components of relationships characterised as healthy (i.e. trust and respect), to identify high-risk sexual behaviours that enhance
women’s HIV vulnerability and to choose hypothetical male partners who they would be interested in dating.

After completing the computer-based sessions, participants took part in a small group session which provided an opportunity for
participants to role play and receive feedback on condom use and communication skills.

(p. 227).

The small group sessions were implemented by an African-American female health educator (p. 227).
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Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Control (N = 68)

2 computer-based sessions and 1 small group face to face session (p. 227)

Participating Planned Parenthood clinics (p. 227).

Two 60-minute computer-based sessions and one 15-minute group session (p. 227).

None reported

None reported; unlikely

Not reported

Not reported

General health intervention including discussion of HIV prevention

Brief name

Materials used

Procedures used

General health comparison intervention (p. 226)

A 30-minute video on the importance of HIV prevention for African-American women, produced by the CDC. Participants also received
brochures on proper nutrition and HIV prevention for African-American women (p. 228)

Control group participants received a 1-hour group session which consisted of 15 minutes general health information and a 30-
minute video on the importance of HIV prevention for African-American women. For 15 minutes, the facilitator answered questions
participants had pertaining to the HIV prevention video. All participants in this condition also received brochures on proper nutrition
and HIV prevention for African-American women. The control condition was designed to represent usual care regarding clients typical
exposure to HIV prevention education at Planned Parenthood (p. 228).
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Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

The control group was facilitated by a trained African-American female facilitator (this facilitator was different than the facilitator who
implemented the computer-based HIV intervention) (p. 228).

Face to face (p. 228).

Participating Planned Parenthood clinics (p. 227).

1 hour (p. 228).

None reported

None reported; unlikely

Not reported

Not reported

Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended interventions

(effect of assignment to intervention)

Risk of Bias

Some concerns

Low
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Reason

Appropriate randomisation procedures but
baseline differences between groups (financial
dependence on partner; current relationship
status)
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Section Risk of Bias Reason

Intervention adherence not assessed. 7
Domain 2b: Ris_k of bigs due tc_> deviations from the intended interventions S EEREE participaqts (1 0.4'%) did not attend both
(effect of adhering to intervention) intervention sessions

Low attrition overall and no group differences in
Domain 3. Bias due to missing outcome data Low attrition

ACASI used for outcome assessments;
Domain 4. Bias in measurement of the outcome Low standardised measures

Domain 5. Bias in selection of the reported result Some concerns Trial not registered

_ o Impact of intervention adherence not assessed;
Risk of bias judgement: Some 10.4% did not attend both intervention sessions.

Overall bias and Directness ; ;
concerns Trial not registered.

Partially applicable
Overall Directness (US study)

Effectiveness evidence for young people from a Black African or Caribbean family
background

Bibliographic Brawner, Bridgette M; Jemmott, Loretta Sweet; Hanlon, Alexandra L; Lozano, Alicia J; Abboud, Sarah; Ahmed, Charisse;
Reference Wingood, Gina; Results from Project GOLD: A pilot randomized controlled trial of a psychoeducational HIV/STI prevention
intervention for black youth.; AIDS care; 2021; vol. 33 (no. 6); 767-785

Study details

. Randomised controlled trial (RCT)
Study design
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Trial registration
number

Study start date
Study end date

Aim
Country/geographical
location

Setting
Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Not reported

Aug-2014
Dec-2016

To pilot test the efficacy of a psychoeducational intervention designed to address the role of mental iliness and emotion
regulation in HIV/STI risk among heterosexually active Black youth aged 14-17 years.

Philadelphia, USA

Department of Family and Community Health, University of Pennsylvania School of Nursing
Not reported

Participants were heterosexually active Black youth
Exclusionary mental health diagnoses were active psychosis and schizophrenia

The permuted-block randomisation technique was used with a block size of 4 and a 1:1 allocation ratio. A biostatistician
generated the randomisation list using a pseudo-randomiser computer program. Participants were stratified based on
their Patient Health Questionnaire (PHQ-9) total scores (none/moderate depression versus moderately severe/severe
depression) and gender.

The research coordinator implemented the treatment allocation protocol; investigators were blinded.

Participant
Participant

- Descriptive statistics were used to characterise the study variables at each time point, and their changes from baseline
by intervention condition.

- Since all continuous variables were not normally distributed, non-parametric exact Wilcoxon rank-sum tests were used
to examine differences in rank-sum scores across the two conditions. Comparisons of categorical variables relied on
Fisher’s exact tests.
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Attrition

- As this was a small pilot study, the focus was on estimation of effect and not formal hypothesis testing. Effect sizes were
based on n2 (eta-squared) for continuous variables (small [0.01], medium [0.06], and large [>0.14]) and Cramer’s V for
categorical variables (small [0.10—0.29], medium [0.30-0.50], and large [>0.50]).

- Statistical significance was taken at the 0.05 level and did not adjust for multiplicity given the pilot nature of this study.
- All analyses were performed using SAS, version 9.4 (SAS Institute Inc., Cary, NC).

- Pairwise deletion (available-case analysis) was used to handle missing data.

The original intent was to complete 3, 6 and 12 month follow ups, however due to study delays and a fixed end date, the
majority of participants could only be scheduled for the 3 month follow up.

109 participants were randomised at baseline (n=52 intervention, n=57 control). In the intervention group, n = 39
completed the 3 month follow up, and in the control group, n = 38 completed the 3 month follow up.

At 6 months, n = 25 intervention participants were eligible for follow up, of which n = 17 completed it; and n = 33 control
participants were eligible for follow up, of which n = 24 completed it.

At 12 months, n = 19 intervention participants were eligible for follow up, of which n = 11 completed it; and n = 22 control
participants were eligible for follow up, of which n = 13 completed it.

Overall completion rates for the intervention group were 39/47 (83%) at 3 months, 17/25 (68%) at 6 months, and 11/19
(58%) at 12 months. For the control group they were 38/52 (73%) at 3 months, 24/33 (73%) at 6 months, and 13/22
(59%) at 12 months.

Prominent causes for attrition were loss to follow up, placement in residential treatment, incarceration and withdrawal.
Those who dropped out were slighter younger than those retained (M = 15.5 vs. 16, p = 0.0052).

Compared to intervention participants, control participants had statistically significantly more: sexual partners in the past
three months (Median = 2 vs. 1, p = 0.04), same month sexual partner concurrency (57% vs. 35%, p = 0.02) and past 30-
day alcohol use (Median = 2 [1-3 times last month] vs. 1 [never], p = 0.01, n2 = 0.13).
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Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 52)

- The sample was small, the fixed end date meant fewer participants completed the 6- and 12-month follow-ups, and
there was considerable attrition. This reduced power for the behavioural outcomes, limited detection of effects and
increases uncertainty in the findings.

- The outcomes were self-reported and thus susceptible to bias; participants did undergo HIV/STI testing but there were
too few cases to include in the analyses.

- The intent was to test an intervention for youth experiencing mental illness and emotion regulation, yet depressive
symptoms were low in the sample — PHQ-9 scores less than four indicate minimal depression. However, depressive
symptoms were only one of many symptoms participants experienced (e.g., anxiety) and they reported difficulties
regulating anger and sadness, thus the overall objective was still achieved.

The study aimed to recruit a sample of young people receiving outpatient mental health treatment, but due to delays and
accrual difficulties, the protocol was expanded to include youth in the general community, resulting in a combined sample
that included n = 58 youth from the community who were not receiving any mental health treatment at the time of
screening, and n = 50 youth who were currently receiving outpatient mental health treatment. The needs and risk profiles
of these groups may differ in unknown ways, but separate analyses were not performed for these two population groups
within the sample.

This research was funded by the Centers for Disease Control and Prevention grant # U01PS003304 awarded to Dr
Bridgette M. Brawner. The research was also supported by a grant from the Penn Mental Health AIDS Research Center
(PMHARC), a National Institute of Mental Health-funded program (P30MH097488), to Dr Brawner.

Project GOLD: a psychoeducational STI/HIV prevention intervention designed to address the role of mental illness and emotion regulation in sexual risk among
heterosexually Black youth.

Control (N = 56)

General health comparison condition (diet and exercise based content)
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Characteristics

Study-level characteristics

Characteristic Study (N = 109)
Age Range 14 to 17

Age Mean (SD) 15.78 (0.97)
Male n=67; % =62
Female n=41; % =38
Outcomes

Study timepoints
« Baseline
« 3 month
e 6 month
e 12 month

Condom use outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, 12 Control, Control,3 Control, 6 Control, 12
Baseline, N =30 month, N=21 month,N=9 month, N=5 Baseline, N month, N= month, N= month, N =
=36 20 12 9
Proportion of 0.64 (0.42) 0.77 (0.37) 0.58 (0.43) 0.73 (0.44) 0.67 (0.39) 0.64 (0.38) 0.72(0.35) 0.91(0.19)
condom use for
vaginal sex

In past 3 months
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Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, 12 Control, Control, 3 Control, 6 Control, 12
Baseline, N =30 month, N=21 month,N=9 month, N=5 Baseline, N month, N= month, N= month, N =
= 36 20 12 9
Mean (SD)

Proportion of condom use for vaginal sex - Polarity - Higher values are better

Condom use outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, 12 Control, Control,3 Control, 6 Control, 12
Baseline, N =47 month, N=37 month, N=17 month, N = 11 Baseline, N month, N= month, N= month,N =

=51 31 18 10
Condom use 4.14 (0.61) 4.26 (0.56) 4.33 (0.51) 4.4 (0.55) 4.15(0.46) 3.95(0.57) 4.12(0.64) 4.15(0.61)

self-efficacy

Mean (SD)

Condom use self-efficacy - Polarity - Higher values are better

Separate tables for each outcome because n's are different

Condom use outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, 12 Control, Control, 3 Control,6 Control, 12
Baseline, N =50 month, N = month, N =17 month, N = 11 Baseline, N month, N= month, N= month, N =
=55 18 12
Condom use 0.67 (0.28) empty data 0.84 (0.2) 0.84 (0.25) 0.69 (0.27) empty data 0.79 (0.23) 0.75(0.32)
knowledge
Mean (SD)

Condom use knowledge - Polarity - Higher values are better
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Separate tables because n's are different

STI/HIV knowledge outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, 12 Control, Control,3 Control, 6 Control, 12
Baseline, N = 50 month, N = 36 month, N =17 month, N = 11 Baseline, N month, N= month, N= month, N =
=55 30 18 12
STI/HIV 0.64 (0.22) 0.73 (0.21) 0.76 (0.21) 0.77 (0.19) 0.63 (0.21) 0.57 (0.27) 0.72(0.18) 0.7 (0.24)
knowledge
Mean (SD)

STI/HIV knowledge - Polarity - Higher values are better

TIDier Checklist

Study details
. The HIV/STI epidemic in the US disproportionately affects Black youth and HIV/STI incidence and prevalence in this

Rationale/theory/Goal 4., remains high. Numerous interactive effects across individual, social and structural domains impact vulnerability,
including racism, discrimination, and neighbourhood disadvantage. Gender role norms, mental iliness, and emotion
regulation are mediators of HIV/STI risk-related behaviours, as they can contribute to some youth engaging in risk
behaviours such as condomless sex to cope with feelings such as sadness or inferiority. Targeting these mediators may
reduce HIV/STI risk, for example interventions that incorporate affect management and emotion regulation could address
the affective components of the sexual decision making process (p. 767-768).

- Participants were recruited from outpatient mental health treatment programs or general community settings via
Procedures used community partner referrals, face-to-face encounters, flyers and social media.

- All participants provided written informed consent.

- After initial screening for preliminary eligibility, participants underwent an interviewer-administered structured clinical
interview using the MINI International Neuropsychiatric Inventory (van Vliet & de Beurs, 2007) to determine mental health
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Setting/location of
intervention

Other details

Study arms

Intervention (N = 52)

diagnoses and rule out exclusionary conditions (e.g., active psychosis, schizophrenia). The most frequent diagnoses
were substance use disorders (15%), obsessive-compulsive disorder (7%) and post-traumatic stress disorder (6%).

- Participants were randomised to either the intervention or control group, and the study design included a pre-test,
immediate post-test, 3-, 6- and 12-month follow up assessments. At the baseline and follow-ups, participants completed a
computer-assisted personal interview (CAPI) and were also tested for HIV (oral swab) and Chlamydia and Gonorrhoea
(urine sample).

- The study had a fixed completion date of December 2016 so many participants were only scheduled to complete the 3-
month follow up.

(p. 768-769)
All research activities took place at the University of Pennsylvania School of Nursing (p. 768)

Although participants were tested for HIV (oral swab) and Chlamydia and Gonorrhoea (urine sample) at baseline and
follow up assessments, the paper reports that the number of positive HIV/STI cases was too small to include in effect
estimations (p. 769)

No information on remuneration

Project GOLD: a psychoeducational STI/HIV prevention intervention designed to address the role of mental illness and emotion regulation in sexual risk among

heterosexually Black youth.

Brief name

Project GOLD: We are Kings and Queens (p. 768)
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Rationale/theory/Goal The intervention was designed to enhance culturally and contextually relevant, developmentally and psychologically
appropriate sexual health promotion programs for Black youth. The intervention drew from psychology, developmental
and behaviour change theories, and was embedded in a social determinants of health framework (p. 769).

Materials used No specific materials reported

Procedures used Intervention sessions included content on emotion regulation, such as meditation skills, which was used to explore
alternatives to using sex as a coping strategy. The intervention also addressed the way emotions such as anger and
sadness can affect decisions about sex. Other activities were used to highlight social determinants of sexual behaviours
such as financial independence and stability, navigating parental conflict and residential instability, and dealing with daily
stressors such as racism (p. 769).

Provider Sessions were delivered by facilitators who underwent 16 hours of training (p. 769)

Method of delivery Face to face. Unclear from paper whether this was 1-to-1 or group sessions, but no details provided on group sizes or
format so presumed individual sessions.

Intensity/duration of 6 hours: 2 x 3 hour sessions (p. 769)
the intervention

Tailoring/adaptation None reported

Unforeseen None reported
modifications

Planned treatment Facilitators rated activity adherence after each session (p. 769)
fidelity

Actual treatment Reported fidelity was 98% (p. 769)
fidelity

Control (N = 56): General health comparison (diet and exercise content)

. No specific materials reported
Materials used

Procedures used Limited information provided. Paper states it was a general health control condition (i.e. diet, exercise) (p. 769)
Provider Sessions were delivered by facilitators who underwent 16 hours of training (p. 769)
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Method of delivery Face to face (p. 769)

Intensity/duration
of the intervention

Tailoring/adaptation None reported

Unforeseen
modifications

None reported

Planned treatment
fidelity

Actual treatment
fidelity

Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation
process

Domain 2a: Risk of bias due to deviations from the
intended interventions (effect of assignment to
intervention)

Domain 2b: Risk of bias due to deviations from the
intended interventions (effect of adhering to
intervention)

Domain 3. Bias due to missing outcome data

Facilitators rated activity adherence (p. 769)

Reported fidelity was 98% (p. 769)

Risk of Bias

Some concerns

Low

Low

Some concerns

Unclear; assumed same duration as intervention group (2 x 3 hour sessions) but no information provided

Reason

Randomisation and allocation concealment procedures appropriate but baseline
differences between groups on some key variables: control participants had
significantly more sexual partners at baseline, more same month partner
concurrency, and higher past 30-day alcohol use than intervention participants

Deviation from intended interventions unlikely

Intervention was 1-to-1 session with trained facilitator so intervention adherence
likely to be high. Intervention fidelity reported as 98%

Significant attrition for 6- and 12-month follow ups but this was due to fixed study
completion date so participants that were recruited late to the study were unable to
complete follow-ups beyond 3 months. Attrition from baseline to 3-month follow-up
was 17% in the intervention group and 27% in the control group, although there
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Section Risk of Bias Reason

was no significant difference in attrition between groups. Participants who dropped
out were younger than completers (M = 15.5 vs 16; p = 0.005)

DElEl e [2RE ) e i GRS G e L Appropriate measures used and outcome assessments completed using CASI.
Domain 5. Bias in selection of the reported result Some concerns Trial not registered
el es o Blesiness S GOTEETE Baseline differences between groups, high attrition and trial not registered

Partially applicable
Overall Directness (US study)

Bibliographic Brothers, Jennifer; Hotton, Anna L; Hosek, Sybil G; Harper, Gary W; Fernandez, M Isabel; Young Women Living with HIV: Outcomes from
Reference a Targeted Secondary Prevention Empowerment Pilot Trial.; AIDS patient care and STDs; 2016; vol. 30 (no. 5); 229-35

Study details

Trial registration Not reported
number
Aim A pilot RCT to assess the preliminary efficacy of the EVOLUTION intervention to reduce sexual risk for young women living with HIV.

Country/geographical Baltimore, Maryland; Chicago, lllinois; and Tampa, Florida; USA
location

Setting 3 participating Adolescent Medicine Trials Network for HIV/AIDS Interventions (ATN) clinical sites in Maryland, lllinois and Florida.
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Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

- Young women living with HIV

- Age 16-24

- Receiving medical care at one of the 3 participating sites or their community partners

- Able to understand written and spoken English

- Free of any active, serious psychiatric symptoms that would impair their ability to meet study requirements

- Not intoxicated at the time of enrolment

None reported

Participants were randomised at each study site to one of the two study arms in a 1:1 ratio (EVOLUTION intervention or HEALTH/LIFE
SKILLS control). No information on method of randomisation.

Not reported

Participant

Participant

Participant characteristics were compared at baseline using Pearson chi-square tests for categorical variables and t-tests or Wilcoxon
rank-sum tests for continuous variables. Fisher’s exact chi-square tests were used for comparison of categorical variables with cell
sizes <5. Analysis of intervention efficacy was based on an intent-to-treat approach. Effects of the intervention on each of the primary
and secondary outcomes were evaluated using generalized estimating equations (GEE) to account for correlation among

repeated measures, with link functions as appropriate based on the distribution of the outcome variable. Models were fit that

included an indicator for group, time, and a group by time interaction to assess whether the intervention and control groups differed in
response to the intervention over time. In the absence of a significant interaction, average group differences across the entire follow-up
period were also assessed. Effect estimates from the models presented reflect average group differences from baseline and immediate
postintervention and the 3-month post-intervention follow-up, and are represented as odds ratios for binary outcomes, rate ratios for
count outcomes, and mean differences for continuous outcomes. Adjusted models included an indicator for time, age at baseline, and
the value of the outcome at baseline.

Other potential confounders that were considered empirically or conceptually important and those for which baseline comparisons
yielded p < 0.2 (including ATN site, age, and number of sex partners) were assessed in multivariable models but were not included in
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Uptake

Attrition

Study limitations
(author)

Study limitations
(reviewer)

Source of funding

the final models because they were not statistically significantly associated with the outcome and did not alter the intervention effect
estimates significantly.

Results were similar when participants who never attended a group session (n = 4) or who withdrew from the trial (n = 2) were
excluded. Findings presented here are based on the intent-to-treat analysis. The data were also analysed using ANOVA with mean
differences for continuous outcomes and yielded similar results. Therefore, it was decided to present the data using GEE, while
recognizing the limitation of the small sample size. Data were analysed using SAS software version 9.3 (SAS Institute, Cary, NC).

Not reported

Of 43 young women who were enrolled into the trial, 36 (84%) women completed the baseline, immediate post and 3-month post
assessments; 1 completed the baseline and immediate post assessments but not the 3-month assessment; 2 completed only the
baseline and 3-month post assessments; and 4 completed only the baseline assessment.

There were no statistically significant differences by intervention group or patient characteristics between women who completed all
three of the assessments compared to those who did not, although those who completed all three assessments tended to be older
(median age 21 vs. 17, p = 0.111) and more likely to be taking antiretroviral therapy at baseline (64% vs. 29%, p = 0.110) than those
who did not complete all three assessments.

Although the small sample size was appropriate for the objectives of a feasibility trial, the sample size was too limited to conduct
a robust or theory driven analysis and therefore limited the interpretation of the data and the intervention’s relationship to the theory that
guided it. Efficacy of this intervention could not be determined from this small trial.

Young women in the trial reported far fewer sexual risks and higher empowerment and self-efficacy scores at baseline than anticipated
from our initial pilot and from existing literature. A little over half of the young women in the trial did not report any vaginal intercourse in
the 3 months prior to baseline and 25% reported having no male sexual partners in the last 3 months. Alongside these observed low
rates of HIV risk behaviour, at baseline the young women in both groups scored very high on the self-efficacy scales and
questionnaires, leaving very little room for significant change in outcomes such as self-efficacy for limiting HIV risk behaviour. It is
unclear whether the young women in the trial are representative of young women living with HIV in the general population or if this
phenomenon is a product of sample selection from the clinical sites where young women are already engaged and retained in care.

There was a significant difference in HIV transmission risk behaviours at baseline: 43% of women in the intervention group reported
having 2 or more sex partners in the prior 3 months, compared to 29% of women in the control group (p = 0.094).

This study was supported by The Adolescent Medicine Trials Network for HIV/AIDS Interventions (ATN) from the National Institutes of
Health [UO1 HD 040533 and U01 HD 040474] through the National Institute of Child Health and Human Development (Lee
Kapogiannis), with supplemental funding from the National Institutes on Drug Abuse (Kahana Davenny) and Mental Health (Allison
Brouwers).
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Study arms

Intervention (N = 22)

"EVOLUTION: Young Women Taking Charge and Growing Stronger." This intervention provided young women with sexual HIV risk reduction education along
with behavioural and cognitive skills building activities to reduce the risk of transmitting HIV to others and lead healthier lives.

Control (N = 21)

HEALTH/LIFE SKILLS; an attention-matched control arm focusing on health, nutrition, exercise and life skills.

Characteristics

Arm-level characteristics

Age; MedianlQR

Gender, female

Ethnicity

African-American / non-Hispanic
White/Hispanic/other race/ethnicity
Sexual orientation
Heterosexual

Bisexual

Intervention (N = 22)
21 (19 to 23)

n=22;% =100

n=19; % =86.4

n=3;%=13.6

n=19; % =86.4

n=3;%=13.6
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Control (N = 21)
20 (17 to 22)

n=21;% =100

n=16;% =76.2

n=5;%=238

n=15;%=71.4

n=6; % =28.6
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Intervention (N = 22) Control (N = 21)

Time since HIV diagnosis n=2:%=91 n=3:%=143
< 12 months ' ’ ’ ’
Taking ARV medications n=13; % =59.1 n=12; % =57.1
Outcomes
Baseline
Study timepoints  Immediate post-test (immediately after all intervention sessions had been completed; ~9 weeks)
3 (month)
Condom use outcomes - sexually active participants
Analyses were restricted to those reporting 1 or more sex partners at each time point
Intervention Control
Baseline Post-test 3 (month) Baseline Post-test 3 (month)
N =17 N =15 N=12 N=13 N=15 N=13
Unprotected vaginal or anal
intercourse
Number and % of participants reporting any n=7;%=412 n=3;%=20 n=6;% =50 n=7;%=539 n=5;%=333 n=6;% =462

episodes in prior 3 months

Polarity: Lower values are better

Condom use outcomes - all participants

Not restricted to sexually active participants
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Baseline
N=19
Condom use self-efficacy; Mean/SD
Assessed with 28 item scale 4.67 (0.34)

Polarity: Higher values are better

TIDier Checklist

Study details

Intervention Control
Post-test 3 (month) Baseline Post-test 3 (month)
N=18 N=18 N=19 N=18 N=18
4.47 (0.56) 4.58 (0.45) 4.32(0.6) 4.36 (0.53) 4.15 (0.52)

There is a need for continued prevention work among young women living with HIV, but the literature on how best to reduce sexual risk

Rationale/theory/Goal

and increase the health and well-being of young women living with HIV is scarce. Publications on the topic of secondary prevention
among young women living with HIV is limited (p. 229).

Potential participants were approached by research staff members at each clinical site to explain the study, gauge interest in
participation, and gather written informed consent for those interested and eligible. A waiver of parental permission was granted by each
IRB. All participants completed a baseline behavioural assessment using audio computer-assisted self-interview (ACASI). Participants

Procedures used

were then randomized at each site to one of the two study arms in a 1:1 ratio: (1) the EVOLUTION intervention or (2) a HEALTH/LIFE

SKILLS focused time and attention matched control condition. Participants returned for post-intervention assessments via ACASI
immediately after the intervention sessions. They were also completed at 3 months postintervention. Participants were compensated for
their time as determined by each site’s IRB (p. 230).

Study arms

Intervention (N = 22)
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"EVOLUTION: Young Women Taking Charge and Growing Stronger." This intervention provided young women with sexual HIV risk reduction education along
with behavioural and cognitive skills building activities to reduce the risk of transmitting HIV to others and lead healthier lives.

Brief name

Rationale/theory/Goal

Materials used

Procedures used

Provider

Method of delivery

Setting/location of
intervention

EVOLUTION: Young Women Taking Charge and Growing Stronger (p. 229).

The intervention is guided by the Theory of Gender and Power and developed based on data collected from focus groups held with
young women living with HIV, alongside a review of existing interventions. It attempts to address the moderating factors of young
women's sexual risk behaviour such as gender roles, cultural norms, perceived control over sexual relationships, social support, and
self-efficacy and self-confidence (p. 230).

No specific materials reported

The intervention comprised 9 sessions: 7 group and 2 individual sessions. Each group comprised of 6-8 young women. Session
activities were designed to empower the young women with the knowledge, skills and tools to accurately identify and assess their
social environment and emotional state. Activities aimed to develop life goals and gain power over their actions in order to reduce the
risk of transmitting HIV to others.

Session topics included traditional HIV risk reduction education and sexual negotiation skills, as well as forgiveness, emotional
regulation, communication and relationships. Themes of sexuality, what it means to be a woman with HIV, healthy and unhealthy
relationships, self-esteem, and becoming a healthy sexual being were embedded throughout the program.

(p. 230)

Trained facilitators who attended a 3-day training session led by the Principal Investigator and Project Director. The training included
protocol and data management procedures, group facilitator expectations, group facilitation techniques, intervention fidelity monitoring,
and a session-by-session walk-through of the intervention manual. The facilitators then practiced delivering both intervention
conditions during the training. Interventionists were given feedback based upon their knowledge of the material, their ability to maintain
fidelity to the intervention manual while building rapport with mock participants (p. 230).

Small group sessions and individual sessions (p. 230)

Participating clinic sites (p. 230)
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Intensity/duration of 9 sessions, each lasting 2-3 hours, taking place approximately weekly for 9 weeks (p. 230)
the intervention

Tailoring/adaptation None reported

Unforeseen None reported; unlikely
modifications

Once the trial was launched, interventionists recorded every session and sent it to the Project Director for review. The recorded

PI
anned treatment sessions were compared to the manuals and feedback to interventionists was provided during weekly supervision calls (p. 231).

fidelity

Actual treatment Not reported
fidelity

Control (N = 21)

HEALTH/LIFE SKILLS; an attention-matched control arm focusing on health, nutrition, exercise and life skills.

S e HEALTH/LIFE SKILLS control arm (p. 230)

Materials used No specific materials reported

This was a time and attention matched control group, consisting of 9 sessions (7 group and 2 individual). Each group comprised 6-8
women. The HEALTH/LIFE SKILLS control arm aimed to build life skills. Activities focused on topics such as health, internet safety,

P d d
rocedures use nutrition, and exercise, as well as life skills needed to manage finances and prepare for the workforce (p. 230).

Provider Trained facilitators (p. 230)

Method of delivery Face to face; 7 small group sessions and 2 individual sessions (p. 230)

Setting/location of Participating medical clinics (p. 230)
intervention

265
Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Intensity/duration of 9 sessions, each lasting 2-3 hours, taking place approximately weekly for 9 weeks (p. 230)

the intervention
Tailoring/adaptation None reported

Unforeseen None reported; unlikely
modifications

Planned treatment
fidelity

Actual treatment Not reported
fidelity

Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended interventions
(effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended interventions
(effect of adhering to intervention)

Domain 3. Bias due to missing outcome data

Risk of Bias

High

Low

Some concerns

Low
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Once the trial was launched, interventionists recorded every session and sent it to the Project Director for review. The recorded
sessions were compared to the manuals and feedback to interventionists was provided during weekly supervision calls (p. 231).

Reason

Limited information on randomisation procedure
or allocation concealment. No baseline
differences in sociodemographic characteristics
but baseline differences in HIV transmission risk
behaviours.

Deviation from intended interventions unlikely; ITT
analysis used

Intervention adherence not assessed. 4
participants did not attend any intervention
sessions but were retained in analyses.

Low level of missing data and no group
differences in attrition
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Section Risk of Bias Reason

Standardised outcome assessments conducted
Domain 4. Bias in measurement of the outcome Low via ACASI
Domain 5. Bias in selection of the reported result Some concerns Trial not registered, pilot study

Limited information on randomisation; baseline

Overall bias and Directness Risk of bias judgement: High differences between groups; intervention
adherence not assessed; trial not registered

Partially applicable

Overall Directness (US study)
Bibliographic Chandler, R.; Ross, H.; Paul, S.; Shittu, A.; Lescano, C.; Hernandez, N.; Morrison-Beedy, D.; The HIP LADIES: A Pilot Health Improvement
Reference Project for HIV Prevention in Black College Women; The Journal of the Association of Nurses in AIDS Care : JANAC; 2019; vol. 30 (no. 4);
474-487
Study details
Trial registration Trial not registered
number
Study start date Jan-2014
Study end date Oct-2014

To pilot-test a manualised HIV prevention intervention for Black college women (HIP LADIES) compared to an educationally equivalent
Aim program about health promotion (COST).
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Country/geographical Florida, USA

location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

Uptake

A research-intensive Traditionally White Institution (TWI) and a teaching-focused Historically Black College/University (HBCU) in Florida

- Female

- Age 18-24 years

- Able to read and speak in English

- Self-report race as Black African American and/or Black Hispanic

- Not pregnant or actively trying to become pregnant and no births within the past 6 months
- Sexually active with a male partner in the past 3 months

None reported

The research coordinator at each study site used a permutated block randomisation procedure to maintain a balanced mix of
intervention and control groups.

The prescribed randomisation sequence remained secure through the use of a card and envelope system that kept the assignments
concealed until the time of enrolment.

Participant

Participant

Descriptive statistics of the study population (demographic and sexual behaviour factors) were delineated as M (SD) for continuous
variables and frequencies (percentages) for categorical variables. T-tests/chi-square tests were initially conducted to determine
statistically significant differences between program intervention and control baseline characteristics. Preliminary effectiveness of the
intervention was assessed using analysis of covariance (i.e., whether the postintervention means differed between the two groups after
adjusting for baseline scores). Data were also adjusted for variation due to site. A measure of effect size was calculated as the
standardised difference between the adjusted group means post-intervention. The effect size for the various outcomes were classified
as <0.3 = small, 0.3-0.5 = medium, and. >0.5 = large (Cohen, 1988). A significance level of p = .05 was used for hypothesis testing.
SPSS 23 was used for data management and statistical analysis.

Not reported
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Thirty-six participants were assigned to the intervention and control groups. For the intervention group, 29 (81%) completed pre-test

measures and 25 (69%) completed all intervention sessions and 3-month post-test assessments. For the control group, 28 (78%)

completed pre-test measures and 21 (58%) completed all sessions and 3-month post-test assessments. Data analyses were restricted
Attrition to those completing all sessions and pre- and 3-month follow up assessments (intervention n = 25; control n = 21).

Paper did not report whether attrition significantly differed by group.

The study was implemented at a teaching-focused institution and a research-intensive institution. Success at the latter academic
institution was reflected in participant familiarity with standard research procedures (e.g. enrolment, study attendance) and

Study limitations preparedness to engage in this study. The teaching-focused institution required more human resources to ensure that study procedures
(auth):)r) were congruent with those in the research institution.

It was not possible to use objective measures to substantiate behavioural outcomes.

Participants were recruited from either a Traditionally White Institution (TWI; where 57% of enrolled students self-identify as White) or a
Historically Black College/University (HBCU; where more than 80% of enrolled students self-identify as Black). There may be important
Study limitations differences between Black women attending these different institutions but no analyses by study site were reported.
(reviewer)

Pilot study with small participant numbers.

This study was funded by the National Institutes of Health, National Institute of Nursing Research (NINR). Mentored Research Scientist
Source of funding Development Award (KO1) KO1NR013435-01A1 (PIl: Rasheeta Chandler).

Study arms

Intervention (N = 29)

Health Improvement Project for LADIES (HIP LADIES): a manualised small-group HIV prevention intervention based on the IMB model and designed for Black
college women

Control (N = 28)

College-Oriented Safety Topics (COST): a structurally equivalent intervention addressing college health and safety topics such a breast health, nutrition and
sleep.
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Characteristics

Study-level characteristics

Gender
Female

Ethnicity

Black African-American / Black Hispanic
Arm-level characteristics

Intervention (N = 29)

Age Mean/sD 20.7 (1.4)

Outcomes

Study timepoints 3 (month)

Condom use outcomes

Paper reports mean/SE; SDs calculated by analyst

Condom use self-efficacy; Mean/sb
Assessed using 7-item scale

Study (N = 57)

n=57; % =100

n=57;% =100

Control (N = 28)

20.1(1.2)
Intervention Control
3 (month) 3 (month)
N =24 N =21
21.03 (5.78) 19.71 (5.77)
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Intervention Control
3 (month) 3 (month)
N=24 N =21
Polarity: Higher values are better
STl Knowledge outcomes
Paper reports mean and SE; SDs calculated by analyst.
Mean HIV knowledge scores at follow-up were adjusted for baseline scores
Intervention Control
3 (month) 3 (month)
N =25 N =21
HIV Knowledge; Mean/sD
Assessed using 18-item HIV Knowledge Questionnaire 18.13 (2.2) 15.06 (2.02)

Polarity: Higher values are better

TIDier Checklist

Study details

College campuses are pertinent microenvironments when considering young Black women's vulnerability to HIV and the potential for
Rationale/theory/Goal H|V/STI transmission in Black college students is high. Despite the availability of HIV and STI information, many other sociocultural
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Procedures used

Study arms

Intervention (N = 25)

factors contribute to the persistence of sexual behaviours that put young Black women at risk for HIV. Effective HIV prevention
interventions need to focus on sociocultural as well as information barriers (p. 474).

Electronic flyer distribution (e.g., campus media) and in-person recruitment were used at the TWI. HBCU recruitment strategies included
in-person pre-screening and on-campus flyer distribution at a number of student organisations and campus landmarks, which were
identified as high traffic areas for the study population. One-hour enrolment appointments were scheduled for participants at both sites;
participants also received e-mail and telephone reminders for upcoming appointments.

Baseline, 1-week and 3-month surveys were conducted using audio computer-assisted self-interview (ACASI) and participants were
able to navigate the survey at their own pace. A brief tutorial for operating the ACASI program was provided.

At enrolment appointments, students were introduced to the principal investigator and study coordinator. The study coordinator provided
an overview of the study purpose and schedule. It was explained that participants were expected to meet for a total of seven times. The
first session included consent, enrolment, and baseline assessment (in a 1-hr enrolment appointment). Sessions 2-5 represented 4
consecutive weekly intervention sessions where, each week, participants would meet with their assigned groups at the specified dates,
times, and locations. Sessions 6 (1-week postintervention) and 7 (3-month follow-up) served as data collection sessions and required a
1-hr appointment for time to complete assessments.

For each completed session, participants received a $15 cash incentive (maximum 7 sessions = $105 USD). To promote session
attendance at each site, e-mail reminders were sent 2 days before the weekly sessions, and telephone contact was attempted 1
day before each session. To schedule assessments, correspondence was made through e-mail and by phone.

(p. 479-480)

Health Improvement Project for LADIES (HIP LADIES): a manualised small-group HIV prevention intervention based on the IMB model and designed for Black

college women

Brief name

Health Improvement Project for LADIES (HIP LADIES) (p. 475)
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Rationale/theory/Goal

Materials used

Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Qualitative research and feedback was used to refine a pre-existing HIV prevention intervention, HIP TEENS, for implementation in
the Black college female population. The HIP LADIES intervention was based on the Information Motivation Behavioural skills model
(IMB).

Powerpoint presentations with audio and video files embedded (p. 478)

The intervention sessions presented information components about HIV transmission, prevention and safe sex behaviours. Sessions
then addressed factors influencing immediate (behaviour-focused) motivations and broader motivation regarding life goals. These
were (a) gender-specific, (b) considered personal and community

values, and (c) engaged other germane situational contexts. Intervention components addressing behavioural skills were focused on
improving assertiveness, self-efficacy, use of condoms or other risk reduction practices with partners, and identification of high-risk
situations. Behavioural skill elements also helped prepare participants to counter negative perceptions about condoms and included a
condom application demonstration for male and female condoms. Sessions included role-playing and positive feedback from
facilitators and other participants.

Sessions were constructed using a multimodal, interactive, and paired-facilitator approach to program delivery. PowerPoint
presentations served as the primary information delivery method; embedded audio and video files were added for content variability.
Interactive activities were strategically placed within certain modules to address or reinforce relevant objectives and to strengthen
group discussions and support.

(p. 475-476)

Intervention peer facilitators were African American, largely graduate or doctoral-level students at their respective institutions, and
represented diverse academic majors such as public health (e.g., prevention, promotion, administration), social work, and psychology.
Facilitators received 2 consecutive days of training approximately 1 month before study implementation (p. 476).

Face to face small group sessions containing 6 participants (p. 480)

Colleges in Florida: either a research-intensive Traditionally White Institution (TWI) or a teaching-focused Historically Black
College/University (HBCU) (p. 475)

4 consecutive weekly intervention sessions lasting 90 minutes each (p. 478)

None reported
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Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Control (N = 21)

None reported; unlikely

Fidelity of program delivery was established across the participating institutions by randomly attending at least 50% of all HIP LADIES
sessions in person, supplemented by digital recordings of all sessions. Facilitators were scored using two benchmarks, adherence and
competence, rated on a 5-point scale from 1 (very well) to 5 (not very well). Evaluation forms were designed to follow each

module within the scheduled session. Checklists were used to assess adherence to program content (e.g., information, activities); as
well as facilitator delivery styles and content proficiency (competence) (p. 476).

The total mean scores for adherence and competence were 1.5 (Very well/well) for the intervention program (p. 476).

College-Oriented Safety Topics (COST): a structurally equivalent intervention addressing college health and safety topics such a breast health, nutrition and

sleep.

Brief name

Materials used

Procedures used

Provider

Method of delivery

College-Oriented Safety Topics (COST) (p. 476)

Powerpoint presentations with audio and video files embedded (p. 478)

C.0.S.T. module topics included breast health, nutrition, collegiate stress management, and body augmentation. The sessions
covered issues such as breast cancer screening, breast cancer risk, risk sensitisation, healthy eating, menu planning, assertive
communication, goal setting and self-empowerment (p. 476 and p. 478).

As with intervention sessions, control sessions were constructed using a multimodal, interactive, and paired-facilitator approach to
program delivery. PowerPoint presentations served as the primary information delivery method; embedded audio and video files were
added for content variability. Interactive activities were strategically placed within certain modules to address or reinforce relevant
objectives and to strengthen group discussions and support (p. 476).

Intervention peer facilitators were African American, largely graduate or doctoral-level students at their respective institutions, and
represented diverse academic majors such as public health (e.g., prevention, promotion, administration), social work, and psychology.
Facilitators received 2 consecutive days of training approximately 1 month before study implementation (p. 476).

Face to face small group sessions containing 6 participants (p. 480)
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Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Colleges in Florida: either a research-intensive Traditionally White Institution (TWI) or a teaching-focused Historically Black
College/University (HBCU) (p. 475)

4 consecutive weekly intervention sessions lasting 90 minutes each (p. 478)

None reported

None reported; unlikely

Fidelity of program delivery was established across the participating institutions by randomly attending at least 50% of all

COST sessions in person, supplemented by digital recordings of all sessions. Facilitators were scored using two benchmarks,
adherence and competence, rated on a 5-point scale from 1 (very well) to 5 (not very well). Evaluation forms were designed to follow
each module within the scheduled session. Checklists were used to assess adherence to program content (e.g. information, activities);
as well as facilitator delivery styles and content proficiency (competence) (p. 476).

The total mean scores for adherence and competence were 1.5 (Very well/well) for the control program (p. 476).

Risk of Bias Assessment

Section Risk of Bias Reason
Randomisation procedures appropriate; no
Domain 1: Bias arising from the randomisation process Low baseline differences between groups
Domain 2a: Risk of bias due to deviations from the intended interventions Earticipa_nts &g peop/e de/iverir!g the
Low interventions were blind to condition

(effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended interventions
(effect of adhering to intervention)

Intervention implementation assessed and

Some concerns adequate but adherence not assessed
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Section Risk of Bias Reason
Moderate attrition and paper did not report
Domain 3. Bias due to missing outcome data Some concerns whether attrition significantly differed by group.
Appropriate measures used; assessments were
Domain 4. Bias in measurement of the outcome Low stazdardised and conducted using ACASI. Pilot
study
Domain 5. Bias in selection of the reported result Some concerns Trial not registered

Intervention adherence not assessed; trial not

Risk of bias judgement: Some ;
registered

concerns

Overall bias and Directness

Partially applicable
Overall Directness (US study)

Bibliographic Crosby, Richard A; Charnigo, Richard J; Salazar, Laura F; Pasternak, Ryan; Terrell, vy W; Ricks, JaNelle; Smith, Rachel V; Taylor,
Reference Stephanie N; Enhancing condom use among Black male youths: a randomized controlled trial.; American journal of public health; 2014; vol.
104 (no. 11); 2219-25

Study details

Trial registration Not reported
number

Study start date 2010

Study end date 2012
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Aim

Country/geographical
location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

To test the efficacy of a brief clinic-based sex-positive intervention to promote correct and consistent condom use among Black male
youths attending STI clinics.

3 southern US cities: New Orleans, LA; Baton Rouge, LA; and Charlotte, NC.

Private rooms in STI clinics

- Male aged 15-23 years

- Self-identifying as Black

- Engaging in penetrative sexual intercourse at least once in the prior 2 months
- Not knowingly HIV positive

None reported

Participants were randomised with a computer-generated algorithm.

The allocation technique was concealed. The randomised sequence was transposed to separate index cards which were placed in
sealed envelopes. The envelopes were placed in pre-packaged and ID-numbered enrolment folders. For each newly enrolled
participant, project staff used the next available ID number and folder. Envelopes were only opened after baseline survey completion.

Participant

Participant

An intent-to-treat design was used; there were no cases of crossover between groups. First, to identify statistically relevant
covariates, bivariate associations were tested between group assignment and various demographic measures and potential
confounders for significance. Except where otherwise indicated, groups were compared on nominal and ordinal variables with the Chi
squared or Fisher exact test and on interval and ratio variables with the t test. After unadjusted group comparisons were performed on
the primary dependent behavioural variable, logistic regression models were fit to examine group differences in correct and

consistent use at 2 months and at 6 months, with adjustment for correct and consistent use at baseline, history of CT or GC, age, and
treatment group. A logistic regression model with generalized estimating equations was also fit to estimate the adjusted association of
correct and consistent use with each covariate over both follow-up visits. Finally, a nonparametric rank sum test was used to determine
whether change scores (baseline to 2 months and baseline to 6 months) significantly differed by group assignment for correct and
consistent use as well as whether change scores (history to 6 months) significantly differed by group assignment for CT or GC. Data
analyses were performed with SPSS version 20.0 (IBM, Armonk, NY) and SAS version 9.4 (SAS Institute Inc, Cary, NC).
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Uptake

Attrition

Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 349)

Not reported

702 participants were recruited at baseline. Retention at the 2-month assessment was comparable between intervention (70.8%) and
control (73.9%) conditions (p = .35). Similarly, no significant differences in retention were observed at the 6 month assessment for
intervention (78.5%) and control (73.9%) groups (p = .16).

As is true for all sexuality research, findings were limited by the validity of self-report.
The use of a convenience sample limited the generalizability of the findings to other populations of Black male youths.

Randomization did not produce pre-test equivalence between study arms. Although there was no reason to believe that these
differences were not attributable to chance, baseline differences were controlled for in the analyses and still found significant effects.

The study does not explicitly state that this is a one-to-one intervention. There is no evidence that this is a group-based intervention so it
is presumed to be one-to-one, but the paper does not specifically state this.

For participants younger than 18 years, only those who provided details of a parent or guardian who could provide in-person parental
consent were eligible to participate. This group may not be representative of all sexually active males aged 15-18 years.

There were baseline differences on key variables: intervention participants were significantly less likely to report correct and consistent
condom use, and were more likely to report a history of STls. Although controlled for in the analyses, these baseline differences indicate
the potential for key unassessed differences in sexual behaviour that may influence intervention efficacy.

This study was funded by the National Institute of Mental Health (grant RO1TMHO083621).

Adapted version of Focus on the Future (FoF): a sex positive intervention focusing on correct and consistent condom use

Control (N = 353)

Attention-equivalent control condition including slides focused on basic STI knowledge and prevention
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Characteristics

Arm-level characteristics

Age; Mean/sD
Gender Male

Ethnicity
Self-identifying as Black

Ever incarcerated

Sexual identification
Heterosexual

Bisexual

Homosexual or gay

Sexual partners, lifetime Mean/sb

Sexual partners, past 2 months Mean/sb

Outcomes
Baseline
Study timepoints 2 (month)
6 (month)

Condom use outcomes

Intervention (N = 349)
19.8 (1.8)

n =349 ; % =100

n=349; % =100

n=119; % =427

n=291; % =83.4
n=22;%=6.3
n=26;%=74
19.8 (20.2)

3.3(7.2)

279

Control (N = 353)
19.5 (2)

n=353; % =100

n=353; % =100

n=121;% =425

n=298; %=2844
n=17;%=4.8
n=17;%=4.8
17 (17.9)

2.8 (5.1)
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Correct and consistent condom use is defined as condom use 100% of the time and no condom use errors (slippage during intercourse, slippage during
withdrawal, breakage, late application, or early removal).

Intervention Control
Baseline 2 (month) 6 (month) Baseline 2 (month) 6 (month)
N = 349 N =349 N =349 N = 353 N = 353 N = 353
Correct and consistent condom use
n=59;%=16.9 n=187;%=53.5 n=180;%=51.5 n=95;%=26.9 n=175; % = 49.6 n=166; % = 46.9

Number and % of participants

Polarity: Higher values are better
Paper reports that the 6-month multivariable model for the dependent behavioural variable (correct and consistent condom use) had data from 420 participants.

After adjustment for age, history of chlamydia or gonorrhoea, and baseline levels of the outcome variable, the model yielded an EOR of 1.63 (95% CI = 1.07,
2.49; P = .02), which supported intervention efficacy.

STl Incidence outcomes

STl incidence not assessed at the 2-month follow-up

Intervention Control
Baseline 6 (month) Baseline 6 (month)
N = 349 N = 349 N = 353 N = 353
STl incidence (CT or GC)
No of events n=65;%=19.1 n=33;%=94 n=53;%=16.3 n=26;%=74
Polarity: Lower values are better
280
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Study details

Most behavioural interventions addressing STls have focused solely on young women or MSM; few have focused on young Black men
who have sex with women. The primary method of preventing disease acquisition and transmission among young Black men is the

Rationale/theory/Goal consistent and correct use of male latex condoms but these are vastly underused. Overcoming barriers to condom use may prevent
STls (p. 2219).

Recruitment procedures were standard across all study sites. After a potentially eligible patient completed his medical exam, clinic staff

notified a research staff member. Researchers used a private exam room to screen for eligibility. Persons younger than 18 years were

asked whether they had a parent or guardian who would be able to provide in-person parental consent for enrolment. After an

eligible person assented, he was asked for permission to contact 1 parent or guardian to obtain consent. All others provided written

informed consent. After enrolment, an audio computer-assisted self-interview was administered in a private area. After the survey,

participants were randomised using a computer-generated algorithm. Next, participants provided a urine sample for gonorrhea and

chlamydia testing. They received results within 2 weeks. Research staff contacted those testing positive to return to the clinic for prompt
Procedures used treatment. Contact information was collected and participants were compensated with a $50 gift card. Participants were

frequently recontacted to return for follow-up assessments (occurring ~2 months and ~6 months after baseline). $50 gift cards were also

provided at these follow-up assessments. The 6-month follow-up assessment included retesting for gonorrhea and chlamydia (p. 2219).

In both conditions, participants were given free access to a wide variety of condoms and lubricants and told them to take as many
as they could fit into a bag we provided We provided condoms and lubricants in an identical manner at the 2- and 6-month follow-up
assessments. We also informed all participants that condoms could be obtained at the clinic at any time (p. 2220)

Setting/location of Private rooms in STI clinics in the southern United States (p. 2219)
intervention

Study arms
Intervention (N = 349)

Focus on the Future (FoF): a sex positive intervention focusing on correct and consistent condom use, plus free access to condoms and lubricants

B e Focus on the Future (FoF) (p. 2219).

_ The intervention is an adapted version of FoF which was previously used for Black men aged 18-29 years testing positive for an STI.
Rationale/theory/Goal The adapted version was more suitable for use with younger males 15-23 years and could be used regardless of STI diagnosis. The
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Materials used

Procedures used

Provider
Method of delivery

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

program is designed to overcome barriers to condom use for Black male youths. Established barriers include perceived reduction in
sexual pleasure and ability to perform; problems with condom fit and feel; and reduced self-efficacy to use condoms. The FoF
intervention is pleasure focused and seeks to address and overcome these barriers (p. 2220).

Slides, posters and graphs for visual presentations.
Condoms, lubricants and anatomical models for condom use demonstrations.
All participants were given free access to a wide variety of condoms and lubricants to take away.

(p. 2220).

FoF sessions comprise a number of objectives, including making participants aware that Black males experience a disproportionate
share of AIDS cases and other STls; having conversations about the participants' prior positive condom use or other positive sexual
behaviour; discussing any issues the participant may have with using condoms; achieving satisfactory fit and feel; providing guided
practice in the correct application and use of condoms using an anatomical model; discussing lubricants; discussing condom
negotiation skills and using role play to demonstrate how to communicate about condom use; and explaining how planning and
negotiating condom use is critical to HIV prevention (p. 2220).

Trained health educators (p. 2220)

Face to face sessions; assumed 1-to-1 (p. 2220).

1 hour sessions (average session time was 54.1 minutes) (p. 2220)

Paper reports this was a tailored intervention and states that intervention objectives were addressed in various sequences according
to individual needs (p. 2220).
None reported; unlikely

Not reported

Not reported
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Control (N = 353)

Attention-equivalent control including slides on basic STI knowledge and prevention. Plus free access to condoms and lubricants

Brief name

Materials used

Procedures used

Provider
Method of delivery

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Attention-equivalent control (p. 2220)

40 PowerPoint slides for visual presentations.
All participants were given free access to a wide variety of condoms and lubricants to take away.

(p. 2220).

Participants viewed a PowerPoint presentation focused on male and female reproductive anatomy, basic knowledge of various STls,
and 1 slide on prevention. Health educators specifically refrained from elaborating on the content of these slides unless participants
asked direct questions, in which case the educators answered in 1 or 2 sentences. Participants were also given access to a wide
variety of condoms and lubricants (p. 2220).

Trained health educators (p. 2220).

Face to face sessions, assumed 1-to-1 (p. 2220).

1 hour session (average length of time to deliver this condition was 48.5 minutes) (p. 2220).

None reported

None reported; unlikely

Not reported

Not reported
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Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended interventions
(effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended interventions
(effect of adhering to intervention)

Domain 3. Bias due to missing outcome data
Domain 4. Bias in measurement of the outcome

Domain 5. Bias in selection of the reported result

Overall bias and Directness

Bibliographic
Reference

Risk of Bias

Some concerns

Low

Low

Low
Low
Some concerns

Risk of bias judgement: Some
concerns

Overall Directness

284

Reason

Appropriate randomisation and allocation
concealment but baseline differences between
groups on key variables (correct and consistent
condom use; history of CT or GC)

No information on intervention adherence but 1-
to-1 sessions with trained health educator so
deviations unlikely

Appropriate measures used; assessments
conducted via ACASI

Trial not registered

Baseline differences between groups on key
variables (condom use and history of STIs). Trial
not registered.

Partially applicable
(US study)

DiClemente, R J; Wingood, G M; Rose, E; Sales, J M; Crosby, R A; Evaluation of an HIV/STD sexual risk-reduction intervention for pregnant
African American adolescents attending a prenatal clinic in an urban public hospital: preliminary evidence of efficacy.; Journal of pediatric
and adolescent gynecology; 2010; vol. 23 (no. 1); 32-8
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Study details

Trial registration
number

Study start date
Study end date
Aim

Country/geographical
location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Not reported

Apr-1999

Jun-2000

To test the efficacy of a peer-delivered behavioral intervention designed to enhance safer sex practices among pregnant African
American adolescents residing in the Southern U.S.

Georgia, USA

A large prenatal clinic at a public hospital serving low-income minority residents of Atlanta, Georgia

- Unmarried African American females

- 14-20 years

- Less than 21 weeks gestation

- Having vaginal sex in the previous 2 months

- Planned to deliver at the hospital where they were seeking prenatal care (to facilitate follow-up)

None reported

Not reported

Not reported but paper confirms concealment of allocation techniques were used to ensure the integrity of randomisation.

Participant
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Unit of analysis Participant

Analyses were performed only on pre-specified hypotheses using an intention-to-treat protocol with participants analysed in their

assigned study conditions irrespective of the number of sessions attended. At baseline, descriptive statistics were calculated to

summarise sociodemographic variables, psychosocial mediators, and sexual behaviours between study conditions. Differences

Statistical method(s) betweep study.conditions.at bas_eline_were_ assessed using Student's t—te_s_ts for continuous varigb_les apd _c_hi—square ana_lyses for

used to analyse the categorical variables. Variables in which differences between study conditions approached statistical significance, or which were

data theoretically or empirically identified as potential confounders, were included as covariates in the intervention efficacy analyses. To
examine intervention effects, logistic regression was used to compute adjusted odd ratios (AOR) for dichotomous behavioural outcomes
(i.e., the two measures of condom use), and repeated measures ANCOVA was used for continuous outcomes (i.e., the psychosocial
mediators). The corresponding baseline measure for the specific outcome was included as a covariate in each analysis.

Of the 311 adolescents screened, 183 met eligibility criteria. Of those not eligible to participate in the study (n=128), most reported they
Uptake had not engaged in sex during the previous two months, were unable to attend the intervention, or did not complete the baseline
assessment.

Among the 170 participants completing baseline assessments and randomised to study conditions, 137 (80.5%) were eligible to
complete the follow-up assessment - across both conditions, 30 participants delivered at another hospital and 3 experienced stillbirth.
Of the 137 eligible participants, 86 completed the follow-up assessment (47 in the intervention group and 39 in the control groups).

Attrition Attrition analyses indicate no difference between those completing the follow-up assessment and those unavailable for follow-up
assessment. Separate analyses, by study condition, also observed no difference between those completing the follow-up and those
unavailable for follow-up assessment.

e The findings may not be applicable to pregnant African American adolescents with different sociodemographic characteristics or
risk profiles (e.g., injecting drug users). Additionally, whether the findings are generalizable to other geographic regions of the
U.S. is undetermined.

¢ Another methodological concern is the reliability of self-reported outcome measures (i.e., sexual behaviours and psychosocial
scales).

e The comparison condition was not a true control as all participants received prenatal counselling which included HIV/STI

Study limitations prevention education. Thus, the provision of HIV/STI risk reduction education may have reduced the study's capacity to detect

(author) significant changes in participants' condom use and psychosocial mediators.

e The findings are also limited by attrition, despite statistical assurances that attrition bias did not occur. Furthermore, the small
sample size reduces precision of effect estimates and confidence intervals. Larger studies, conducted in other regions with
improved retention rates are needed to corroborate these findings.

e Data were not collected to determine whether these behavioural changes were sustained post-partum.
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Study limitations None to add
(reviewer)

This study was funded by a grant to the first author from the Center for Mental Health Research on AIDS, National Institute of Mental
Source of funding Health (1R01 MH54412) and the Office of AIDS Research.

Study arms

Intervention (N = 85)

Peer-educator intervention comprising two 4-hour sessions enhancing self-concept and self-worth; heightening HIV/STI risk reduction knowledge; and teaching
preventive skills including condom use and negotiation.

Control (N = 85)

Enhanced standard-of-care healthy nutrition comparison condition

Characteristics

Arm-level characteristics

Intervention (N = 85) Control (N = 85)
Age; Mean/sD 17.9 (1.6) 17.8 (1.7)
Gender; Female n=85;% =100 n=85:% =100
Ethnicity; African American n=285;% =100 n=85;% =100
Number of weeks pregnant at enrolment; Mean/SD 10.74 (3.63) 10.89 (3.57)
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Outcomes

Study timepoints 6 (month)

Paper does not specify follow-up period. It states that data collection was conducted during initial visit (mean = 10 weeks gestation) and again 2 weeks prior to
scheduled delivery. Assuming delivery at 38 weeks, 2 weeks prior is 36 weeks. Follow up period is therefore ~26 weeks so categorised as 6-month follow-up.

Condom use outcomes

Intervention vs Control
6 (month)
N1 =47, N2 =39

Condom use at last intercourse; 0dds ratio/95% ClI

3.9(1to0 15.71)
Polarity: Higher values are better
Consistent condom use; Odds ratio/95% Cl
Over previous 30 days 7.9 (110 56.7)

Polarity: Higher values are better

TIDier Checklist

Study details

Research suggests that pregnant adolescents, including African Americans, may be less likely to use condoms than their
non-pregnant counterparts. While a number of interventions have been developed to reduce HIV/STI risk behaviours
among adolescents, including African American adolescents, pregnant African American adolescents remain a vulnerable
subgroup; understudied, underserved and at increased risk for HIV/STIs. Pregnancy represents a critical window of
opportunity to intervene with African American adolescents to reduce HIV/STI associated sexual behaviours (p. 2).

Rationale/theory/Goal

Project recruiters screened a consecutive sample of pregnant African American adolescents from a large prenatal clinic.
Procedures used Eligibility criteria were assessed and eligible participants were enrolled into the study. Dall collection was conducted at
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Setting/location of intervention

Study arms

Intervention (N = 85)

the clinic during the initial visit and again 2 weeks prior to scheduled delivery. A trained interviewer assessed self-
reported sexual behaviour and a self-administered survey was used to assess sociodemographic and psychosocial
mediators (p. 2-3).

All adolescents seeking pre-natal care receive HIV/STI prevention education as part of standard-of-care prenatal services
(p. 2).

Adolescents were reimbursed $50 for completing each of the baseline and follow-up assessments (p. 3).

A large prenatal clinic at a public hospital in Atlanta, Georgia (p. 2).

Peer-educator intervention comprising two 4-hour sessions enhancing self-concept and self-worth; heightening HIV/STI risk reduction knowledge; and teaching
preventive skills including condom use and negotiation.

Brief name

Rationale/theory/Goal

Materials used

Procedures used

HIV/STI risk reduction intervention (p. 1).

The intervention, based on Social Cognitive Theory and the Theory of Gender and Power, was an adapted version of a CDC-defined
evidence-based HIV/STD intervention for African American female adolescents 14—18 years of age attending community clinics
(DiClemente, 2004). The original intervention was adapted to be appropriate for the current population, pregnant African American
adolescents (p. 3).

No specific materials reported

The two 4-hour group intervention sessions were conducted with 5-7 participants and focused on enhancing adolescents' self-worth
and self-concept. It was also designed to heighten awareness of HIV/STI risk reduction knowledge, specifically the adverse
consequences of STls on themselves and their unborn child. It reinforced the importance of condom use when having sex during
pregnancy. It also taught HIV/STI preventive skills such as condom use, negotiation skills, and skills associated with refusing risky sex

(p. 4).
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All study participants also received HIV/STI prevention education as part of standard-of-care prenatal services (p. 2).

Trained African American female health educators and an African American peer educator (p. 3).

Provider To enhance realism of the interactive role play scenarios, an African American male peer health educator participated in a few specific
intervention activities (p. 4).

Method of delivery Face to face small group sessions (p. 4).

Intensity/duration of  Two 4-hour sessions conducted on consecutive Saturdays (p. 4).
the intervention

Tailoring/adaptation None reported.

Unforeseen None reported; unlikely
modifications

Planned treatment Not reported.
fidelity
Actual treatment Not reported.
fidelity

Control (N = 85)

Enhanced standard-of-care healthy nutrition comparison condition

e e Enhanced standard-of-care healthy nutrition comparison (p. 4).

Materials used A 'Good Nutrition during Pregnancy' video (p. 4).

Control participants received a 2-hour group session consisting of a 'Good Nutrition during Pregnancy' video and a brief question and
Procedures used answer session (p. 4).
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Provider
Method of delivery

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Not reported

Not reported but assumed face-to-face.

One 2-hour group session (p. 4).

None reported.

None reported

None reported

None reported

Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended interventions
(effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended interventions
(effect of adhering to intervention)

Domain 3. Bias due to missing outcome data

Risk of Bias

Low

Low

Low

Some concerns

291

Reason

Appropriate randomisation and allocation
concealment procedures; no group differences at
baseline

Deviation from interventions unlikely, ITT protocol
used

Intervention adherence not assessed but
sessions were delivered by trained facilitators

High attrition rate (~50%) but no differential
attrition by group and no difference in study
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Section Risk of Bias Reason

characteristics between those who completed
follow-up assessments and those who did not

Standardised assessment via self-administered
survey for psychosocial outcomes but behavioural

Domain 4. Bias in measurement of the outcome Some concerns outcomes were assessed by t’a’”e‘?’ lnter_’wewers
and study does not report whether interviewers
were blind to condition

Trial not registered but study reports analyses

Domain 5. Bias in selection of the reported result Some concerns were conducted on pre-specified hypotheses
only. Data not reported on results of analyses.

High attrition; unclear whether outcome assessors
were blind to condition; trial not registered but

Risk of bias jud t: S
5% 01 1as judgement. Some analyses conducted according to pre-specified

Overall bias and Directness

concerns
plan
_ Partially applicable
Overall Directness (US study; pregnant women)
Bibliographic DiClemente, Ralph J; Wingood, Gina M; Sales, Jessica M; Brown, Jennifer L; Rose, Eve S; Davis, Teaniese L; Lang, Delia L; Caliendo,
Reference Angela; Hardin, James W; Efficacy of a telephone-delivered sexually transmitted infection/human immunodeficiency virus prevention

maintenance intervention for adolescents: a randomized clinical trial.; JAMA pediatrics; 2014; vol. 168 (no. 10); 938-46

Study details

Trial registration Clinicaltrials.gov Identifier: NCT00279799
number
Study start date 01-Jun-2005
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Study end date
Aim

Country/geographical
location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

16-Jun-2007

To evaluate the efficacy of a maintenance intervention using brief telephone contacts to support STI/HIV-preventive behaviors and
reduce STls among African American adolescent girls.

Atlanta, Georgia, USA

Intervention sessions delivered in 3 sexual health clinics; PMI sessions delivered by telephone calls

- Self-identifying as African American
- Age 14-20 years at enrolment

- Reporting at least 1 episode of unprotected vaginal sex in the past 6 months

- Adolescents were excluded if they were married, pregnant or attempting to become pregnant

A computer-generated algorithm was used to generate a random allocation sequence.

The random allocation sequence was placed in opaque envelopes and staff executed treatment assignment subsequent to baseline
assessment.

Participant

Participant

A treatment effect of 20% reduction in incident chlamydial infections during the 36-month follow-up period was estimated. Using
methods outlined by Rochon for repeated measurements and assuming a 20% correlation for within-person measurements, 80%
participation at 6-, 12-, 18-, 24-, 30-, and 36-month assessments, and setting the type | error rate at .05 for a 2-tailed test, 700
participants were needed to detect the hypothesized reduction with 80% power.
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Uptake

Attrition

Study limitations
(author)

Analyses of prespecified hypotheses were carried out using an intention-to-treat protocol with participants analysed in their assigned
treatment conditions irrespective of number of completed telephone contacts. Descriptive statistics summarised sociodemographic and
study variables and bivariate analyses examined differences between conditions using t tests for continuous variables and x2 tests for
categorical variables. Variables in which differences approached statistical significance (P < .10) or in which differences were
theoretically and empirically associated with study outcomes were included as covariates in multivariate models.

To assess intervention effects for the entire 36-month follow-up period, random effects (per person) were estimated and generalized
estimating equation models (with exchangeable correlation) to control for within-subject correlated measurements. Fitted models were
adjusted for the corresponding baseline measure and covariates to estimate adjusted risk ratios (RRs) for treatment effects on
dichotomous biological outcomes and adjusted mean differences of treatment effects on continuous behavioural outcomes. Indicators
for site and cohort were included to adjust for clustering; no time-dependent variables affected by treatment were included. The 95%
confidence intervals for adjusted RRs and mean differences, and corresponding P values, were also computed.

To assess intervention effects specifically on the behavioural outcomes at the 36-month follow-up, the most rigorous assessment of the
PMI’s efficacy in sustaining behaviour change, adjusted means and mean differences for outcomes were calculated from an estimated
linear regression model. Each of these models adjusted for the corresponding baseline measure for the specific outcome,
sociodemographic variables observed to differ across study conditions, and theoretically or empirically relevant variables. All analyses
were performed using Stata version 12 statistical software (StataCorp LP).

Of the 746 eligible adolescents, 701 (94%) enrolled, completed baseline assessments and were randomised.

For inclusion in analyses, participants must have completed at least 1 follow-up assessment. Overall, 89.7% of participants completed
at least 1 follow-up assessment. No differences were observed between the conditions in the number of participants completing at least
1 follow-up, with 309 (90.4%) of the experimental group and 318 (88.6%) of the comparison group completing at least 1 follow-up and
therefore included in analyses of the primary outcomes.

At the 6-month follow-up, differences in attrition were observed, with higher retention in the intervention condition (81%) compared to
the control condition (75%). No differences in attrition were observed at the 12-month, 18-month, 24-month, 30-month or 36-month
follow ups. By the 36-month follow up, retention rates were 62% (n=213) for the intervention group and 60% (n=216) for the control

group.

No differences in sociodemographic characteristics or baseline variables were observed at any time point for participants retained in the
trial compared to those unavailable for follow-up.

The findings may not be applicable to African American adolescent girls with different sociodemographic characteristics or STI/HIV risk
profiles.
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Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 342)

Other methodological concerns are the reliability of self-reported outcomes and the fact that the study had increasing attrition across 36
months. Not with standing that attrition levels were substantial (and every effort in future studies should aim to decrease attrition),
investigations determined that inference from analyses on imputed data did not differ from analyses on complete data.

The study design means it is not possible to ascertain the effects of the maintenance intervention from those of the primary intervention.
Future research should focus on ascertaining the efficacy of telephone counselling alone in achieving reductions in sexual risk
behaviours and STls among this population.

While an increased proportion of condom-protected sexual acts may partially explain the difference in STIs, there is the possibility that
other unmeasured variables (eg, partner risk factors, STI density in certain geographical or neighbourhood settings) may also contribute
to differences in STls.

A large number of adolescent girls in this sample reported a history of abuse: approximately 56% for emotional abuse and
approximately 39% for physical abuse. This high level of abuse history was not addressed in the paper.

There was a significant difference between groups in the mean (SD) number of supplementary calls received: intervention 10.78 (5.44);
control 9.86 (5.22), p = 0.02.

This work was supported by grants 5R01 MH070537 from the National Institute of Mental Health and P30 AI050409 from the Center for
AIDS Research, Emory University and by the Office of Behavioral and Social Science Research, National Institutes of Health.

HORIZONS, a group-based intervention for African American adolescent girls designed to enhance HIV/STI preventive attitudes, sexual negotiation and refusal
skills, and preventive behaviours. Plus a telephone counselling prevention maintenance intervention (PMI)

Control (N = 359)

HORIZONS plus a time- and dose-consistent PMI focused on general health

Characteristics
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Study-level characteristics

STl infection at baseline
Chlamydial infection

Gonococcal infection

Arm-level characteristics

Age; Mean/sD

Gender; Female
Ethnicity; African American
Current boyfriend
History of abuse
Emotional abuse

Physical abuse

Outcomes

Study timepoints 36 (month)

Condom use outcomes

Intervention (N = 342)
17.55 (1.62)

n=2342; % =100

n=2342; % =100

n=276; % =80.7

n=198; % =57.9

n=137; % =40.1

296

Study (N =701)

% =171

% =6.3

Control (N = 359)
17.73 (1.72)

n =359 ; % = 100

n =359 ; % = 100

n=281;%=783

n=194; % =54

n=139; % =38.7
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Behavioural outcomes relating to condom use were adjusted by baseline variables: clinic, family aid index (receipt of government assistance), years in school,
partner communication frequency, unprotected vaginal sex in the past 90 days, history of emotional or physical abuse, depression, perceived partner
concurrency, corresponding baseline level of the outcome variable, and dose of telephone contacts.

Paper reports mean and SE; SDs calculated by analyst.

Intervention Control

36 (month) 36 (month)

N =213 N =216
Proportion of condom-protected sex acts in the past 90 days; Mean/sD

0.5 (0.29) 0.41 (0.29)
Polarity: Higher values are better
Proportion of condom protected sex acts in the past 6 months; Mean/SD

0.51 (0.29) 0.42 (0.29)

Polarity: Higher values are better

STl incidence outcomes

Percentage of participants detected with a laboratory-confirmed incident chlamydial infection and percentage detected with a laboratory-confirmed incident
gonococcal infection at the 6-, 12-, 18-, 24-, 30- or 36-month assessment. Therefore total intervention participants with one or more follow-up included in the
analyses (n = 309) and total control participants with one or more follow-up included in the analyses (n = 318)

Intervention Control
During the 36 month follow-up During the 36 month follow up
N =309 N =318
Chlamydial infection
n=94; % = 30.4% n=104; % = 32.7
Polarity: Lower values are better
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Gonococcal infection

Polarity: Lower values are better

Percentages calculated by analyst.
TIDier Checklist

Study details

Rationale/theory/Goal

Materials used

Procedures used

Intervention Control
During the 36 month follow-up During the 36 month follow up
N =309 N =318
n=48; % =155 n="54 %=17

Note that the paper reports different percentages; not possible to determine which denominator was used.

Recent reviews indicate that behavioural interventions are effective in enhancing shorter-term (i.e. <12 months) adoption
of STI/HIV preventive behaviours among adolescents, including African American girls. However, continuation of HIV/STI
preventive behaviours during longer periods is less common. In the absence of maintenance strategies, changes in
preventive behaviours progressively diminish. Thus, development of innovative strategies to enhance maintenance of
STI/HIV preventive behaviours remains a public health priority. Telephone counselling maintenance interventions may be
a promising strategy (p. 2-3).

No specific materials reported

An African American female recruiter approached adolescents in clinic waiting areas, described the study, solicited
participation, and assessed eligibility. Adolescents meeting inclusion criteria and interested in participating were
scheduled to return to the clinic to complete informed consent procedures and baseline assessments and be randomised
to trial conditions. Written informed consent was obtained from all adolescents. Parental consent was waived for those
younger than 18 years owing to the confidential nature of clinic services.

Data collection occurred at baseline, prior to randomisation, and at 6, 12, 18, 24, 30, and 36 months following
participation in the primary treatment, HORIZONS. At each assessment, participants provided self-collected vaginal swab
specimens for STI assessment and completed an audio computer-assisted self-administered interview (ACASI).
Participants were trained, using an anatomical model, to self-collect vaginal swab specimens.
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All study participants received as their primary treatment a Centers for Disease Control and Prevention (CDC)-defined
evidence-based STI/HIV intervention for African American adolescent girls. HORIZONS is a group-based intervention
designed to enhance STI/HIV-preventive attitudes, sexual negotiation and refusal skills, safer sex norms, and preventive
behaviors. In the current study, HORIZONS was implemented in a single group session with, on average, 7 or 8
participants per group.

(p. 3-4).

PLoideE 2 trained African American health educators (p. 4)

Method of delivery Face to face group session with 7-8 participants (p. 4)

Setting/location of intervention Sexual health clinics (p. 3).

Intensity/duration of the 1 group session (duration not reported) (p. 4).
intervention

Tailoring/adaptation None reported

Unforeseen modifications None reported; unlikely

Planned treatment fidelity Not reported

Actual treatment fidelity Not reported

Participants were compensated for travel and childcare to complete assessments. Specifically, participants received $75
Other details for completing the baseline assessment and group session, $20 for completing each of the 6-, 12-, 18-, 24-, 30-, and 36-
month follow-ups, and $10 for each of the 18 individual telephone sessions (p. 3).

Study arms

Intervention (N = 342)
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HORIZONS, a group-based intervention for African American adolescent girls designed to enhance HIV/STI preventive attitudes, sexual negotiation and refusal
skills, and preventive behaviours. Plus a telephone counselling prevention maintenance intervention (PMI)

Brief name

Rationale/theory/Goal

Procedures used

Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Planned treatment
fidelity

Control (N = 359)

HORIZONS plus a telephone counselling prevention maintenance intervention (PMI) (p. 4)

A telephone counselling PMI may work to boost initial intervention content and help to reinforce or maintain HIV/STI prevention
behaviours over a longer term (p. 3).

The PMI was a 10-minute, health educator-administered telephone contact guided by a risk appraisal that identified participants’
STI/HIV risks and prioritised STI/HIV prevention strategies to reduce their risk. For the risk appraisal procedure, participants were
asked to prioritise risk factors related to sexual risk behaviour engagement (e.g., partners resistant to using condoms). Health
educators used the prioritised list to tailor telephone counselling strategies to address identified risk factors (p. 4).

Health educators (p. 4)

Telephone sessions (p. 4)

Remote

Brief 10-minute telephone contacts every 8 weeks for 36 months (p. 2).

The mean number of PMI telephone contacts received was 10.78 (SD=5.44). The minimum number of telephone contacts was 0
(2.6% received 0 calls) and the maximum was 18 (9.6% received all 18 calls) (p. 6-7).

Health educators tailored the telephone counselling sessions in response to identified risk factors (e.g. having a partner resistant to
condoms) (p. 4).

Not reported

HORIZONS plus a time- and dose-consistent PMI focused on general health
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S e HORIZONS plus a General health promotion comparison telephone calls (p. 4).

_ Control group participants received a time- and dose-equivalent telephone counselling placebo, designed to reduce the likelihood that
Rationale/theory/Goal the effects of the PMI are attributable to differences in exposure to staff contact (p. 4).

The telephone sessions focused on nutrition and physical activity goals set by the participants and barriers she may encounter / have
Procedures used encountered toward achieving her goals (p. 4)

Provider Health educators (p. 4)

Method of delivery Telephone sessions (p. 4).

Setting/location of Remote
intervention

Brief 10-minute telephone contacts every 8 weeks for 36 months (p. 2).

Intensity/duration of i , .
the intervention The mean number of comparison telephone contacts received was 9.86 (SD=5.22). The minimum number of telephone contacts was

0 (2.2% received 0 calls) and the maximum was 18 (5.8% received all 18 calls) (p. 6-7).

Risk of Bias Assessment

Section Risk of Bias Reason

Appropriate randomisation and allocation
concealment; no baseline differences on any

Domain 1: Bias arising from the randomisation process Low .
study variables

Domain 2a: Risk of bias due to deviations from the intended interventions
(effect of assignment to intervention)

Some concerns No information on participant blinding

Some variation in the number of telephone
sessions received by participants; intervention

Some concerns group received significantly more telephone
contacts than controls

Domain 2b: Risk of bias due to deviations from the intended interventions
(effect of adhering to intervention)
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Section
Domain 3. Bias due to missing outcome data

Domain 4. Bias in measurement of the outcome

Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of Bias
Some concerns
Low

Low

Risk of bias judgement: Some
concerns

Overall Directness

Reason

High attrition but no evidence of differential
attrition and long follow-up period (36 months)

Data analysed in line with pre-specified plan

No information on blinding; intervention group
received more phone sessions than control; high
attrition

Partially applicable
(US study)

Bibliographic Wingood, Gina M; Diclemente, Ralph J; Robinson-Simpson, Lashun; Lang, Delia L; Caliendo, Angela; Hardin, James W; Efficacy of an HIV
Reference intervention in reducing high-risk human papillomavirus, nonviral sexually transmitted infections, and concurrency among African American
women: a randomized-controlled trial.; Journal of acquired immune deficiency syndromes (1999); 2013; vol. 63suppl1; 36-43

Study details

To evaluate the efficacy of an HIV intervention that sought to reduce concurrency, other HIV sexual behaviours, and incident STls

Trial registration Not reported

number

Study start date Oct-2004

Study end date Oct-2007

Aim among African-American women in the Southern US.
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Country/geographical Atlanta, Georgia, USA

location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation

Unit of analysis

Statistical method(s)
used to analyse the
data

Kaiser Permanente health centres

- Self-identified African American woman
- Age 18-29 years

- Sexually active in the prior 6 months

- A member of one of 3 Kaiser Permanente centres in Atlanta
- Reported using condoms 100% of the time

- Want to become pregnant in the next year

- Live outside the state

Prior to enrolment a computer-generated randomisation scheme was developed. As participants completed baseline assessments,
sealed opaque envelopes were used to execute assignments. Participants were randomly assigned to the HIV intervention condition or
the health promotion control condition using a 2:1 intervention-to-comparison ratio to provide increased power. However, 50 sibling
pairs were randomised together in the intervention leading to a 2.5:1 randomisation ratio.

Computer generated randomisation scheme

Individual

Individual

Given enrolment of 848 participants assigned to treatment with a 2:1 randomization allocation ratio, we estimated accruing 568
participants to the intervention and 280 to the comparison. Baseline prevalence was estimated at 17% such that a 25% reduction
would correspond to a post-treatment incidence of 12.8%. Following Rochon, we assumed a within-participant correlation of 5% and an
attrition rate of 20%, yielding approximately 70% power to detect a 25% reduction in STI incidence.
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Uptake

Attrition

Study limitations
(author)

Data analysts were blind to study conditions. Analyses were performed only on pre-specified hypotheses using an intention-to-treat
protocol in which participants were analysed in their assigned conditions.

Differences between conditions were assessed using t-tests for continuous variables and chi square analyses for categorical variables.
Variables for which differences between conditions approached (P< 0.15) and which were identified as potential confounders

were considered covariates. The effectiveness of the intervention was analysed over the 12-month period (from baseline to 12 month
assessment) using population generalized estimating equations (GEE) for logistic and linear regression models. Statistical models
included a time-independent variable (study condition) and time-dependent variables (covariates and outcomes). Models included the
corresponding baseline measure of the outcome of interest as well as the theoretically important covariates such as history of forced
sex and receipt of public assistance. An indicator for the time period was included in the model to capture any unaccounted temporal
effects. An indicator for cohort was included in the model to adjust for unaccounted group effects. This yields adjusted odds ratios (OR)
which assess

intervention effects on dichotomous outcomes, and adjusted mean differences to assess intervention effects on continuous outcomes
over the 12-month period. The 95% confidence intervals were computed using two-tailed statistical testing. For fitted models

adjusted means were calculated and standard errors were estimated.

N=4080 women were mailed letters inviting them to participate in the study. Of these, 2510 (61.5%) were not eligible due to study
exclusion criteria and 591 (14.5%) were not available to participate (i.e. they could not attend both sessions of the intervention due to
school or work conflicts).

Of the 848 participants randomized, 605 were allocated to the HIV intervention and 243 to the comparison condition.

Of the 605 participants allocated to the HIV intervention condition, 441 (72.9%) completed the 6-month assessment and 452 (74.7%)
completed the 12-month assessment.

Of the 243 participants allocated to the comparison condition, 194 (79.8%) completed the 6-month assessment and
183 (75.3%) completed the 12-month assessment.

727 (86%) participants were retained for at least one follow-up; 511 (84%) participants in the HIV intervention and 216 (89%) in
the comparison.

No differences were observed between conditions with participants retained and lost to follow-up at the 6-month assessment (27.10% [n
= 441] versus 20.20% [n = 194]) or 12-month assessment (25.30% [n = 452] versus 24.7% [n = 183]).

This study may not be generalizable to women who are not African American, who have a different risk profile (drug users), who engage
in concurrency defined differently than in this study, or who are not Health Maintenance Organisation (HMO) members.
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While the comparison was not time matched to the intervention, the provision of STI testing and counselling with minimal health
education was delivered to represent the usual STI services participants may receive at a clinic.

Siblings were not randomized to avoid contamination; they were assigned as a pair to the intervention which may introduce bias.

Study limitations None to add
(reviewer)

This study was supported by a grant from the National Institute of Mental Health (RO1 MH62717, MH8428905), the National Institute of
Source of funding Drug Abuse (DA8429360) with additional support provided by the Emory Center for AIDS Research (P30 A1050409).

Study arms
Intervention (N = 605)

HIV intervention consisting of two 4-hour group sessions that sought to reduce sexual concurrency and other HIV risk behaviours among African American
women

Control (N = 243)

Attention matched control - health promotion condition emphasising nutrition education

Characteristics

Arm-level characteristics

Intervention (N = 605) Control (N = 243)
Age; Mean/sD 21.99 (3.65) 22.15 (3.65)
Gender; Female n =605 ; % = 100 n=243; % =100
Ethnicity; African American n =605 ; % = 100 n=243; % =100
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Intervention (N = 605) Control (N = 243)

STI diagnosis at baseline n=99;%=164 n=45:%=185

Outcomes
Baseline
Study timepoints 6 (month)
12 (month)

Condom use outcomes

Note that this study reports outcome data for condom use for oral sex, but it was not possible to determine the denominator (n and % reported did not align with
given numbers of participants in intervention and control groups). The data could not be used for analyses so was not extracted.

Percentage condom use for vaginal sex in past 30 days was reported at baseline but no follow up data were provided so could not be extracted.

Intervention Control
Baseline 6 (month) 12 (month) Baseline 6 (month) 12 (month)
N = 605 N = 441 N =452 N = 243 N =194 N =183
SEmER U GRS W 2> 28.82 (5.39) 30.83 (4.39) 16.76 (3.68) 28.21 (5.88) 29.11 (5.34) 17.21 (3.7)

Polarity: Higher values are better

STl incidence outcomes

Non-viral STis

For non-viral STls, self-administered vaginal swabs were collected and assessed for STls (Chlamydia, CT; gonorrhoea, GC; or trichomoniasis, TV) using
polymerase chain reaction nucleic acid amplification assays.
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Intervention Control
Baseline 6 (month) 12 (month) Baseline 6 (month) 12 (month)
N = 605 N = 441 N =452 N =243 N =194 N =183
Non-viral STIs (CT, GC, TV)
n=99;%=16.4 n=27;%=6.1 n=42;%=95 n=45;%=185 n=19;%=97 n=22;%=12

Polarity: Lower values are better

HPV incidence

HPV incidence only assessed at 12 month follow-up. Incident high-risk HPV infection was defined as a laboratory-confirmed test for HPV type 16 or 18 at the 12
month assessment after testing HPV negative at baseline. Participants provided a self-administered vaginal swab; swabs were tested by polymerase chain
reaction (PCR)/reverse blot strip assay. Low risk PHV types were not assessed.

Intervention Control
12 (month) 12 (month)
N =153 N = 61
HPV incidence
n=236;%=235 n=24;%=39.3

Polarity: Lower values are better

Note different n’s for 12 month follow up. Unclear from paper but reports that 38.9% (n=259) tested positive for high risk HPV at baseline and 12-month HPV
incidence was only assessed in those testing HPV negative at baseline, therefore 12 month follow-up sample likely limited.

STl knowledge outcomes
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Intervention Control
Baseline 6 (month) 12 (month) Baseline 6 (month) 12 (month)
N = 605 N = 441 N =452 N =243 N =194 N =183
HIV/STI knowledge; Mean/SD
Assessed using 7 true/false items 5.46 (1.1) 6.29 (0.93) 6.39 (0.87) 5.34 (1.17) 5.7 (1.08) 5.74 (1.1)

Polarity: Higher values are better

TIDier Checklist

Study details

HIV is the leading cause of death among African American women ages 25 to 34 years. Southern African American women’s HIV risk

may be attributed to the higher prevalence of other sexually transmitted infections (STIs) among African Americans in the South, vaginal
Rationale/theory/Goal douching, which is much more prevalent among African American women in the Southern US, and having a higher prevalence of

concurrent sexual partnerships among African Americans. Interventions tailored to address sexual concurrency are warranted (p. 2).

During the recruitment period, the Kaiser Permanente subscriber database was used to randomly select women from the three Kaiser
Permanente Centers having the greatest number of African-Americans. Eligible women were sent letters inviting them to participate in
the study (p. 2).

All eligible participants completed a 40-minute Audio Computer-Assisted Survey Interview (ACASI) that collected psychosocial and
sexual behaviour data at baseline, 6- and 12-months follow up. At each assessment self-administered vaginal swabs were also
collected (p. 3).

Procedures used

Participants were compensated $50 for their time in participating in baseline and follow-up assessments (p. 2).

Study arms

Intervention (N = 605)
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HIV intervention consisting of two 4-hour group sessions that sought to reduce sexual concurrency and other HIV risk behaviours among African American

women

Brief name

Rationale/theory/Goal

Materials used

Procedures used

Provider
Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

HIV intervention (p. 1)

Social Cognitive Theory informed HIV intervention content by seeking to enhance participants’ attitudes and skills in abstaining from
sexual intercourse, practicing low-risk sexual behaviours (i.e. outercourse), avoiding untreated STls, using condoms consistently, and
refraining from having multiple and concurrent sexual partners.

HIV intervention content was also informed by the Theory of Gender and Power, which examines economic forces, power imbalances,
gender-related factors, and biological influences affecting women’s HIV risk (p. 3).

None reported

Theoretically informed session content sought to enhance women’s awareness of power imbalances, such as relationships that
threaten their safety, and by teaching women about economic forces which may reduce their self-sufficiency, such as dating male
partners who desire pregnancy. There was also content that educated participants’ about gender-related HIV prevention strategies,
such as refraining from vaginal douching and enhancing sexual communication. Sessions also aimed to educate women about
biological influences which could reduce HIV risk, such as encouraging participants to have their male sexual partners seek STI
testing and treatment if necessary. Session content regarding avoiding concurrency emphasised valuing one’s body, perceiving one’s
body as a temple (a culturally appropriate connotation), informing participants of the heightened risk of STls, including HIV, when
women engage in concurrency, and discussing partner selection strategies that encouraged monogamy (for both the female
participant and their male sexual partners) (p. 3).

Sessions were provided by two trained African-American female health educators (p. 3)

Face to face group sessions containing an average of 10 people (p. 3)

Kaiser medical centres (p. 3)

Two 4-hour group sessions, delivered on consecutive Saturdays (p. 3)
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Tailoring/adaptation None reported

Unforeseen None reported; unlikely
modifications

Planned treatment Not reported
fidelity
Actual treatment Not reported
fidelity

Control (N = 243)

Attention matched control - health promotion condition emphasising nutrition education

S e Health promotion condition (p. 3)

Materials used None reported

Procedures used The health promotion condition emphasised nutrition education (p. 3)

Srevitder The session was implemented by two trained African-American female health educators (p. 3)

Method of delivery Face to face group sessions (p. 3)

Setting/location of Kaiser medical centres (p. 3)
intervention

Intensity/duration of  One 4-hour session (p. 3)
the intervention

Tailoring/adaptation None reported
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Unforeseen None reported
modifications

Planned treatment Not reported
fidelity
Actual treatment Not reported
fidelity

Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended interventions

(effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended interventions

(effect of adhering to intervention)
Domain 3. Bias due to missing outcome data

Domain 4. Bias in measurement of the outcome

Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of Bias

Low

Low

Low

Low

Low

Some concerns

Some concerns

Overall Directness

311

Reason

Random allocation with concealed sequence; no
baseline differences between groups

~75% completed follow ups. No differential
attrition by group

Outcomes assessed using ACASI and ACASI
monitors were blind to condition

Trial was not registered and results for
unprotected vaginal sex were listed as outcomes
but not reported

Trial not registered

Partially applicable
(US study; limited to members of HMO)
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D.7 Effectiveness evidence for MSM

Bibliographic Brown, Jennifer L; Vanable, Peter A; Bostwick, Rebecca A; Carey, Michael P; A Pilot Intervention Trial to Promote Sexual
Reference Health and Stress Management Among HIV-Infected Men Who Have Sex with Men.; AIDS and behavior; 2019; vol. 23 (no.
1); 48-59

Study details

. . . Not reported
Trial registration

number

Aim To pilot-test a two-session group delivered HIV secondary prevention intervention designed to improve stress
management and coping skills while also addressing key motivational and skills-based barriers to sexual risk reduction.

Country/geographical Northeastern US city

location
Setting Outpatient HIV clinics at an academic medical centre
Inclusion criteria - Male
- HIV-infected
- reported having oral or anal sex with a man during the past year
- medically, cognitively and psychologically capable of participation (as determined by clinic staff)
- able to read and converse in English
Exclusion criteria None reported
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Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Attrition

Not reported
Not reported

Participant
Participant

- Descriptive statistics calculated for demographic characteristics, self-reported HIV health status variables, and baseline
levels of the outcome measures for full sample and by intervention condition.

- Chi square and univariate ANOVA analyses to examine equivalency between the two conditions on demographic
characteristics, self-reported HIV health status variables, and baseline levels of the outcome measures.

- Independent samples t test compared number of intervention sessions attended between study conditions.

- Analyses of covariance (ANCOVAs) to examine if participants in immediate treatment condition (who attended one or
both of the intervention sessions) reported changes in 3-month assessment outcomes compared to delayed

treatment participants, accounting for baseline levels of functioning. For each ANCOVA, partial eta2 calculated as
measure of effect size.

Uptake

Approached by clinic staff: n = 179

Declined screening: n = 38

Met eligibility criteria: n = 107

Eligible but did not participate (reasons include schedule conflicts, transportation issues): n = 27

Attrition
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Randomised: n = 80 (but 1 immediate intervention participant died before attending intervention)

Immediate intervention group (n=39)

72% (28/39) attended workshop 1 and 72% (28/29) attended workshop 2.
92% (36/39) completed post-intervention assessment
100% (39/39) completed 3 month assessment

Delayed intervention group (n=40)

88% (35/40) completed pre-intervention assessment

58% (23/40) attended workshop 1 and 55% (22/40) attended workshop 2
78% (31/40) completed post-intervention assessment

83% (33/40) completed 3 month assessment

Overall, 65% of participants attended the first workshop; 63% attended the second, and 57% attended both. The number
of intervention sessions attended did not differ between immediate intervention group (M=1.4; SD=.82) and the delayed
intervention group (M=1.1; SD=.94).

Study limitations - The small sample size limited our ability to conduct analyses examining dynamics of condom use within different
(author) partnerships (e.g., seroconcordant versus serodiscordant partners) associated with differing levels of HIV transmission
risk (e.g., ARV medication use and adherence use within partnerships).

- The analyses did not account for level of engagement in the supplemental social support sessions.
- The small sample size precluded analyses examining potential moderators of intervention efficacy (e.g., participant

characteristics, relationship status, adherence to ARV medications) and analyses examining potential dose effects based
on number of intervention sessions attended.
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- This study was conducted with a small sample of HIV-infected MSM living in a medium-sized Northeastern US

city, so caution is warranted generalizing study findings to other HIV-infected MSM.

Study limitations None to add
(reviewer)

Source of funding This study was funded by R21MH65865 to Peter A. Vanable. Jennifer L. Brown received support from RO3DA037786
from the National Institute on Drug Abuse.

Study arms

Intervention (N = 40)

Two-session group delivered intervention to promote sexual health and stress management skills for HIV-infected MSM

Control (N = 40)

Waitlist control

Characteristics

Arm-level characteristics

Characteristic Intervention (N = 40) Control (N = 40)
Age Mean (SD)
39.4 (8.1) 41.9 (7.8)
Gender n=40;% =100
Male n=40;%=100
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Characteristic
Ethnicity

Caucasian

African American

Asian

American Indian

Multiracial

Other

Primary partner; live together
Primary partner; live separately
No primary partner
Undetectable (<50 copies/mL)
Detectable (>50 copies/mL)
Does not know most recent viral load
No prior AIDs diagnosis

Prior AIDS diagnosis

Intervention (N = 40)

n=26;%=66.7

nN=7;%=17.9
n=1;%=26
n=0;%=0
n=4;%=10.3
n=1;%=26

n=13; % =33.3
n=6;%=154
n=20;%=513
n=17;% =459
n=11;% =29.7
nN=9;%=24.3
n=30;%=76.9

n=9;% =231
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Control (N = 40)

n=23;%=259

n=13; % =33.3

n=0;%=0
n=1;%=26
n=2;%=51
n=0;%=0

n=13; % =325
n=5;%=125
n=22;%=55

n=18; % =46.2
n=14;%=35.9
nN=7;%=179

n=27;%=67.5

n=13;% =325

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Outcomes
Study timepoints

« Baseline
e 3 month

Condom use outcomes

Outcome Intervention, Baseline, N Intervention, 3 month, N = Control, Baseline, N = Control, 3 month, N =
=40 39 40 33

Frequency of unprotected anal sex 2.7 (5.2) 0.18 (0.31) 59 (15.4) 0.27 (0.29)

During past 3 months

Mean (SD)

Frequency of unprotected anal or 17.4 (37.9) 0.51 (0.56) 16.7 (31) 0.76 (0.08)

oral sex

During past 3 months

Mean (SD)
Frequency of unprotected anal sex - Polarity - Lower values are better

Frequency of unprotected anal or oral sex - Polarity - Lower values are better

Values are presented as adjusted means and SEs at 3 month follow up adjusting for baseline values. SEs converted to SDs by
analyst.
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STl Knowledge outcomes

Outcome Intervention, Baseline, N = Intervention, 3 month, N = Control, Baseline, N= Control, 3 month, N =
40 39 40 33

HIV transmission 11.1 (3.5) 13.8 (2.25) 12.2 (2.5) 11.7 (1.78)

knowledge

23-item measure

Standardised Mean (SD)

HIV transmission knowledge - Polarity - Higher values are better

Values are presented as adjusted means and SEs at 3 month follow up adjusting for baseline values. SEs converted to SDs by
analyst.

TIDier Checklist

Study details
. Sexual risk reduction interventions involving HIV-infected MSM have shown mixed success and interest in participating in

Rationale/theory/Goal jnterventions that focus exclusively on sexual behaviour change is relatively low. Interventions that address a broader set
of needs relating to mental and physical health interest HIV-infected MSM more. A significant proportion of HIV-infected
people report difficulties in coping with HIV and other stressors, alongside the experience of stigma associated with both
sexual minority status and HIV serostatus. Thus, an intervention approach with a combined focus on coping with sexual
minority status, HIV-related stressors, and sexual health may offer more promise than a stand-alone intervention focusing
exclusively on sexual risk reduction (p. 49).

Procedures used Male patients were recruited during outpatient HIV medical visits. Staff described the study during their regularly
scheduled appointments. After obtaining informed consent, participants were randomly assigned to an immediate
intervention condition or a time delayed intervention control condition. All participants received $20 for each assessment,
$20 for each intervention session they completed, and $5 for attending additional support group sessions (p. 49).
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Study arms

Intervention (N = 40) Two-session group delivered intervention to promote sexual health and stress management skills for HIV-

infected MSM

Brief name

Sexual health and stress management intervention (p. 48)

Rationale/theory/Goal The intervention was informed by Coping Effectiveness Training, and the Information, Motivation, Behavioural Skills

Materials used
Procedures used

model. It sought to address the combined stress management and health behaviour challenges faced by HIV infected
MSM by integrating content designed to improve stress management and coping skills while also addressing key
motivational and skills-based barriers to sexual risk reduction (p. 49).

No specific materials reported

The intervention comprised two group sessions that addressed motivational, behavioural skills and HIV transmission
information tailored to HIV infected MSM, coupled with stress management training.

Session 1: Program overview, focus on healthy living, coping effectiveness training, and stress management

Provided latest information on HIV epidemiology and HIV treatment among MSM; taught skills to manage the stress of
being HIV-infected; identified core strategies for problem and emotion focused coping; addressed challenges associated
with social support and disclosure.

Session 2: Healthy relationships

Addressed issues relating to healthy relationships and intimacy; strengthened assertiveness and negotiation skills;
identify personal triggers and manage risk; practice how to correctly use a condom and increase comfort with condom
use.
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Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Other details

After completing the intervention workshops, all men were invited to participate in support group sessions led by
intervention facilitators. These groups served as a supportive forum for participants and to reinforce the stress
management and sexual risk reduction strategies covered by the intervention.

(p. 51)

Intervention sessions were led by two MSM facilitators who had prior work experience in HIV risk reduction counselling
and in addressing psychosocial aspects of HIV (p. 51).

Face to face group sessions with approximately 10 participants (p. 51).
Not reported but assumed sessions were conducted in the clinics from which participants were recruited.

Two 4 hour sessions. Participants were also invited to participate in additional support group sessions lasting 2 hours (p.
51). 37% of participants elected to attend one or more support group sessions (p. 54).

Not reported
None reported

Not reported
Not reported

Participants rated their satisfaction with the intervention program and group facilitators using a four-point Likert scale with
higher values indicating greater satisfaction. Overall, participants who attended one or both intervention sessions
indicated a high level of comfort in the workshops (M = 3.8, SD = .51). Participants found the workshops to be interesting
(M = 3.8, SD = .54) and would recommend the intervention to a friend (M = 3.8, SD = .52). Most participants were
satisfied with the information provided in the groups (M = 3.8, SD = .58), believed the information to be important (M =
3.8, SD = .54), and felt that the intervention content met their needs (M = 3.4, SD = .65). Participants also expressed
satisfaction with the group facilitators. Responses indicated that they found the facilitators to be friendly (M = 3.9, SD =
.14), likeable (M = 3.9, SD = .23), helpful (M = 3.9, SD = .26), caring (M = 3.9, SD = .19), and knowledgeable (M = 3.9,
SD =.19) (p. 54).
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Control (N = 40)

. Waitlist control
Brief name

Participants completed the same intervention after a 3 month delay (p. 49).

Procedures used
Risk of Bias Assessment

Section

Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended
interventions (effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended
interventions (effect of adhering to intervention)

Domain 3. Bias due to missing outcome data

Domain 4. Bias in measurement of the outcome

Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of Bias

Some concerns

Low

Some concerns

Low

Some concerns

Some concerns

Risk of bias
judgement: Some
concerns

Overall Directness
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Reason

No information on randomisation or allocation concealment. No baseline
differences between groups on demographic characteristics or HIV health
status variables but those in the immediate intervention group reported
significantly more favourable attitudes towards condoms than the delayed
intervention group

All participants received the same intervention, delivered by the same
facilitators, the only difference was immediate or delayed timing of the
intervention

Only 57% of participants attended both intervention workshops. Low
attendance at additional group support sessions (37%). Analyses did not
account for level of adherence to all intervention components

Outcomes assessed using validated scales or yes/no self-report items.
Unclear whether participants completed questionnaires or whether
assessors were used

Trial not registered

No information on randomisation or allocation concealment; low
intervention attendance (57%) and impact of adherence not included in
analyses; trial not registered.

Partially applicable (US study)
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Bibliographic Cruess, Dean G; Burnham, Kaylee E; Finitsis, David J; Goshe, Brett M; Strainge, Lauren; Kalichman, Moira; Grebler, Tamar;

Reference Cherry, Chauncey; Kalichman, Seth C; A Randomized Clinical Trial of a Brief Internet-based Group Intervention to Reduce
Sexual Transmission Risk Behavior Among HIV-Positive Gay and Bisexual Men.; Annals of behavioral medicine : a
publication of the Society of Behavioral Medicine; 2018; vol. 52 (no. 2); 116-129

Study details

. Randomised controlled trial (RCT)
Study design

Trial registration ClinicalTrials.gov number is NCT#02887508

number

Study start date May-2012

Study end date Jan-2014

Aim To test a newly developed, brief, exclusively online sexual risk reduction intervention for HIV positive gay and bisexual

men, called the HIV Internet Sex (HINTS) study.

Country/geographical Specific location not reported. Participants were recruited using online and offline methods. Research team from the
location USA.

Setting Online
Inclusion criteria - At least 18 years old

- Self-identifying as gay or bisexual
- Living with HIV/AIDS
- Reporting at least one instance of using the Internet to meet a potential sex partner
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Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Attrition

- Reporting at least one instance of condomless anal sex with a male partner
None reported
Computer-generated randomisation program. Participants were blind to randomisation status.

Not reported

Participant
Participant
- Baseline characteristics, including demographic, health, psychosocial, and sexual behavior variables for intervention

and control groups were compared to assess the success of randomization.

- Missing data was minimal (6%) at follow-up.

- Standard power analyses confirmed sufficient sample size to test main hypotheses.

- All analyses carried out using SPSS, version 21.0.

- Incidence of CAS was operationalised as count data, which tend to exhibit a strong positive skew and over dispersion.
As a result, a negative binomial distribution was applied to analyze CAS with (a) all male sex partners and then (b)

seronegative/unknown male sex partners and (c) seropositive male sex partners.

- Multivariate analyses were conducted analysing effects of study condition (intervention vs. control), and controlling for
baseline sexual behavior, and a priori psychosocial covariates (e.g., age, depression, alcohol use).

Uptake

Of n=249 eligible participants, n=195 provided consent: n=50 did not consent and n=4 declined to participate.

Attrition
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Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 85)

167 participants completed baseline assessments and were randomised.
Of the n=85 participants randomised to the intervention, n=70 (82%) completed the 6 month follow up
Of the n=82 participants randomised to the control, n=70 (85%) completed the 6 month follow up

No significant differences in attrition were observed between groups.

- The sample was drawn primarily from the East Coast and the Midwest due to logistical difficulties associated with
running groups in different time zones.

- Participants’ sexual behavior data must be interpreted with some caution, as it was collected online via self-report,
which may have resulted in biased reporting (although prompts were incorporated to help ensure valid data collection).

- Use of biomedical prevention strategies (e.g., TasP or PrEP) by participants’ partners was not evaluated in this study.
HIV treatment is a critical component of recent primary and secondary prevention efforts, and should be incorporated into
the development of future risk reduction strategies.

- This study also examined only gay and bisexual men, and therefore cannot be generalised to all MSM, women,
transgender individuals, or other people living with HIV. Similarly, the HINTS intervention was specifically developed
using input from gay and bisexual men living with HIV and was designed to address transmission risk factors relevant to
this group, so it is unclear how effective it would be in other populations affected by HIV infection.

None to add

This study was funded by an NIMH research grant (R34MH087120). This research was also partially supported by an
NIMH training grant (T32MH074387).

HIV Internet Sex (HINTS); a brief, exclusively online, group-based sexual risk reduction intervention for sexual minority men living with HIV
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Control (N = 82)

Healthy Living comparison condition; followed the same format as HINTS but sessions addressed nonsexual health-related topics such as
nutrition, exercise and stress reduction.

Characteristics

Arm-level characteristics

Characteristic Intervention (N = 85) Control (N = 82)
Age Mean (SD) 43.7 (11.4) 45.7 (10.1)
Male gender identification n=284;%=99 n=81:%=99
Transgender n=1;%=1 n=1:%=1
Ethnicity
White 90583 % = 60
Black/African American % =25 % = 24
Hispanic/Latino % =14 % = 13
Asian/Pacific islander % =4 % =0
Biracial/Mixed ethnicity % =2 % = 2
Gay or homosexual % =88 % = 96
Bisexual % =12 % =4
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Characteristic Intervention (N = 85) Control (N = 82)
Married or living with partner % =20
% = 21
Years since HIV diagnosis Mean (SD) 12.4 (9.7)
11.7 (9.1)
Most recent CD4 cell count Mean (SD) 643.7 (271.9)
646.1 (242.6)
Currently taking HIV medications % =93
% =94
Undetectable viral load at baseline % =73
% =76
Outcomes
Study timepoints
o Baseline
e« 6 month
Condom use outcomes
Outcome Intervention, Baseline, N Intervention, 6 month, N Control, Baseline, N Control, 6 month, N
=85 =70 = 82 =70
Condomless anal sex - all partners 9.34 (16.4) 6.4 (14.8) 11.32 (19.1) 8.9 (18.1)

Number of times during past 6 months

Mean (SD)
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Outcome Intervention, Baseline, N Intervention, 6 month, N Control, Baseline, N Control, 6 month, N
=85 =70 =82 =70

Condomless anal sex - HIV-/lunknown 3.7 (6.33) 1.54 (4.1) 5.31 (11.2) 3.58 (13.3)

serostatus

Number of times during past 6 months

Mean (SD)

Condomless anal sex - HIV+ 7.17 (16) 4.86 (13.4) 8.02 (17.3) 5.32 (12)
Number of times in past 6 months

Mean (SD)

Condomless anal sex - all partners - Polarity - Lower values are better
Condomless anal sex - HIV-/unknown serostatus - Polarity - Lower values are better
Condomless anal sex - HIV+ - Polarity - Lower values are better

CAS with sexual partners without HIV or whose HIV-status was unknown (serodiscordant) was measured to assess HIV transmission
risk behaviour as an outcome measure. CAS with sexual partners with HIV (seroconcordant) was measured to assess the extent of
serosorting as an outcome measure. This method of dichotomising sexual behaviour by partner serostatus followed convention used
in previous research on sexual risk behaviour.

TIDier checklist

Study details

. Secondary prevention strategies for MSM with HIV have tended to adopt a risk reduction approach. Two commonly
Rationale/theory/Goal ¢pqorsed behavioral strategies to reduce transmission risk among MSM include serosorting practices (limiting
condomless sexual encounters to partners of the same serostatus) and condom use. Despite these risk reduction
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Procedures used

Study arms

strategies, many MSM with HIV continue to engage in sexual behaviours associated with high risk of transmission (e.g.
condomless anal intercourse with serodiscordant partners). Reducing sexual risk behaviours in this population has been
an important target for secondary prevention efforts.

The Internet may offer a unique venue for providing interventions to reduce HIV transmission risk behaviour, particularly
because several studies have documented the increased frequency with which MSM seek sex partners online, and more
recently through mobile applications (apps). Other studies have found increased rates of condomless anal intercourse
among MSM meeting partners online; and have shown that online interventions delivered to young MSM are feasible and
acceptable (p. 117).

Men were recruited using online and offline methods. Recruitment ads instructed potential participants to call the HINTS
screening phone line. Study staff conducted a brief phone call with interested participants to assess eligibility. Eligible
participants were then provided with information about the study. If they agreed to participate, they received emails
containing study-related information and relevant links to the baseline survey, their online groups sessions and the 6
month follow-up assessment (p. 118).

Intervention (N = 85) HIV Internet Sex (HINTS); a brief, exclusively online, group-based sexual risk reduction intervention for sexual minority men

living with HIV

Brief name

The HIV Internet Sex (HINTS) study (p. 118)

Rationale/theory/Goal Based on the Information Motivation Behavioural Skills (IMB) model and developed using focus groups and individual

Materials used
Procedures used

interviews with gay and bisexual men living with HIV, the HINTS intervention aims to improve information, motivational
skills and behavioural strategies relevant to HIV transmission risk reduction for sexual minority men living with HIV (p.
118).

All participants were sent a free headset to better participate in the online groups (p. 118).
Participants randomised to the HINTS intervention participated in 4 online group sessions:

Session 1:
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- Introductions and overview of intervention
- Meeting people, including sexual partners, via the internet.
- Discussion of own experiences and whether they had encountered deceptive person or profile online

Main goal of session: to highlight the possibility that potential sex partners might misrepresent their personal information
(including serostatus) online.

Session 2:

- Covered HIV serostatus disclosure with partners met online.

- How and when to address serostatus with potential sex partners

- How to manage possible rejection following disclosure of HIV status

Main goal of session: to enhance motivation and behavioral strategies for engaging in a productive dialogue about HIV
serostatus.

Session 3:

- Condom negotiation and condom use with partners met online

- When to discuss condom use preferences with a potential partner and how to make condom use more enjoyable
- How best to maintain sexual health

Main goal of session: to increase motivation and discuss behavioural skills to effectively engage sex partners in using
condoms

Session 4:
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Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

- Safety when actually meeting potential sex partners met online
- Strategies for maintaining safety, e.g. meeting in public, letting a friend know where meeting, having an 'escape plan'

Main goal of session: reinforce the topics presented in earlier sessions and how to put them into practice in real life
settings

Each session ended with an assignment to complete before the next session, and the subsequent sessions began with a
brief review of that assignment.

Sessions included relevant video clips to promote discussion, and group interaction included a combination of voice chat
and typed chat with facilitators.

(p. 118-120)

Group facilitators included two clinical psychology graduate students and two community-based counsellors, all of whom
had specialised training for working with populations affected by HIV. All facilitators were female (p. 118)

Online group sessions (p. 118)
Online (p. 118)

Four 45 minute sessions, twice per week over 2 consecutive weeks (p. 118).

None reported
None reported

Group sessions were recorded and reviewed by the principal investigator, a licensed psychologist, and the project
manager, a social worker, to monitor intervention fidelity. The study team met weekly to discuss any pertinent issues
regarding intervention delivery (p. 118-119).

Not reported
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Control (N = 82) Healthy Living comparison condition; followed the same format as HINTS but sessions addressed nonsexual health-
related topics such as nutrition, exercise and stress reduction.

Brief name
Materials used
Procedures used

Provider
Method of delivery

Setting/location of
intervention

Intensity/duration
of the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Healthy Living control (p. 118)

All participants were sent a free headset to better participate in the online groups (p. 118).

The Healthy Living comparison condition followed the same format as the HINTS intervention: facilitators presented
information, motivational skills, and behavioral skills strategies, but sessions were tailored to address nonsexual health-
related topics relevant to individuals living with HIV: (a) nutrition and healthy eating, (b) portion control, (c) exercise and
staying active, (d) stress reduction to maintain health. As with the HINTS sessions, videos and poll questions were
integrated to stimulate discussion during the groups. All control sessions were time-matched with the intervention group
sessions (p. 120).

Not specifically reported but assumed to be the same facilitators as HINTS sessions.
Online group sessions (p. 120)
Online (p. 120)

Time-matched with intervention group sessions (four 45 minute sessions, twice per week for 2 consecutive weeks) (p. 120)

None reported
None reported

Not reported

Not reported

Risk of Bias Assessment
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Section
Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended
interventions (effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended
interventions (effect of adhering to intervention)

Domain 3. Bias due to missing outcome data
Domain 4. Bias in measurement of the outcome

Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of Bias

Low

Low

Low

Low

Low

Low

Low

Overall Directness

Reason
Computer generated randomisation; no baseline differences between
groups

All participants were blinded and analysed in the group they were
assigned to

Modal number of sessions attended was 4 (out of 4). Sessions were led
by experienced facilitators who could encourage intervention adherence

Low amount of missing data; 82% and 85% retention in intervention and
control groups; no differential attrition.

Outcomes assessed using self-completed surveys and using the same
measures for both groups

Trial registered and data analysed in accordance with prespecified plan

Partially applicable (US study)

Bibliographic
Reference

Hart, Trevor A; Noor, Syed W; Skakoon-Sparling, Shayna; Lazkani, Samer N; Gardner, Sandra; Leahy, Bob; Maxwell, John;
Julien, Rick; Simpson, Scott; Steinberg, Malcolm; Adam, Barry D; GPS: A Randomized Controlled Trial of Sexual Health

Counseling for Gay and Bisexual Men Living With HIV.; Behavior therapy; 2021; vol. 52 (no. 1); 1-14

Study details

Randomised controlled trial (RCT)

Study design
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Trial registration Not reported
number
Aim To evaluate the efficacy of GPS, a community-based and peer-delivered sexual health promotion MI-based intervention

for HIV+ GBM who engaged in CAS in the past 2 months.

Country/geographical Toronto and Vancouver, Canada
location

Setting Community settings
Inclusion criteria Eligible participants identified as

(a) male (cisgender or transgender)

(b) at least 18 years of age

(c) having engaged in condomless anal sex (CAS) with a man in the past 3 months
(d) HIV + serostatus

(e) able to speak and understand English

(f) being able to attend all workshops

(9) willing to participate in program monitoring and evaluation
Exclusion criteria Participants were excluded from the study if their ability to respond to study measures could be compromised by

(a) a central nervous system condition (e.g., dementia)
(b) acute psychotic or mood dysregulation

(c) debilitative physical conditions
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Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Participants were randomly assigned (2 participants per arm for each block of 4 participants) to either the intervention or
the TAU arm. Randomisation was stratified by site to balance enrolment at each location across time.
No further information on method of randomisation

No information

Participant
Participant

- Based on a power analysis of data, it was estimated that a sample size of 72 individuals per arm (i.e., intervention and
control) would be needed to achieve 80% power (a = .05, two-sided) to detect an effect size of a 36% reduction in the
prevalence of CAS with HIV-negative or unknown HIV status partners at 2-month follow-up, assuming baseline
prevalence at 56% for both arms, and at 2-month follow-up a prevalence of 36% for the intervention arm, and 56% for the
control arm. After adjusting for a 35% attrition rate, the aim was to enrol a final sample of 180 participants (90 per arm).

- Demographic characteristics of the sample were examined using the mean, standard deviation, and normality
assumptions of the measures.

- The primary hypothesis was tested by comparing intervention arm and TAU arm participants’ relative change in
prevalence of serodiscordant CAS from the baseline to 3-month follow-up.

- To account for group and city-specific clustering and nonindependence of data across timepoints, a three level
(individual, group, and city) random-intercept random-coefficient nested regression model was built using gllamm in
STATA. Likelihood ratio (LR) tests were used to build the most parsimonious model. Beta estimates were calculated for
continuous measures, incident risk ratios (IRR) for count outcomes and odds ratios (OR) for binary outcomes.

- All participants were included in the analyses following intent-to-treat protocol and maximum likelihood estimation was
used to address nonresponse across time points.

- Treatment effect sizes (Cohen’s d and h) were calculated for all measures, considering an effect size of 0.20 = small,
0.50 = moderate, and 0.80 = large.

- All statistical tests were two-tailed, and all analyses were conducted in Stata13 (StataCorp., 2014).
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Attrition

Study limitations
(author)

Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 89)

89 participants were allocated to the intervention group. At the 3 month follow-up, n = 3 did not respond to attempts to
schedule 3- or 6-month follow up data collection appointments. N = 28 discontinued the intervention, citing poor health
(n=3) or unstable living situation (n=1), or did not attend the group sessions (n=24).

94 participants were allocated to the control group. N = 32 were lost to follow-up.

Intervention and control participants did not differ on any demographic characteristics at baseline.

- Given that data collection ended in 2018, which was before the local availability of PrEP, the present trial was unable to
examine whether GPS would have an effect on CAS with HIV-negative partners using PrEP.

- The present study is limited by its use of self-report measures, including self-report of sexual behaviour and viral load.
This method, therefore, precludes confirmation of participants’ actual viral load and assessment of biological outcomes
such as contraction of sexually transmitted infections.

- The study is also limited by its short-term follow-up.
None to add

This research was supported in part by a grant from the Canadian Institutes of Health Research (Operating Grant #
258818) and CIHR Canadian HIV Trials Network (CTN #271) as well as the Ontario HIV Treatment Network (Award ID:
921).

Gay Poz Sex (GPS), a sex positive, community based, peer delivered sexual health promotion intervention based on motivational interviewing and
behavioural strategies, for HIV+ gay and bisexual men (GBM)
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Control (N = 94)

Treatment as usual

Characteristics

Arm-level characteristics

Characteristic
Age Mean (SD)

Gender Male

Race / Ethnicity

White

Black

East / Southeast Asian
Aboriginal / Metis / Inuit

Latin American / Hispanic
Middle Eastern / North African
South Asian

Mixed Race

Intervention (N = 89)
40.82 (10.7)

n=89; %=100

n=58; % =69.88
n=6;%=7.23
n=5;%=6.02
n=1;%=1.2
n=7;%=28.43
n=2; % =241
n=1;%=1.2

n=3; % =3.61
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Control (N = 94)
40.77 (11.37)

n=94;% =100

n=60; % = 66.67
n=4;%=4.44
nN=7;%=7.78
n=3; % =3.33
n=3; % =3.33
n=3; % =3.33
n=3; % =3.33

nN=7:;%=7.78
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Characteristic
HIV viral load

Detectable
Non-detectable
Sexual orientation
Gay/homosexual

Bisexual

Outcomes

Study timepoints
o Baseline

Intervention (N = 89)

n=8; % =09.88

n=73; % =90.12

n=79; %=92.94

n=6;%=7.06

Control (N = 94)

n=14; % = 15.91

n=74;:%=84.09

Nn=85:;%=94.44

n=5; % =5.56

e 3 month (This follow-up is 3 months from baseline, so is actually an immediate-post test follow up)
e 6 month (This follow-up is 6 months from baseline, so is actually a 3-month post-intervention follow up)
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Condom use outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Control, Control, 3 Control, 6
Baseline, N=89 month, N =89 month, N = 89 Baseline, N= month, N =94 month, N = 94
94
Serodiscordant condomless nN=61;%=6854 n=45;% =50 N=35;%=3929 n=56;% = N=46;%= n=45;% =
anal sex with a male partner 59.57 49.38 48

No of events

Serodiscordant condomless N=56;%=6292 n=41;%=4655 n=32;%=3571 n=50;%= nN=39; %= n=40; % =
anal sex with casual male 53.19 41.98 42.67
partner

No of events
Condom use self efficacy 10.15 (3.06) 10.6 (3.09) 10.78 (2.99) 9.88 (3.12) 10.53 (3.35) 10.75 (2.99)

Mean (SD)

Serodiscordant condomless anal sex with a male partner - Polarity - Lower values are better
Serodiscordant condomless anal sex with casual male partner - Polarity - Lower values are better
Condom use self efficacy - Polarity - Higher values are better

Paper reports % only; n's calculated by analyst

TIDier Checklist

Study details

. Gay, bisexual, and other men who have sex with men (GBM) continue to have high rates of HIV and sexually transmitted
Rationale/theory/Goal jnfections, including syphilis. The rapidly developing landscape of biomedical HIV prevention via TasP and PrEP allows
for greater opportunities for reducing the transmission of HIV among GBM, although they do not protect against other
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STls such as syphilis. Mental health problems such as depression, loneliness, sexual compulsivity and fear of being
rejected also disproportionately affect GBM, and can be a barrier to sexual risk reduction. Sexual risk reduction
interventions that include attention to mental health problems are warranted. Given the shortage of credentialed mental
health providers working in HIV and STI prevention, such as psychologists, psychiatrists, and social workers, there has
also been increasing interest in delivering sexual health and mental health counselling via non-credentialed lay workers,
including peers in the community and other community-based organisations (p. 2).

- Participants were recruited using notices posted in LGBTQ + friendly locations in the Toronto and Vancouver

Procedures used metropolitan areas (e.g., bars, coffee shops, community centres, and HIV/AIDS service organisations) as well as in online
spaces (e.g., social media, web-based magazines and newspapers that serve the gay community in Vancouver and
Toronto, and on websites targeting gay men).

- Potential participants were invited to complete a brief interview at the study site in order to determine eligibility. Eligible
participants were invited to a 1-hour in-person session in order to provide written informed consent for the study and to
complete a computer-assisted self-interview (CASI) questionnaire in order to collect baseline demographic information.

- Participants were then randomly assigned to the intervention arm or were referred to the TAU arm and placed on the
waitlist for the intervention.

- After intervention participants completed the GPS program, they completed an immediate post-test CASI questionnaire
and at 3 months following intervention completion. To maintain the same assessment periods, control participants
completed the same assessments at 3- and 6-months after baseline.

(p. 4-5)

Community settings (p. 3
Setting/location of y gs (p. 3)
intervention

. After completing each assessment session, participants in both arms received an honorarium of CAD$30, transit passes
Other details to offset the cost of travel to the study site, and a list of community resources (e.g. mental health and substance use
counselling services).
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Study arms

Intervention (N = 89): Gay Poz Sex (GPS), a sex positive, community based, peer delivered sexual health promotion intervention based on
motivational interviewing and behavioural strategies, for HIV+ gay and bisexual men (GBM)

Brief name

Gay Poz Sex (GPS) (p. 3)

Rationale/theory/Goal The use of non-credentialed lay workers to provide services previously provided by credentialed health providers is

Materials used
Procedures used

known as task shifting. Within behaviour therapy, there have been calls to train non-psychologists to do evidence-
supported therapies in order to extend the reach of behavioural therapy (McQuillin et al., 2019). Community-based
organizations are well-positioned to provide many task-shifted behavioural intervention services, as they already offer a
wide range of services to individuals living with HIV who are otherwise hard to reach or have low trust in the standard
healthcare system. Motivational interviewing combined with behavioural strategies may be an effective method for
providing sexual health and mental health counselling in community settings (p. 2-3).

The GPS intervention takes a sex positive orientation, where the focus is not on reducing CAS or reducing sexual
behaviour, but instead on promoting sexual health and well-being. It also emphasises choice and encourages HIV+ GBM
to choose their own sexual behaviour goals (p. 9-10).

No specific materials reported

- The first two sessions of the GPS program were informational in nature: groups engaged in interactive activities to
discuss information on topics such as HIV transmission, sexually transmitted infections (STls), strategies to promote
sexual health, and psychosocial problems that impact sexual health.

- In Sessions 2-8, facilitators worked with participants to identify areas of inconsistent or conflicting motivations. These
sessions were designed to help participants identify their personal sexual health goals and discuss their current sexual
health behaviours.

- Starting in Session 4 and continuing through Session 8, facilitators worked with participants to develop behavioural skills
relevant to each participant’s personal sexual health goals, such as learning how to assert oneself in sexual situations,
how to meet other gay and bisexual men outside of sexual situations so a participant does not need to have sex to avoid
loneliness, and how to manage cues that may trigger maladaptive substance use that leads to undesired sexual
behaviour (p. 5).
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Provider Sessions were led by 2 peer facilitators who were HIV+ gay men and non-credentialed lay workers who were trained in
the GPS protocol by a clinical psychologist (p. 4).

Method of delivery Face to face small group sessions of 5-8 men (p. 4)

Intensity/duration of Eight weekly 2-hour group sessions (p. 4)
the intervention

Tailoring/adaptation None reported

Unforeseen None reported
modifications

Planned treatment Counsellors provided information to the study office after each session confirming if they followed protocol for each

fidelity session. Motivational Interviewing (MI) session fidelity was scored by three trained Ml counsellors using the most recent
version available at the beginning of data collection of the Motivational Interviewing Treatment Integrity coding system
(MITI 3.1.1; Moyers, Martin, Manuel, Miller, & Ernst, 2010). MITI assessments were conducted for a random 15% of
sessions in 20-minute increments, via in-person (in Toronto) or telephone fidelity assessments (in Vancouver). A
proficient-level of fidelity is suggested by a score of at least 3.5 on the global ratings, 50% open questions/total questions,
40% complex reflections/total reflections, 1 reflection per 1 question, and 90% MI-adherent behaviours (p. 7)

Actual treatment Counsellors reported adherence to the study protocol for each session. Within the intervention arm, the average global

fidelity rating across the five domains of adherence to Ml suggested a proficient fidelity to Ml spirit, mean = 3.88, standard
deviation = 0.55. Specific counsellor behaviour counts also suggested proficiency, with an average of 73.09% open
questions/total questions, 42.18% complex reflections/total reflections, mean = 1.87 (standard deviation = 2.26)
reflections per 1 question asked, and 97% (standard deviation = 13%) MI-adherent behaviours/total behaviours (p. 7-8)

Control (N = 94): Treatment as usual

. No specific materials reported
Materials used
Procedures used Control participants were placed on a waitlist for the GPS intervention. During their time on the waitlist, they were given
treatment as usual and were permitted to continue whatever treatments they were already receiving through other means,
such as referrals to mental health or sexual health services already found at local community-based organisations and
clinics (p. 3-4).

Provider N/A
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Method of delivery N/A

Intensity/duration  N/A
of the intervention

Tailoring/adaptation N/A

Unforeseen N/A
modifications

Planned treatment N/A
fidelity

Actual treatment N/A
fidelity

Risk of Bias Assessment

Section
Domain 1: Bias arising from the randomisation process

Domain 2a: Risk of bias due to deviations from the intended
interventions (effect of assignment to intervention)

Domain 2b: Risk of bias due to deviations from the intended
interventions (effect of adhering to intervention)

Domain 3. Bias due to missing outcome data
Domain 4. Bias in measurement of the outcome
Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of Bias

Some concerns

Low

Low

Low

Low

Some concerns

Some concerns
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Reason

Limited information on randomisation method and no information on
allocation concealment

No information on blinding but deviations from intended interventions
unlikely and ITT used

Intervention sessions were delivered face-to-face by trained facilitators so
non-adherence unlikely

Some missing data but ITT used and no difference in missing data by
arm

Appropriate outcome assessment using CASI

Trial not registered

Limited information on randomisation method, no information on
allocation concealment or participant blinding; trial not registered
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Section Risk of Bias Reason

Ol Bl rees Partially applicable (Canadian study)

Bibliographic Mansergh, Gordon; Koblin, Beryl A; McKirnan, David J; Hudson, Sharon M; Flores, Stephen A; Wiegand, Ryan E; Purcell,

Reference David W; Colfax, Grant N; Project MIX Study, Team; An intervention to reduce HIV risk behavior of substance-using men who
have sex with men: a two-group randomized trial with a nonrandomized third group.; PLoS medicine; 2010; vol. 7 (no. 8);
e1000329

Study details

. Randomised controlled trial (RCT)
Study design
This was a three-arm trial with two randomised groups (intervention and attention-control) and one non-randomised
group (standard care). The standard care arm was excluded from this review because participants were not randomised
to this group, so no data was extracted for this arm.

Trial registration ClinicalTrials.gov NCT00153361

number

Study start date Oct-2004

Study end date Apr-2008

Aim To test the efficacy of a group-based, cognitive-behavioral intervention to reduce risk behavior of substance-using MSM,

compared to a randomised attention-control group and a non-randomised standard HIV testing group (note that the non-
randomised arm was not extracted for this review).

Country/geographical Chicago, Los Angeles, New York City and San Francisco, USA
location

Setting Unclear; assumed clinic-based.
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Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

Men were eligible to participate if they reported (1) being drunk or “buzzed” on alcohol two or more times, or high on non-
injection drugs at least once, during (or 2h before) anal sex in the past 6 mo, and (2) at least one unprotected anal sex
episode in the past 6 months with a male partner whose HIV serostatus was unknown or different from their own.

Men were ineligible if they:

- reported only marijuana or use of erectile dysfunction medications soon before or during anal sex in the past 6 mo

- reported injecting drugs other than steroids, hormones, prescribed medications, or methamphetamine in the past 6 mo
- had known for less than 6 mo that they were HIV-positive

- were currently participating in another HIV behavioural intervention trial.

Using laptop computer program. A minimum of 10 (5 per group) and maximum of 20 (10 per group) men were needed for
randomisation. On-site computerised randomisation was blocked by HIV serostatus so that where possible the
intervention and attention-control group each contained at least two men who were HIV-positive and at least two men
who were HIV-negative.

Computerised randomisation

Participant
Participant

- Sample size was based on 80% statistical power to detect an approximate 25% change in behaviour (e.g., unprotected
anal sex) from baseline to follow-up, which is consistent with findings from meta-analyses of HIV behavioural intervention
trials.

- Bivariate comparisons of outcomes and predictors at each follow-up wave were performed with chi-square tests; 95%
confidence intervals (Cls) for raw proportions were calculated with asymptotic standard errors and a continuity correction.

- Primary outcomes were dichotomous variables focused on participant behaviour during the most recent anal sex
encounter with a nonprimary partner.
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- For longitudinal analyses, a generalised linear mixed model was used to evaluate dichotomous outcomes. A random
intercept for each participant was incorporated into the model to control for any correlation within participants in the four
follow-up waves.

- A multiple imputation approach with adaptive rounding for binary variables was used to impute missing outcome
variables. Ten imputations were aggregated for the results and drug use covariates were incorporated into the imputation
procedure to increase the efficiency of the imputed observations. Models were also run on the raw, nonimputed data.
Inferences for the trial arm, wave, and interaction between trial arm and wave did not differ between the analyses of the
raw and multiply imputed data.

- Rates of reduction were calculated from population-averaged rates, which control for all other covariates in the
multivariable model.

- Models were calculated by using the GLIMMIX and MIANALYZE procedures in Statistical Analysis Software (SAS),
version 9.2, and model fit was evaluated by

diagnostic statistics and residual plots.
Attrition Uptake

N=7370 completed an initial screen, of which n=4777 were ineligible, n=186 declined or refused to participate, n=485
passively declined, n=160 did not attend for the second screen, and n=35 had other reasons for not proceeding.

Attrition

N=1206 were enrolled and randomly assigned to the intervention group (n=599) or the control group (n=607). For both
groups, session attendance ranged between 73% and 100% across the 6 sessions. For follow-up assessments, retention
did not significantly differ between groups and was as follows:

Intervention
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3 months: n=524 (87%)
6 months: n=520 (87%)
12 months: n=537 (90%)
Control

3 months: n=537 (88%)
6 months: n=538 (89%)

12 months: n=542 (89%)
Study limitations - The use of self-report (although ACASI was used to minimize this bias)
(author)
- The potential of behavioural regression to the mean over time; this may especially be the case with the very high-risk

enrolment criteria in this study (i.e., greater potential for regression to the mean at follow-up relative to less-risky
samples).

- Not all of the outcome variables are entirely exclusive from one another (e.g., UA with a discordant partner is subsumed
in UA overall).

Study limitations None to add
(reviewer)

Source of funding This work was funded by cooperative agreements from the Division of HIV/AIDS Prevention, CDC, USA
(http://www.cdc.gov), award numbers: UG5/

CCU522209 (Chicago); U65/CCU922215 (Los Angeles); U65/CCU222309 (New York); U65/CCU922213 (San
Francisco).
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Study arms

Intervention (N = 599)

Group CBT sessions focused on reducing substance use and sexual risk behaviour

Control (N = 607)

Attention-control comparison focusing on MSM community issues unrelated to substance, sexual risk and HIV/AIDS.

Characteristics

Arm-level characteristics

Characteristic Intervention (N = 599) Control (N = 607)
18-24 years n=70;%=12

n=56;%=9
25-34 years n=158; % =26

n=162; % =27
35-44 years n=239; % =40

n=265;%=44
45 years and older n=132; % =22

n=124 ;% =20
Gender Male n=599; % =100

n =607 ; % =100
Ethnicity
Black n=200; % =33

n=194; % =32
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Characteristic Intervention (N = 599) Control (N = 607)
Hispanic/Latino n=120;% =20

n=102; % =17
White n=225;% =38

n=241;% =40
Other n=54;%=9

n=70;% =11
HIV Status
Positive n =307 ; % = 51

n=300; % =49
Negative n=248; % =42

n=272;% =45
Unknown Nn=44:%=7

nN=35;%=6
Gay/homosexual n=501;%=84

n=508;%=284
Bisexual/other n=98;% =16

n=99;%=16
Outcomes

Study timepoints
« Baseline
« 3 month
e 6 month
e 12 month
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Condom use outcomes

Outcome Intervention, Intervention, 3 Intervention, 6 Intervention, Control, Control, 3 Control, 6 Control,
Baseline, N= month, N = month, N = 12 month, N = Baseline, N month, N month, N 12 month,
599 524 520 537 =607 =537 =538 N =542

Unprotected anal sex N=401;%= n=225;%= n=224;%= n=215;%= n=413;% n=236; n=226; n=206;

During most recent anal sex 67 43 43 40 =68 % =44 % =42 % = 38

encounter with a non-

primary partner

No of events

HIV-discordant N=234:%= n=100;%= n=88;%=17 n=97;:;%=18 n=231;% n=113; n=97;% n=108;

unprotected anal sex 39 19 =38 % = 21 =18 % =20

During most recent anal sex

encounter with a non-

primary partner whose HIV

serostatus was unknown or

different from participant

No of events

Drug use soon beforeor n=270;%= n=136;%= n=140;%= n=118;%= n=261;% n=129; n=124; n=103;

during unprotected anal 45 26 27 22 =43 % =24 % =23 % =19

sex with any non-primary

partner

No of events

Drug use soon beforeor n=150;%= n=63;%=12 n=52;%=10 n=54;%=10 n=146;% n=64;% n=48;% n=60;%

during unprotected anal 25 =24 =12 = =11
sex with any non-primary

partner of different or

unknown HIV serostatus

No of events
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Unprotected anal sex - Polarity - Lower values are better

HIV-discordant unprotected anal sex - Polarity - Lower values are better

Drug use soon before or during unprotected anal sex with any non-primary partner - Polarity - Lower values are better

Drug use soon before or during unprotected anal sex with any non-primary partner of different or unknown HIV serostatus - Polarity -
Lower values are better

Paper reports % only; number of events calculated by analyst

TIDier checklist

Study details

Alcohol and non-injection substance use is associated with sexual risk behaviour in MSM, and sexual risk increases

Rationale/theory/Goal \yhen substances are used soon before or during sexual encounters. Although interventions have been tested with

Procedures used

Other details

substance-abusing MSM in drug treatment settings, few interventions have been tested with substance-using MSM not in
treatment. Interventions to address sexual risk taking among out-of-treatment substance-using MSM are needed (p. 1-2).

Participants were recruited through street and MSM venue outreach, agency/business-based posters and flyers, ads in
print media, and word of mouth. Each city (Chicago, Los Angeles, New York City and San Francisco) tailored its
recruitment campaigns to the local population. Potential participants were initially screened by telephone; eligible
participants were then scheduled for a baseline appointment. At the baseline assessment, all men were rescreened for
eligibility, provided written informed consent, and completed the ACASI in a private location. All participants received
standard HIV risk reduction counselling. HIV-negative and unknown serostatus men were administered a rapid HIV test.
Contact information was collected and their intervention or control group sessions where scheduled. Follow-up
assessment waves were completed at 3-, 6- and 12-months after the final group session; participants completed the
same ACASI at each assessment (p. 2-3).

Participants were reimbursed for their time and travel as determined by each study site (range $25-$40 for baseline
assessment and range $25-$50 for each follow-up assessment) (p. 2 and p. 3).
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Study arms

Intervention (N = 599) Group CBT sessions focused on reducing substance use and sexual risk behaviour

Brief name

Group CBT

Rationale/theory/Goal The intervention is based on cognitive behavioural techniques and relevant skills building approaches including modelling

Materials used
Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

and behavioural rehearsal (p. 2).
No specific materials reported

Intervention sessions contained specific modules to help participants analyse their substance abuse and sexual risk
patterns, identify situational triggers for risky behaviour, develop behavioural alternatives and negotiation strategies, and
plan for change. Behaviour change attempts during the intervention period allowed for feedback and positive
reinforcement on a weekly basis (p. 2).

Trained facilitators who were specifically trained to lead intervention exercises and discussions, emphasising the primary
messages (p. 3)

Face to face group-sessions (p. 2)
Unclear from paper but assumed clinic based

Six weekly sessions lasting 2 hours with a 10-minute break in the middle of each session (p. 2)

Not reported
None reported

Intervention sessions were taped and 2 of the 6 sessions were reviewed and scored to ensure all material in the facilitator

manuals was covered (p. 3).
Adherence to the manual during the 6 sessions averaged 94% (p. 3)
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Control (N = 607) Attention-control comparison focusing on MSM community issues unrelated to substance, sexual risk and HIV/AIDS.

Brief name
Materials used
Procedures used

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration
of the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Attention-control group (p. 1)

Videos focused on MSM-related issues (p. 2)

Modules for the attention-control group consisted of videos and group discussion focused on MSM-related issues unrelated
to substance abuse, sexual risk behaviour and HIV. Topics included relationships, spirituality and racism. Each module
consisted of a video followed by a discussion of the video and two modules were presented at each session (p. 3)

Trainer facilitators specifically trained to subtly redirect discussion away from substance use, sexual risk behaviour and
HIV/AIDS (p. 3).

Face to face group sessions (p. 2).
Unclear from paper but assumed clinics

Six weekly 2 hour sessions with a 10-minute break in the middle of each session (p. 3)

Not reported
None reported

Attention-control group sessions were taped and 2 out of 6 were reviewed and scored to ensure all material was covered
(p- 3)

Any intervention content was to be avoided; unintended discussion of intervention topics related to HIV, substance use or
sexual risk behaviours occurred in 3% of sessions and was redirected by facilitators (p. 3).

Risk of Bias Assessment

Section Risk of Bias Reason
Adequate randomisation procedures and no baseline differences
Domain 1: Bias arising from the randomisation process Low between groups
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Section Risk of Bias Reason

No information on blinding but deviations from intended interventions

Domain 2a: Risk of bias due to deviations from the intended .
Low unlikely

interventions (effect of assignment to intervention)

Acceptable adherence (~75% attendance at all sessions) but impact of

Domain 2b: Risk of bias due to deviations from the intended . .
Some concerns intervention adherence not assessed

interventions (effect of adhering to intervention)

87-90% retention at each follow-up, low rates of missing data

Domain 3. Bias due to missing outcome data Low

Bermali 4. Bfes i mmeseniaa 6 e auieeme L Outcome assessment the same for both groups and used ACASI
Domain 5. Bias in selection of the reported result L Trial registered and data analysed in accordance with prespecified plan
Overall bias and Directness Low

Overall Directness  artially applicable (US study)

Bibliographic McKirnan, David J; Tolou-Shams, Marina; Courtenay-Quirk, Cari; The Treatment Advocacy Program: a randomized controlled
Reference trial of a peer-led safer sex intervention for HIV-infected men who have sex with men.; Journal of consulting and clinical
psychology; 2010; vol. 78 (no. 6); 952-63

Study details

. Randomised controlled trial (RCT)
Study design

Trial registration www.clinicaltrials.gov Trial Number NCT0016433
number
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Study start date
Study end date
Aim

Country/geographical
location

Setting

Inclusion criteria

Exclusion criteria

Method of
randomisation

Method of allocation
concealment

Unit of allocation
Unit of analysis

Statistical method(s)
used to analyse the
data

May-2004
May-2006

To test the efficacy of the Treatment Advocacy Program (TAP), a 4-session, primary-care-based, individual counselling
intervention led by HIV-positive MSM “peer advocates” in reducing unprotected sex with HIV-negative or unknown
partners.

Chicago, USA

Three Chicago-area clinics that reflected a range of primary care settings: a well-established gay/lesbian health centre, a
public clinic, and a private medical centre.

- Received an HIV diagnosis at least 3 months prior to screening
- Were enrolled in primary care at one of the three target clinics

- MSM sexual activity within the previous year
- Intended to move within the next year

- Did not speak English

Randomly assigned participant identification numbers generated by a central research office; the assigned identification
number coded participants as intervention or comparison.

Randomly assigned participant numbers were generated by a central research office

Participant
Participant

All intervention effects were tested by the general estimating equation procedure in SAS. The Type Il Wald chi-square
with an autoregressive correlation structure was used to test the interaction of group (intervention vs. comparison) by
follow-up period for each outcome. Interactions were tested with the main effects entered as prior terms in the model.
Simple contrasts were conducted to test the interactions of group by (a) baseline versus 6 months, (b) baseline versus 12
months, and (c) baseline versus the mean of 6 and 12 months. All these analyses tested linear effects of group
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Attrition

Study limitations
(author)

differences on risk levels across wave. For all analyses, clinic, age, ethnicity, income, and education were entered as
covariates prior to the terms coding group and follow-up period.

Core analyses used an intent-to-treat, listwise missing value procedure, wherein all participants who had data for all
waves (n = 251 [comparison n = 120, intervention n = 131]; 80% of participants) were analysed. These results were
compared with analyses in which missing values among participants with at least one follow-up wave (n = 297; 95% of
participants) were imputed.

The target sample size (n = 225 at follow-up) had 90% power (two-tail p < .05) to detect a 15% decrease in the
percentage of men in the intervention group who reported UAI at one follow-up wave.

- Participants were recruited from a screening pool sample of 945 HIV+ MSM attending the three target clinics. Of this
patient population, 581 patients (61%) were screened, of whom 411 (71% of the screening pool) met the eligibility
requirements.

- Of these men, 317 (77%) agreed to enrol and were randomised to the comparison group (n=151) or intervention group
(n=166).

- Four participants were dropped from the analyses sample because of death during the study, for a final sample of 313
(intervention n=163, comparison n=150).

- At the 6 month follow-up, retention was 80% (n=133) in the intervention group and 82% (n=122) in the comparison
group. At the 12 month follow-up, retention was 92% (n=152) in the intervention group and 94% (n=139) in the
comparison group.

- A total of 251 participants had data available for all three assessment waves (intervention n=131, comparison n=120).

- Intervention and comparison groups did not differ in initial enroliment rate or in retention at any wave; and did not differ
on any demographic or clinical variables at baseline.

- Behavioural interventions may be most effective if begun early after diagnosis. The study did not have sufficient
statistical power to test that hypothesis here, but anecdotal reports have suggested that participants who had been living
with HIV-and having characteristic sexual patterns-for many years may have been more resistant to change.
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Study limitations
(reviewer)

Source of funding

Study arms

Intervention (N = 165)

- The range of clinics and patients also limits these results. Participants were not randomly sampled and were therefore
prey to unmeasurable sampling bias. In particular, the ability to show intervention effects may have been suppressed by
lower than expected baseline risk behaviour. In addition, the standard of care at the participating clinics was very high,
potentially higher than in HIV clinics more generally. Thus, stronger effects may have been seen among riskier, more
recently diagnosed men who were being compared with men receiving a more typical standard of HIV care.

- There was a trend for the intervention group participants to report more risk at baseline than did the comparison group.
Although this group difference was not statistically significant, it does raise the prospect that some of the observed
behavioural change in the intervention group was due to a regression to the mean. The randomisation procedure was
rigorously followed by screening staff and was unlikely to have been biased. Nonetheless, these baseline differences
warrant caution in consideration of these results, as the groups could have differed at baseline by chance in ways that
were not captured by randomisation checks.

None to add

This research was funded by Centers for Disease Control and Prevention Grant PA 01190.

Treatment Advocacy Program (TAP): a peer-based counselling intervention for sexual safety and general coping among MSM with HIV.

Control (N = 148)

Standard HIV primary care
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Characteristics

Study-level characteristics

Characteristic

Age

18-29 years

30-39 years

40-49 years

50+

Ethnicity

African American
Latino

White

Asian/Other

Time since diagnosis
<3 years

4-9 years

10+ years

Clinical status

On medications
Discontinued medications
Medication naive

CD4 t-cell counts <350

‘Out’ as MSM to social network

Half or less

Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)
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Study (N = 313)

n=41;% =13
n=94;% =30
n=137; % =44
n=41;% =13
n=98; % =31
n=54;%=17
n=147; % = 47
n=14;%=5

n=100; % =32

n=93:;% =30
n=120; % =38
nN=225;%=72
n=32;%=10
n=56;%=18
n=94:;% =30
n=98; % =31
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Characteristic Study (N = 313)
Most of social network n=133;% =43
Completely 'out' n=82; % =26
Outcomes

Study timepoints

« Baseline
e 6 month
¢ 12 month

Transmission risk behaviour (UAI with HIV- or unknown status partners)

Outcome Intervention, Intervention, 6 Intervention, 12  Control, Control, 6 Control, 12
Baseline, N = month, N =131 month, N =131 Baseline, N month, N= month,N=
= 120 120
Number of participants reporting UAI % = 33.6 % =20 % =20 % = 23 % = 24 % = 23
with HIV- or unknown status partners
in prior 6 months n =26 n =26 n =29 n=28

No of events

Number of transmission risk 0.74 Not reported 0.42 0.55 Not reported 0.43
partners

Mean only (SD not reported)

Number of participants reporting UAI with HIV- or unknown status partners in prior 6 months - Polarity - Lower values are better

Number of transmission risk partners - Polarity - Lower values are better
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For number of participations reporting UAI, paper reports % only; n’s calculated by analyst

TIDier Checklist

Study details

Rationale/theory/Goal

Procedures used

Many HIV+ MSM continue to engage in unprotected sex. The development of effective interventions for HIV risk
reduction has increasingly become a public health priority. While previous interventions among HIV+ individuals have
generally been successful, they have proven less so for HIV+ MSM. The effectiveness of some peer-based interventions
may have been limited by their group structure: risky participants may have influenced otherwise safer men. It was
proposed that an individual intervention using CBT and motivational interviewing based approaches may be effective (p.
2).

- Trained research assistants approached all HIV-positive men attending their regular medical provider visits at the target
clinics.

-The same procedures and structured screening forms were used in each of the clinics to assess patients’ interest in the
program and the entry criteria. When a patient screened eligible and accepted enrolment, the research assistant
scheduled the consent and baseline interview and completed randomisation procedures. Informed consent and baseline
assessments were generally conducted immediately after enrolment, unless time constraints required that a participant
come in for a later visit.

- Participants were introduced to the ACASI in a private interview room by a research assistant. The assistant left the
room during the actual interview, although the assistant remained just outside to provide assistance.

- After the interview, the participant was told his group assignment and was scheduled for his next visit.

- Intervention participants were scheduled for their TAP sessions in the 4-6 weeks post-enrolment and additional coping
follow-up sessions were conducted at 6- and 12-months.

- All participants completed full ACASI follow-up assessments at 6- and 12-months.
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- Where possible, all intervention and follow-up sessions were conducted during participants' regular primary care visit.

(p. 4).
Other details All participants received $25 for completing the baseline and 6-month visits, and $40 for completing the 12- month
assessments. Intervention participants also received $10 for each of the coping follow-up sessions at 6- and 12-months

(p. 4).

Study arms
Intervention (N = 165)

Treatment Advocacy Program (TAP): a peer-based counselling intervention for sexual safety and general coping among MSM with HIV.

. Treatment Advocacy Program (TAP) (p. 1)

Brief name

Rationale/theory/Goal The theoretical model drew on basic coping and self-regulation frameworks, particularly in relation to coping with a
chronic disease. In the case of HIV, the difficult behavioural demands of this condition were acknowledged, including
sexual safety and adherence to a treatment regimen, which can be emotionally aversive, particularly for those with
diminished self-efficacy for coping. The resultant negative affect or cognitive avoidance may compromise both general
coping and specific adherence to sexual safety demands. It was therefore hypothesised that sexual safety among HIV-
positive men would be facilitated by improving self-efficacy and skills for enhancing social support and coping with HIV,
modulating negative affect, enhancing HIV disclosure, and enhancing information and motivation around sexuality. Given
the importance of alcohol and drug use to sexual risk and avoidant coping generally, content on substance use harm
reduction was also considered important. The use of peer advocates was intended to provide coping models and to
decrease the isolation that may accompany an HIV diagnosis (p. 2-3).

Materials used Intervention sessions were structured around a menu-driven Powerpoint program with slides using text or images as
prompts (p. 6).

Procedures used - The intervention consisted of one-to-one sessions with treatment advocates.

- Advocates and clients met with a computer open on a desk. Advocates clicked through each intervention module using
text or images as prompts for information, attitude or motivation change, or skills building. Each slide typically began with
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a “cardinal”’ question addressing general motivations and goals (e.g., “How has being infected changed your
relationship[s] or sex life?”) and was followed by increasingly structured prompts to facilitate specific behavioural plans.

- The intervention content combined motivational interviewing and cognitive behavioural techniques to motivate men to
participate in active health behaviour change and to inculcate skills and self-efficacy in initiating and maintaining
behavioural change.

- Skills and self-efficacy were facilitated by tailored goals and plans and by personal feedback; each module concluded
with a specific behavioural planning exercise.

- The intervention comprised eight modules: Three were used during the initial three sessions then during Session 4, the
counsellor and participant chose one of five “focus” modules.

Session 1: HIV coping and basic medication skills. This module contained information stressing the importance of
sexual safety and medication adherence; framed active HIV coping in terms of mindful sexuality and intimacy, drug and
alcohol use reduction, regulating negative affect, and social support; and used cognitive-behavioural techniques to
inculcate self-efficacy for basic adherence skills, e.g. the use of cue controls, pill boxes and medication monitoring, and
communication with the provider.

Session 2: Advanced medication and coping skills. The advocate helped the participant articulate his values and
goals for coping with HIV, assessed current adherence levels, and used cognitive-behavioural strategies to articulate the
contexts that challenge adherence goals such as periods of negative affect, alcohol or drug use, sexual settings, and
challenging social settings. A concluding “coping analysis” was used to develop a written behavioural plan sheet for
behavioural rehearsal over the next week.

Session 3: Intimacy and sexuality. The advocate first presented systematic information about the continuing risks of
unprotected sex for HIV infected men. He then conducted a motivational interview to articulate the participants’ sexual
values and goals, current satisfactions and dissatisfactions regarding intimacy and sexuality, and commitment to change
areas. This led to a cognitive-behavioural analysis of sexual risks vis-a-vis social settings, high-risk partners, moods and
feelings, drugs and alcohol, avoidant coping, and communication. “Hot buttons” in each content area linked to skills or
coping exercises when appropriate. The advocate and participant then developed a concrete, written behavioural change
plan for each target skill area.

361
Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Provider

Method of delivery

Setting/location of
intervention

Intensity/duration of
the intervention

Tailoring/adaptation

Unforeseen
modifications

Planned treatment
fidelity

Actual treatment
fidelity

Session 4: Focused safety skills. One of five modules was selected based on an analysis and discussion of
behavioural plans from previous sessions: (a) HIV transmission information, (b) basic safety skills, (c) HIV
communication, (d) alcohol and drug use, and (e) moods and feelings.

Coping follow-up visits: These were completed at 6- and 12-months and used the same structure and computer based
approach as the core intervention. Participants responded to structured probes to report recent sexual risks, adherence
to medications, social support, alcohol or drug use, negative affect, and general coping with HIV. Responses indicating
difficulties in any area linked them to the appropriate intervention content, typically replicating content from the core
intervention modules.

(p. 6-8)

Six ethnically diverse, HIV-positive MSM peer counsellors (treatment advocates) delivered the intervention. Ages ranged
from 24 to 40 years. Treatment advocates were recruited through providers or case managers, and they received 40 hr of
training on motivational interviewing and cognitive-behavioural techniques for sexual safety and HIV coping, non-
judgmental communication, confidentiality, research and counselling ethics, and referral resources. Ongoing supervision
was provided via weekly meetings with doctoral- and master’s-level licensed therapists (p. 6).

Face to face individual sessions (p. 6).
Primary care clinics (p. 5)

Four 60-90 minute intervention sessions; 3 month "check-in" phone calls, and 6- and 12-month coping follow-up sessions
which lasted around 15-20 minutes for those coping well and up to 90 minutes for those with continued risk or coping
difficulties (p. 3, p. 8).

Participants and advocates together selected on of 5 modules for the final intervention session, tailored to the
participants' needs (p. 8).

None reported
20% of intervention sessions were recorded to audit them for compliance to key elements of the intervention protocol (p.

6)
Compliance averaged over 85% for all advocates (p. 6)
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Control (N = 148)

Standard care

The comparison was a 12-month waitlist during which participants received standard HIV primary care at their respective
Procedures used  (jinics. Standard of care was very high at all 3 participating clinics in terms of the quality of the healthcare and available
social supports (p. 3).

Provider Not reported
Method of delivery Face to face care

Setting/location of Primary care clinics (p. 3)
intervention

Intensity/duration  N/A
of the intervention

Tailoring/adaptation N/A

Unforeseen N/A
modifications

Planned treatment N/A
fidelity

Actual treatment N/A
fidelity

Risk of Bias Assessment

Section Risk of Bias Reason

Adequate randomisation procedures and no baseline differences
Domain 1: Bias arising from the randomisation process Low between groups

Domain 2a: Risk of bias due to deviations from the intended
interventions (effect of assignment to intervention)

e Deviations from intended interventions unlikely

363
Reducing STls: evidence reviews for interventions to reduce STI transmission or acquisition DRAFT (December 2021)



DRAFT FOR CONSULTATION

Section

Domain 2b: Risk of bias due to deviations from the intended
interventions (effect of adhering to intervention)

Domain 3. Bias due to missing outcome data

Domain 4. Bias in measurement of the outcome
Domain 5. Bias in selection of the reported result

Overall bias and Directness

Risk of Bias

Low

Low

Low

Some concerns

Low

Overall Directness

Reason

Acceptable adherence

Trial registered but registration number not found on clinicaltrials.gov so
cannot check analysis protocol

Partially applicable (US study)

Bibliographic Mimiaga, M.J.; Pantalone, D.W.; Biello, K.B.; Hughto, J.M.W.; Frank, J.; O'Cleirigh, C.; Reisner, S.L.; Restar, A.; Mayer, K.H.;

Reference Safren, S.A.; An initial randomized controlled trial of behavioral activation for treatment of concurrent crystal
methamphetamine dependence and sexual risk for HIV acquisition among men who have sex with men; AIDS Care -
Psychological and Socio-Medical Aspects of AIDS/HIV; 2019; vol. 31 (no. 9); 1083-1095

Study details

Randomised controlled trial (RCT)

Study design

Trial registration Not reported
number
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Study start date Jan-2013
Study end date Jun-2016
Aim To test the efficacy of an intervention integrating sexual risk reduction counselling and behavioural activation approaches

for MSM with crystal methamphetamine dependence.
Country/geographical Boston, Massachusetts, USA

location
Setting The Fenway Institute, a large health centre caring for sexual and gender minority populations (see Safren, 2013).
Inclusion criteria - Age 18 or older
- Self-identified a male biological birth sex
- HIV-uninfected (verified via antibody test on at baseline)
- Self-reported having condomless anal sex (CAS; receptive or insertive) with a non-monogamous male sexual partner
within the context of crystal methamphetamine use (either a few hours prior to or during sex) in the past three months
- Met DSM-IV diagnostic criteria for crystal methamphetamine abuse or dependence (Note: All participants enrolled met
DSM-IV diagnostic criteria for crystal methamphetamine dependence, even though they could have met for either abuse
or dependence).
Exclusion criteria None reported
Method of No information

randomisation

Method of allocation No information
concealment

Unit of allocation Participant
Unit of analysis Participant
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Statistical method(s) - Sample size was determined using the mean change data from an open pilot trial (Mimiaga et al., 2012). Assuming at
used to analyse the least a 30% or greater decline in the experimental condition, with 40 participants randomized, there would be an 80%
data chance of detecting a significant difference at a two-sided, .05 alpha level.

- Means for continuous variables and frequencies for categorical variables were calculated to describe sociodemographic
characteristics of the participants at baseline, overall, and stratified by intervention condition. T-tests and chi-square tests
were used to examine differences by study condition and assess balance on key variables with respect to randomization.

- The impact of the intervention on key outcomes (CAS acts, including in the context of meth use) was assessed at acute
post intervention (3 months) and 6-month post intervention assessments. Because number of condomless anal sex acts
is count data and was not normally distributed, mean counts were estimated and intervention effects were tested by
specifying a Poisson distribution and log link. All analyses were conducted in SAS (version 9.4).

Attrition Uptake

Of n=46 eligible participants enrolled into the study, n=3 did not attend the pre-randomisation visit and were withdrawn
from the study.

Attrition

Of the n=21 participants assigned to the intervention group, n=2 did not attend the 3-month assessment visit. All 21
participants attended the 6 month assessment visit.

Of the n=20 participants assigned to the control group, n=3 did not attend the 3-month assessment visit. N=19 attended
the 6 month assessment visit.

98% retention across both groups.

Study limitations - The relatively small sample size limits efficacy testing and the extent to which the results can be generalized to the
(author) wider target population, although significant differences were found between treatment groups in spite of the small
sample size, indicating promise for future full scale efficacy trial.
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- Long-term follow up past 6 months was beyond the scope of the current trial, so data examining sustained (up to 12-
months) intervention effects were not collected.

- Enrollment for the current study was restricted to MSM who were HIV-uninfected and, thus, the current findings do not
extent to HIV-infected MSM.

Study limitations Not clear whether control group sessions reflected standard care.
(reviewer)

Source of funding This work was supported by National Institute on Drug Abuse: [Grant Number K24DA040489 (PI: Steven Safren),
R34DA031028 (PI: Matthew Mimiaga)
Study arms

Intervention (N = 21)

Behavioural Activation and Sexual Risk Reduction counselling (BA-SRR).

Control (N = 20)

2 sessions of sexual risk reduction counselling

Characteristics

Arm-level characteristics

Characteristic Intervention (N = 21) Control (N = 20)
Age Range 2510 65
25t0 65
367
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Characteristic Intervention (N = 21) Control (N = 20)
Age Mean (SD 39.7 (13.2
: (D) ( ) 39.9 (10.1)

Gender n=21;% =100

n=20;% =100
White n=18;% =857

n=14;% =70
Racial/ethnic minority n=3;%=14.3

n=6;% =230
Sexual orientation
Gay n=16;% =76.2

n=13;% =65
Not gay n=5;%=238

n=7;%=35
Any prior crystal meth treatment
Yes Nn=10;% =47.6

n=5;%=25
No n=11;% =524

nN=15;% =75
Route of crystal meth administration
Smoked n=19; % =90.5

nN=19; % =95
Snorted n=5;%=23.8

n=4;%=20
IDU ("slam") n=13; % =619

n=10; % =50
Rectally inserted ("booty bump" n=6;%=28.6

y ( y p") o n=7:%=35
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Outcomes

Study timepoints
o Baseline
« 3 month (Classed as 'acute post-intervention' because the assessment was completed immediately after the 13-week
intervention sessions were completed, 3 months after baseline. )
e« 6 month

Condom use outcomes

Outcome Intervention, Intervention, 3  Intervention, 6 Control, Control,3 Control, 6
Baseline, N=21 month, N=19 month, N = 21 Baseline, N= month, N= month, N =
20 17 19
Number of condomless anal sex acts 5(7.7) 3.2 (1.74) 1.1 (0.92) 9(11.2) 4.5 (2.06) 2.8 (1.74)

with partner who was HIV serodiscordant
or status unknown
Prior 3 months

Mean (SD)

Number of condomless anal sex acts 4.5 (7.3) 2.7 (1.74) 1(0.92) 8 (11) 3.6 (2.06) 2.5(1.74)
with partner who was HIV serodiscordant

or status unknown, while using meth

Prior 3 months

Mean (SD)

Number of condomless anal sex acts with partner who was HIV serodiscordant or status u