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ABSTRACT
Introduction Men in sub- Saharan Africa are less likely 
than women to initiate antiretroviral therapy (ART) and 
more likely to have longer cycles of disengagement from 
ART programmes. Treatment interventions that meet 
the unique needs of men are needed, but they must be 
scalable. We will test the impact of various interventions 
on 6- month retention in ART programmes among men 
living with HIV who are not currently engaged in care 
(never initiated ART and ART clients with treatment 
interruption).
Methods and analysis We will conduct a programmatic, 
individually randomised, non- blinded, controlled trial. 
‘Non- engaged’ men will be randomised 1:1:1 to either 
a low- intensity, high- intensity or stepped arm. The low- 
intensity intervention includes one- time male- specific 
counseling+facility navigation only. The high- intensity 
intervention offers immediate outside- facility ART 
initiation+male- specific counselling+facility navigation 
for follow- up ART visits. In the stepped arm, intervention 
activities build in intensity over time for those who do 
not re- engage in care with the following steps: (1) one- 
time male- specific counselling+facility navigation→(2) 
ongoing male mentorship+facility navigation→(3) outside- 
facility ART initiation+male- specific counselling+facility 
navigation for follow- up ART visits. Our primary outcome 
is 6- month retention in care. Secondary outcomes include 
cost- effectiveness and rates of adverse events. The 
primary analysis will be intention to treat with all eligible 
men in the denominator and all men retained in care at 
6 months in the numerator. The proportions achieving 
the primary outcome will be compared with a risk ratio, 
corresponding 95% CI and p value computed using 
binomial regression accounting for clustering at facility 
level.
Ethics and dissemination The Institutional Review 
Board of the University of California, Los Angeles and 
the National Health Sciences Research Council in 
Malawi have approved the trial protocol. Findings will 
be disseminated rapidly in national and international 
forums and in peer- reviewed journals and are expected 
to provide urgently needed information to other countries 
and donors.
Trial registration number NCT05137210.
Date and version 5 May 2023; version 3.

INTRODUCTION
Men in sub- Saharan Africa (SSA) are under- 
represented in HIV programmes.1 Men are 
less likely than women to know their HIV 
status and to initiate antiretroviral therapy 
(ART), and more likely to face treatment 
interruptions once in care.2 Only 69% of 
men who start ART reach viral suppression 
compared with 77% of women.2 As a result, 
men in the region are 37% more likely to die 
from AIDS- related causes as compared with 
women.3

One contributor to men’s poor HIV 
outcomes is an increased risk of disen-
gagement from care. Engagement in ART 
programmes is not static—many ART clients 
cycle through care, starting and stopping HIV 
care multiple times throughout their life-
time.4 5 Up to 46% of ART clients experience 
treatment interruption,6–8 and between 30% 

STRENGTHS AND LIMITATIONS OF THIS STUDY
 ⇒ Identifying efficient linkage strategies for men 
(IDEaL) provides male- specific differentiated mod-
els of care aimed to improve men’s antiretroviral 
therapy outcomes. We specifically focus on building 
trusting relationships with healthcare workers and 
developing client- led, individualised strategies to 
overcome barriers to care.

 ⇒ IDEaL will test the impact of a stepped intervention 
for men. This approach promises to improve the effi-
ciency and reach of HIV programmes for men as the 
highest- resource interventions will only be received 
by the minority of men who are most in need.

 ⇒ IDEaL develops and tests a male- specific coun-
selling curriculum that, if effective, could easily be 
taken to scale. Findings from the study will identify 
critical components for male- specific counselling, 
especially among men who struggle to be retained 
in HIV care.

 ⇒ IDEaL interventions do not change facility charac-
teristics that may act as barriers to men’s use of 
facility- based services. IDEaL focuses on providing 
outside- facility services for reaching men.
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and 40% of those who return experience repeat treat-
ment interruption within 6 months.9 10 Men are partic-
ularly prone to cycling through ART programmes, with 
more frequent stop–start instances and longer periods 
outside of care as compared with women.6 11–13 Improving 
men’s long- term engagement in HIV care is critical for 
men’s health and reducing HIV transmission.14

Men who disengage from HIV programmes (either 
after testing HIV positive or after enrolling in HIV care 
services) are frequently described as a difficult and ‘hard- 
to- reach’ population.15 16 However, growing evidence 
suggests that men desire HIV services17 18 but encounter 
multiple health systems barriers to care that make it 
impossible to stay in long- term care.19 There is an urgent 
need to develop client- centred strategies tailored to men 
that facilitate men’s engagement and re- engagement in 
HIV treatment programmes.

Some men may require male- specific interventions to 
facilitate engagement in HIV care. Men have less expo-
sure to HIV services than women19 20 and work demands 
may conflict with ART clinic schedules.21 22 Difficult inter-
actions with healthcare workers (HCWs) can also prevent 
men from engaging or re- engaging in care.23 24 Further-
more, most ART counselling curricula do not target men 
and often lack the client- centred counselling needed to 
develop internal motivation to engage and stay engaged 
in care.

Differentiated service delivery (DSD) models are now 
being developed to improve men’s ART engagement 
throughout SSA.25–27 As DSD models for men are devel-
oped, it is critical that strategies be feasible and cost- 
effective to allow scale- up. A ‘one- size- fits- all’ model is not 
as effective as more nuanced approaches.28–30 Stepped 
interventions increase in intensity over time and are 
purposively designed to address prevailing barriers in the 
target population in order to positively affect the desired 
outcome.31 32 An incremental, stepped approach may be 
the most appropriate and scalable way to improve men’s 
care in low- resource settings. Men are not homogeneous: 
some men may require minimal support to engage in 
care, while others may require extensive support. Stepped 
interventions allow programmes to target the highest- 
resource interventions to the minority of men who need 
them most.

The Identifying efficient linkage strategies for men (IDEaL) 
trial is an individually randomised control trial aimed to 
test the impact of various interventions on ART (re)initi-
ation and 6- month retention among men living with HIV 
who are not currently engaged in HIV care in Malawi. We 
will compare a stepped intervention against low- intensity 
and high- intensity interventions to assess the impact of the 
stepped intervention on men’s use of ART services over 
time (see online supplemental file 1). The trial contrib-
utes to existing literature by testing male- specific, client- 
centred strategies to re- engage men in care. This is one of 
the first trials specifically designed with men’s re- engage-
ment in care in mind. If effective, such interventions may 
decrease repeat treatment interruption and duration of 

treatment interruptions among men, which can improve 
viral suppression and reduce onward HIV transmission.14

METHODS AND ANALYSIS
Objectives
Our primary objective is to test the effect of a male- specific, 
stepped intervention on men’s 6- month retention in ART 
care compared with male- specific low- intensity and high- 
intensity interventions (retention is defined as <28 days 
late for their 6- month ART appointment). Secondary 
objectives are to understand the effect of a stepped 
intervention on: (1) ART initiation; (2) the presence of 
adverse events (ie, unwanted disclosure, end of relation-
ship or intimate partner violence (IPV)); (3) intervention 
acceptability and (4) cost- effectiveness.

Trial design
IDEaL is a programmatic, individually randomised, non- 
blinded controlled trial design. We will recruit men from 
13 high- burden health facilities in Malawi using medical 
chart reviews to identify men who are living with HIV but 
not engaged in HIV care.

Randomisation
Individual men will be block randomised using R by a 
biostatistician using a 1:1:1 ratio to either the stepped, 
low- intensity or high- intensity study arm using a computer- 
generated program. Participants will be randomised in 
blocks of 3 and 6, depending on the number of men 
available for recruitment at each facility. After enrolling 
in the trial and completing a baseline survey, men will be 
assigned to a study ID based on the randomisation list. 
Study IDs will be linked with the preassigned blocked 
randomisation and preloaded into the tablet device, but 
will be unknown to the study staff until survey and rando-
misation modules are completed and saved, ensuring 
randomisation cannot be manipulated by the study staff. 
Once finalised, the randomisation results will appear on 
the tablet device as a picture, and will be shown to the 
participant to maximise transparency and study buy- in.

Interventions
The effectiveness of the stepped intervention will be 
compared with a low- intensity intervention (one time 
male- specific counseling+facility navigation defined as 
escort to the facility (if desired) and orientation to the 
ART clinic and procedures) and with a high- intensity 
intervention (outside- facility ART initiation+male- specific 
counselling+facility navigation for follow- up ART visits). 
Across all arms, men who do not (re)initiate ART will 
continue receiving follow- up visits for up to 3 months, 
depending on preferences of the client. The number of 
intervention visits delivered for each participant will be 
documented.

Arm 1: low-intensity arm: male-specific counseling+facility 
navigation
Participants randomised to the low- intensity arm will 
be traced in the community and receive a one- time, 
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one- on- one male- specific counselling session, using client- 
centred service techniques.33 All counselling sessions 
will be completed by a lay cadre male HIV counsellor 
(called Treatment Supporter in Malawi) trained in the 
study counselling curriculum. Treatment Supporters are 
responsible for routine tracing, linkage support medical 
record documentation and counselling.

The male- specific curriculum is developed specifically 
for this trial. Ministry of Health counselling materials 
are adapted to meet the specific needs of men, based 
on formative in- depth interviews, focus group discus-
sions and a systematic literature review. Adaptations will 
include exploring topics of most concern to men in 
Malawi (ie, earning money while HIV positive, side effects 
and concerns regarding lifelong medication, ART as a 
tool to provide and care for family, etc). The materials 
will also include language and pictures that resonate with 
men (ie, emphasising how HIV and HIV services interact 
with men’s strength, responsibility, planning for the 
future), and male- specific case studies of challenges men 
face and how they overcome them. The adapted male- 
specific counselling curriculum will be developed into a 
standardised counselling flip chart (ie, job aid).

Men who wish to (re)initiate ART will be offered facility 
navigation and facility- based services. Participants will 
be escorted to the facility (if desired), orientated to the 
ART clinic procedures and introduced to other HCWs 
who routinely work at the facility. Facility navigation is 
intended to facilitate a positive experience for men by 
helping them feel comfortable and confident navigating 
clinic spaces. Men may access all ART clinical services at 
the health facility (but counselling described above will 
be provided in the community). The client will be respon-
sible for all transport costs related to return to the facility 
in all study arms.

Participants who do not (re)initiate care within 14 days 
will be offered follow- up counselling every 2 weeks (up to 

3 times) until participants (re)initiate care or inform the 
counsellor that they do not wish to be contacted.

Arm 2: high-intensity arm: male-specific counselling+outside-
facility ART initiation+facility navigation
Participants in the high- intensity arm will be offered 
community- based male- specific counselling by HIV coun-
sellors (described above), and offered ART (re)initiation 
outside facility (either at home or another location in the 
community of their choice). Those who choose outside- 
facility ART initiation will be referred to a male study 
nurse who will meet participants one on one at times and 
locations that are convenient for participants. The nurse 
will offer a brief counselling session, reviewing key topics 
from male- specific counselling curriculum that are most 
relevant to the individual participant. Nurses will then 
conduct WHO staging. Individuals classified as WHO 
stage 3 or 4 will be referred (and escorted, if desired) to 
the nearest public health facility for additional services. 
Participants classified as WHO stage 1 or 2 will be given 
same- day ART. At their 4- week follow- up ART appoint-
ment, participants will receive facility navigation by the 
same nurse and afterward access ART services.

Participants who choose facility- based ART (re)initi-
ation will be referred (and escorted, if desired) by the 
HIV counsellor (lay cadre) to the nearest facility of their 
choice and receive facility navigation on a day and time 
that is convenient for them.

Men who do not (re)initiate care will be offered biweekly 
follow- up counselling at times and intervals determined 
by participants’ preferences until they engage in care or 
inform the nurse that they no longer wish to be contacted.

Arm 3: stepped arm
The stepped arm will build in intensity over time for 
those who have not (re)initiated care 14 days after study 
enrolment, or who do not return for their first ART 
follow- up appointment after (re)initiation (see figure 1). 

Figure 1 Trial design. ART, antiretroviral therapy.
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Individuals will move to the next ‘step’ every 2 weeks, 
moving from the lightest to the most intensive interven-
tions over the course of 6 weeks until (re)initiation has 
been achieved or they inform the counsellor they do 
not wish to be contacted. The stepped arm includes the 
following steps:

Step 1: male-specific counselling+facility navigation and facility-
based ART services
Step 1 includes the same components described in the 
low- intensity arm. Briefly, participants will be traced 
in the community and receive a one- time male- specific 
counselling session. Men who wish to (re)initiate care 
will be provided facility navigation and standard of care 
facility- based services.

Step 2: ongoing motivational interviewing+facility navigation and 
facility-based ART services
Men who do not (re)initiate care (either have not engaged 
ART within 14 days of enrolment or do (re)initiate ART 
but are >7 days late for a follow- up appointment) will move 
to the next ‘step’ of the intervention, which adds ongoing 
motivational interviewing to their package of activities. 
Motivational interviewing is a client- centred, client- led 
method for counselling that helps participants identify 
barriers to a desired outcome and develop personalised 
solutions.34 35 The strategy has successfully been used with 
ART clients.36 Mentors will work with participants to: (1) 
build self- efficacy, (2) identify internal motivations for the 
desired behaviour, and (3) establish strategies and short- 
term and long- term goals needed to reach ART initia-
tion and retention. A male mentor specifically trained 
in motivational interviewing adapted to the local context 
and male population will provide ongoing, one- on- one 
in- depth counselling, motivational interviewing and 
general ‘check- ins’ approximately twice within a 2- week 
period. The mentor will not necessarily be HIV positive 
(unlike other mentorship models) as the Malawi Ministry 
of Health has moved away from HIV- positive peer mentor 
cadres. However, they will be experienced in HIV coun-
selling and trained in male- specific needs. Motivational 
interviewing will take place in a location preferred by the 
participant, likely in the community. Participants who 
choose to (re)initiate ART can access ART services at the 
facility of their choice and will be given facility navigation 
as described in arm 1.

Step 3: outside-facility ART initiation+male-specific counselling
Men who are not engaged after step 2 (either have not 
(re)initiated ART <14 days after moving to step 2 or 
did (re)initiate but are >7 days late for a follow- up ART 
appointment) will be offered outside- facility ART by a 
male nurse certified in HIV counselling. Steps will follow 
those outlined in the high- intensity arm, with a brief 
counselling session, WHO staging, same- day ART reiniti-
ation for those WHO stage 1 or 2, and facility navigation 
for their 4- week follow- up appointment.

Trial setting
The study will take place in central and southern Malawi. 
Malawi has an HIV prevalence of 9.6%,37 and of the esti-
mated 330 000 men living with HIV in the country, 54 500 
are not in care.38 Men in Malawi live in primarily rural 
settings, are self- employed and subsistence farmers; the 
minority have regular access to a private phone and most 
are highly mobile.39 40

Population
We will recruit men from 13 high- burden health facilities 
in Malawi, using medical chart reviews to identify men 
living with HIV who are not engaged in HIV care. Study 
facilities will vary by facility type (hospital/health centre), 
management (public/mission), location (rural/urban) 
and region (central/southern Malawi).

Eligibility criteria for men include: (1) ≥15 years of age; 
(2) live in facility catchment area; and (3) tested HIV 
positive and either (a) self- report having not yet initiated 
ART within 7 days of testing HIV positive, (b) initiated 
ART but are at risk of immediate default (ie, ≥7 days late 
for their 4- week ART refill appointment), or (c) initiated 
ART and attended their first refill appointment but later 
defaulted (ie, >28 days late to care). For those who never 
initiated ART and do not have proof of a confirmatory 
HIV test, study staff will offer an HIV self- test kit prior to 
enrolment, to confirm a positive HIV status. Those who 
choose to initiate ART will receive the standard Deter-
mine and Unigold confirmatory tests prior to ART initia-
tion, following routine care.

Study outcomes
The primary outcome is the proportion of men who are 
retained in ART care 6 months after (re- )engagement. 
Secondary outcomes include: (1) ART initiation; (2) 
adverse events experienced by men or their female part-
ners (ie, unwanted disclosure, end of relationship or IPV; 
(3) intervention acceptability and (4) cost- effectiveness. 
ART retention outcomes will be measured through 
medical chart reviews, while secondary outcomes will 
be measured through self- reports. Process outcomes 
include: (1) the proportion of men who were successfully 
traced; (2) the proportion of eligible men who consented 
to participate; (3) men’s experience with the intervention 
and (4) the quality of the intervention.

Sample size considerations
We powered the study to detect differences in 6- month 
retention between stepped and low- intensity arms, and 
the stepped and high- intensity arms. Based on pilot data, 
we assumed that 40% of men in the low- intensity arm, 
60% in the stepped arm and 80% in the high- intensity 
arm will engage in ART and be retained at 6 months. 
Any man lost to follow- up will be treated as a failure for 
the outcome evaluation. With 181 men per arm and 
20% loss to follow- up from the study in all arms, the 
power for detecting the specified differences between 
stepped and low- intensity arms and between stepped 
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and high- intensity arms will be 0.8, with test level 0.025 
after Bonferroni adjustment for two comparisons. We will 
have 0.99 power to detect specified differences between 
low- intensity and high- intensity arms. The calculation is 
based on asymptotic normality of log OR.41 We need to 
enrol and randomise 181 men per arm (a total of 543 
men living with HIV).

Data collection
Study recruitment, enrolment and data collection will be 
conducted by male study staff, who are distinct from local 
HCWs implementing the interventions.

Recruitment
Men will be identified through both medical register 
reviews and in- person recruitment at participating health 
facilities. Various medical charts will be reviewed to iden-
tify different types of eligible men: HIV testing and coun-
selling and ART registers to identify men who tested HIV 
positive but never initiated ART; client follow- up registers 
to identify those who initiated but never returned for their 
first ART appointment or those who defaulted from care; 
and index counselling and testing registers to identify 
male partners of female ART clients (figure 2). In- person 
recruitment will involve screening men at outpatient 
departments (OPDs) because our previous research has 
found that men in Malawi frequent OPD settings for 
health needs,17 and our formative work suggests that men 
who disengage from ART services still frequent the OPD 
for care. In- person recruitment will be used for all client 
types.

Tracing and eligibility screening
Study staff will trace potential participants identified 
through medical chart reviews via phone (if avail-
able) or home visits based on tracing data provided in 
medical documentation. All potential participants will 
be traced up to three times before being considered lost 

to follow- up. All screening and enrolment processes will 
take place in person.

Consent, enrolment and baseline survey
Men who are eligible for the study will complete written 
informed consent and complete a baseline survey imme-
diately following enrolment. The baseline survey will 
collect data on key demographic variables (marital status, 
number of children, employment, self- rated health) and 
previous engagement with HIV and non- HIV health 
services. All surveys will be conducted in the local language 
(Chichewa) by trained study staff using electronic tablets. 
Surveys will be programmed using SurveyCTO software 
(http://www.surveycto.com).

Follow-up data
Study staff will administer follow- up surveys at 2 and 
4 months after enrolment. Follow- up surveys will measure 
exposure to (and acceptability of) the interventions, 
changes in key demographics since enrolment (ie, 
marital status, number of children, employment, self- 
rated health), any adverse events since enrolment (ie, 
unwanted status disclosure, termination of relationship 
due to the intervention) and use of ART services. The 
location and specific time of the follow- up survey will be 
based on participant preference.

Medical chart reviews will be conducted to assess men’s 
engagement with ART services 6 months after study 
enrolment. Individuals without a medical chart outcome 
will be followed up in person and their health pass-
port, a pocket medical record where providers record 
data during health visits, will be reviewed to collect the 
ART outcome. Men who cannot be reached or are lost 
to follow- up in any arm will be counted as failures for 
that specific ART outcome of interest: (re)initiation or 
6- month retention.

Figure 2 Recruitment sources and ART disengagement criteria by recruitment type. ART, antiretroviral therapy.

http://www.surveycto.com
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Patient and public involvement
Extensive formative work informed the development of 
the study protocol including in- depth interviews, focus 
group discussions and a systematic literature review. The 
study protocol and tools were presented to Ministry of 
Health, national stakeholders and implementing part-
ners (see online supplemental file 2).

Cost data
The average cost per successful outcome (6- month reten-
tion) will be calculated and compared across arms incre-
mentally. We will use micro- costing methods by creating 
an inventory of the resources used to achieve the observed 
study outcomes including: (1) standard counselling inter-
actions (staff cadre, training received, duration of interac-
tion and distance from facility travelled where applicable); 
(2) motivational interviewing interactions (staff cadre, 
training received, duration of interaction and distance 
from facility travelled where applicable); (3) provider 
interactions (staff cadre, training received, duration of 
interaction and distance from facility travelled where 
applicable); and (4) cost of reminder messages sent, 
when messages are delivered telephonically instead of in 
person. For each study patient, the quantity (number of 
units) of resources used will be determined. Costs will be 
measured from the healthcare provider perspective. Unit 
costs of resources, which are not human subject data, will 
be obtained from external suppliers and the health facil-
ities’ finance and procurement records and multiplied 
by the resource usage data to provide an average cost 
per study patient in each study arm. A cost- effectiveness 
analysis will be conducted by dividing the incremental 
cost between two arms by the incremental effectiveness 
(number of people retained at 6 months) in the respec-
tive arms.

Analysis plan
Data analysis will be conducted in R: A Language and Envi-
ronment for Statistical Computing (R Foundation for Statis-
tical Computing). We will use the Consolidated Standards 
of Reporting Trials standards for reporting trial outcomes.42 
Using an intention- to- treat analysis, all randomised men will 
be included in the analysis of the primary outcome; men 
with missing outcomes due to loss to follow- up will be treated 
as outcome failures. We will calculate descriptive statistics, 
including mean, SD, range and frequency distributions for 
the demographic characteristics and study outcomes by study 
arm. The primary outcome and all other binary outcomes 
will be analysed by logistic regression models with age, marital 
status, healthcare facility and other key sociodemographic 
variables included as covariates. The intervention effects will 
be tested by Wald tests of the relevant regression parameters. 
The hypotheses of no difference between the stepped arm 
and the low/high- intensity arm will be rejected if the p value 
is smaller than 0.025 (Bonferroni adjustment). CIs for ORs 
comparing the stepped arm with the low- intensity and high- 
intensity arms with coverage probabilities 0.975 will be calcu-
lated by profile likelihood methods. Due to the Bonferroni 

adjustment, the simultaneous coverage probability of both 
intervals will be at least 0.95. To address the secondary objec-
tives, more elaborate logistic regression models will be built 
for each of the binary outcomes with available individual- 
level, community- level and facility- level factors included as 
covariates in addition to the intervention status.

Nested studies
A series of nested, mixed- methods studies will be 
conducted to identify factors associated with ART engage-
ment within each intervention arm, and to explore the 
implementation and acceptability of interventions.

Qualitative data collection
Guided by Grounded Theory, we will conduct cross- sectional 
in- depth interviews with a random subset of 40 male partic-
ipants per arm (120 total) throughout the study period. 
Clients will be randomly selected at various times of the study 
using computer- generated randomisation, stratifying the 
sample by arm and successful trial outcomes (ie, did clients 
reinitiate ART and/or reach 6- month retention). Data will 
assess characteristics of men who fail to engage in care, 
contextualise decisions around ART initiation and retention, 
and identify additional strategies that may be needed for men 
to successfully engage and be retained in ART programmes 
(see online supplemental file 3). Data collection tools and 
analysis plans will be informed by the Andersen’s Emerging 
Model of Health Services Use, phase 443 that examines multi-
level factors that influence health outcomes. Specifically, it 
examines the interaction of: (1) environment and structure 
of health services; (2) clients’ enabling resources and (3) 
clients’ perceived need/motivation to access services. Qual-
itatively understanding how the IDEaL interventions influ-
ence these levels, and what barriers still remain, will help 
refine future interventions.

Interviews will be conducted by a trained male inter-
viewer in the local language. Interviews will be digitally 
recorded, transcribed and translated into English for 
analysis. Four investigators will pilot a codebook by inde-
pendently reading and coding a randomly selected subset 
of transcripts. Through an iterative consultative process 
and using iterative and deductive coding strategies, each 
investigator will revise their respective codebook until 
there is high inter- rater reliability among the group. All 
transcripts will be coded in  Atlas. ti V.8.344 and text anal-
ysed using constant comparison methods45 to compare 
and contrast themes that arise within and between inter-
ventions and trial outcomes.

Implementation log sheet
During the course of the intervention, HCWs will keep daily 
logs as one of the study monitoring and evaluation tools to 
assess the implementation of the intervention for each partic-
ipant. Primary events to be recorded in the daily logs are: 
(1) unable to reach participant (and reason); (2) contacted 
participant; (3) intervention provided (and notes about the 
challenges and successes of the interaction) and (4) other 
comments relevant to intervention implementation. Each 

https://dx.doi.org/10.1136/bmjopen-2022-070896
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event will be recorded with a corresponding date. Logs will 
be digitised in English. Findings may influence how similar 
interventions are implemented in the future.

Ethics and dissemination
The IDEaL trial is registered with  ClinicalTrials. gov as 
NCT05137210. The protocol was approved by the Insti-
tutional Review Board of the University of California, 
Los Angeles and the National Health Sciences Research 
Committee in Malawi. Study findings will be disseminated 
through peer- reviewed journal articles, national and 
international conference presentations, and meetings 
with Malawi Ministry of Health, facility and community 
stakeholders.

DISCUSSION
Studies have reported poorer outcomes for HIV testing, 
treatment initiation and treatment adherence in men 
compared with women2 for over a decade.46 47 Men are 
often portrayed as difficult, hard- to- reach and actively 
avoiding health facilities. In IDEaL, we aim to investigate 
whether men really are hard to reach or will men engage 
in care when services are offered in ways that are acces-
sible to them and resonate with their needs, as growing 
evidence suggests.17 We propose testing a stepped inter-
vention that increases in intensity over time against low- 
intensity and high- intensity interventions—all tailored to 
men—to identify the most cost- effective strategy to (re)
initiate men in HIV treatment services in Malawi.

IDEaL is different from other ART engagement and 
re- engagement interventions in several important ways. 
First, we will enrol men living with HIV across the treat-
ment cascade, including those who have never initiated 
ART, those who are at risk of immediate default after initi-
ation and those who have been in care but subsequently 
defaulted. Formative research suggests that barriers to 
ART initiation and reinitiation may be similar48; however, 
most interventions focus specifically on either first- time 
initiation or re- engagement, but not both. Our study 
will assess if one overarching programme can improve 
men’s engagement across the treatment cascade, regard-
less of whether they are starting ART for the first time 
or returning to care after a period of disengagement. 
One overarching intervention may be more scalable 
than multiple, separate interventions across the cascade. 
Second, we tailor interventions to men’s unique needs 
and motivations, based on extensive formative work. 
While innovative interventions for men are underway,25–27 
few have rigorously tested the impact of male- tailored 
interventions on ART engagement.49

Finally, we will test a stepped intervention that builds 
in intensity over time until men (re)initiate care. This 
approach allows men who are ready to (re)initiate to 
do so at minimal cost to the health system, while those 
who need additional support can receive more resource- 
intensive interventions to support their ART engage-
ment.31 Stepped interventions have been effective in other 

settings and can address multiple barriers faced by the 
target population with minimal cost.31 32 Findings from 
IDEaL will provide crucial knowledge of how best men 
can be reached and can inform intervention scale- up.
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