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Foreword

It is with great pleasure that | introduce this report on HIV
self-testing in India. The report provides an overview of the
project, including its objectives, methodology, and results.
It also highlights the challenges and opportunities that
were encountered along the way.

The pandemic has been a curveball in many of the National
Program implementations in the country. It has set us back
on our steady progress over decades of program
implementation. But it also has taught us valuable lessons
in newer methodologies, created opportunities for newer
solutions, and enabled environments in many instances. |
would like to take this opportunity to introduce this study
on HIV Self-Testing that was implemented in our country through a diversity of local
and international developmental agencies.

The study initiated during the time of the pandemic saw many challenges in
implementation as well as challenges due to the differential access to resources
across the implementing geographies. This report is a testament to the hard work and
dedication of the team that has worked tirelessly to make this project a reality.

HIV self-testing is an important tool in the fight against HIV/AIDS. It empowers
individuals to control their health by providing them with a convenient and
confidential way to test for HIV. This is particularly important in areas with limited
access to traditional testing methods. At a time when there is overall concern about
slowing down prevention programs and their reach to key populations, this reportis a
timely reminder that reaching the last mile through community empowerment and
involvement is the key to success.

| would like to commend the team for their efforts in implementing this project. Their
dedication and hard work have made it possible to bring this important tool to those
who need it most.

A special thanks to leadership of NACO, WHO, CDC, ILO, PISPAG, CAB, SOC and CMB
members for the success of this project implementation in India.

| hope this report will serve as a valuable resource for the government to scale up HIV
self-testing, and for those interested in implementing similar projects in the future.

Sincerely,

J.V.R. Prasada Rao
Former Health Secretary to the Government of India, and

Former Special Envoy to the Secretary General of the United Nations on HIV/AIDS
for the Asia Pacific region
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EXECUTIVE SUMMARY

Between 2011 and 2021, India has recorded over 1.7 million new cases of HIV
in the last ten years.' As per the National AIDS Control Organization (NACO),
there were approximately 62967 new HIV infections reported in 2021.” Since
reaching the peak in 1997, new HIV infections in India have declined by
nearly 90%. This significant progress was made possible due to evidence-
based and result-oriented strategies and program interventions
implemented by NACO and its partners. However, despite the considerable
progress made in HIV testing and care, a substantial percentage of people
living with HIV (PLHIV) remain unaware of their infection, accounting for
approximately 30% of cases worldwide. The knowledge gap associated with
undiagnosed HIV status is a significant obstacle in achieving the Joint
United Nations Programme on HIV/AIDS (UNAIDS) "95-95-95" goals, which
aim for @5% of all PLHIV to know their HIV status by 2030. Undiagnosed HIV
status not only leads to late entry into care but also contributes to elevated
mortality rates and serves as a substantial driver of the HIV epidemic.
Hence, this underscores the World Health Organization’s (WHQO)
recommendation for HIV self-testing (HIVST) as a global priority in
addressing this critical gap and enhancing access to testing.

The project “Accelerating access and uptake of HIV self-testing (HIVST) in
India” was launched in February 2020 to demonstrate the feasibility and
acceptability of HIVST among different key populations (KPs) and other high-
risk groups. The overall goal was to increase the demand for and access to
HIVST, as well as subsequent treatment and prevention services, thereby
contributing to further reduction in the number of new HIV infections and
averting deaths due to HIV infection.

This initiative was a part of the phased Unitaid-funded STAR HIV self-testing
Initiative aimed at generating evidence for decision-making, enabling the
environment, and catalyzing the global market for HIVST. In India, this
project was led by Population Services International (PSI) with PATH and its
advisors, community leaders, implementation and technical partners,
executed the project between February 2020 and June 2023. This effort was
built on the lessons learned from the STAR HIV Self-Testing Africa Initiative.
The project aimed to create an enabling environment that would support the
introduction of HIVST kits, including policy adoption and product

STAR India HIV self-testing project obtained 13 different approvals



registration. It also aimed to implement and test service delivery models
for increased uptake of HIVST while mapping the linkages to care,
treatment, and prevention services. Furthermore, the initiative aimed to
disseminate the best practices from the project and help identify and
mobilize the resources to support the transition and scale-up of HIVST in
the country.

Paving the way for early detection, prevention, and treatment

As there was no precedent for HIVST in India, PATH initiated a study to
collect evidence for its introduction and implemented the project across 50
districts in 14 states. During the initial landscaping of HIVST kits
conducted by PATH for the project, it was discovered that there were no
central drugs standard control organization (CDSCO) approved HIVST kits
in India. The project used HIVST kits manufactured by three
manufacturers and prequalified by WHO, namely the oral fluid-based
OraQuick® and the blood-based INSTI® and Mylan® through various
delivery models. An import license was obtained from the Drug Controller
General of India (DCGI) to import and use these kits in the country for the
STAR HIVST project.

Building an enabling environment for introducing HIV self-testing

Prior to this project, HIVST was uncharted territory in India. Although an
evidence-based testing strategy exists, implementing HIVST has its own
challenges, such as the acceptability of self-tests, individuals' willingness
to pay for them, and the ability to reach individuals who are not accessing
conventional HIV testing. Additionally, there are issues related to pre-test
counseling, post-test counseling, and linkage to care. For the intervention
to be successfully piloted in India, close collaboration with NACO and its
state counterparts, i.e., the state AIDS control societies (SACS) and

community-based organizations (CBOs), was essential. At the time of the
study, no certified HIVST test kits were available in the country. Therefore, it
was crucial for regulatory agencies, including CDSCO and the Department
of Health Research, to have confidence in the intervention's goals,
methods, and purpose. Furthermore, the project required support from
HIVST kit manufacturers to make their kits/essential documents available
for research by the project.

A series of activities were undertaken to create an enabling environment
for introducing HIVST in the country, which included the following:

Formation of guiding groups for creating an enabling environment:
Atailor-made approach was devised by creating several committees with
stakeholders with specific capabilities to guide the project. The protocols
and implementation plans were presented to these committees with
specified terms of reference. They were guiding the study team.

See Figure 1.

Advisory and community monitoring
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PATH India HIV Self Testing
Project Advisory Group
(PISPAG)

PATH constituted an advisory
group, the PISPAG, which had
representation from NACO,
SACS, development partners,
UN Agencies, ICMR
institutions, PEPFAR (CDC &
USAID), academic institutions,
and technical experts.

The PISPAG played a key role
as the project's advisory body
providing guidance, insights,
and solutions to critical issues
during the conceptualization
and implementation

Community Advisory Board
(CAB) for HIV self-testing

The CAB was a body of
representatives from all key
population groups and
PLHIV and was the voice of
the community on the
project.

Engaged deeply with the
project, the CAB looked at
the community processes
and practices adopted by

the project and ensured that
they are community
sensitive and community
inclusive

State Oversight Committee
(SOC) for HIV self-testing

SOC for HIVST was a
collaboration between the
government, KPs, PLHIV,
and community-led
organizations from affected
communities, as they
worked jointly to facilitate
more inclusive decision-
making on issues that are
important to members of KP
and PLHIVs.

The project had one SOC for
HIVST in each of its 14
intervention states

Figure 1. Advisory and community monitoring

Community Monitoring
Board (CMB) for HIV self-
testing

Community Monitoring
Board (CMB) was formed at
the district level for the STAR
HIVST project.

Comprised of leaders and
vocal members from the KP
and PLHIV communities, the
CMB acted as a focal point
to address the grievances of
the project participants.

The HIVST kits procured with the support of Unitaid through PSI

Three types of HIV self-testing kits are used in the project



Warranting ethical and regulatory approvals at every step: The intervention
also required the confidence of the regulatory bodies, including the Drug
Controller General of India (DCGI) and the Indian Council of Medical
Research (ICMR), to validate its purpose, objectives, and approach. The
study received approval from the ethics committees of The Humsafar Trust,
Mumbai, India (HST-IRB-49-10/2020), and WCG IRB, USA (20212973). It also
received a research determination from the Scientific Integrity Branch of
the Division of Global HIV and TB, Centers for Disease Control, Atlanta.
Written informed consent was obtained from all participants. All these
approvals were obtained during the second phase of COVID-19 pandemic
in the country.

Bringing multifaceted capabilities on one platform: To make the project a
success, the capabilities of various stakeholders, such as national and
state government officials, development partners, implementing partners,
community leaders, and HIVST manufacturers, were brought in.

Conducting a formative study to identify the enablers and barriers of HIVST
implementation: A formative assessment was conducted to identify the
enablers and barriers to HIVST implementation. Using human-centered
design thinking, the qualitative study revealed that HIVST has the potential

to reduce stigma by minimizing the duration of interactions associated with

HIV. Additionally, it addresses the inconvenience and opportunity costs
associated with getting an HIV test. To address the concerns identified and
find opportunities to enhance the feasibility, acceptability, and demand for
HIVST across Kps.

PATH, in consultation with members of PATH India HIV Self Testing Project
Advisory Group (PISPAG) and Community Advisory Board (CAB),
implemented five different distribution models for HIVST kits: a community-
based model, a private practitioners' model, a workplace model, a PLHIV
network-led model, and a virtual model. See Figure 2.
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Community-based

Model
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This model was
implemented with
CBO partners and was
designed to reach
FSWs, MSMs, TG/H
and PWIDs.

PLHIV network
led model

&

e e

HIVST was distributed
through the community run
pharmacy, the TAAL
pharmacy, which provides
subsidized ART to PLHIV and
offers HIV testing and
prevention services to all
people at a high-risk of HIV,
and through the outreach
support provided to PLHIV.

Private Practitioner
Model

B

A

This distribution model is
implemented with private
providers, who were
regularly providing
services to patients with
sexually transmitted
infections (STI) and their
partners, in addition to
KPs and high-risk
individuals.

Workplace
Model
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In this model, PATH
collaborated with ILO
partners, namely,
Brihanmumbai Electric
Supply and Transport
Undertaking (BEST) of the
Municipal Corporation
Greater Mumbai (MCGM)
and the Transport
Corporation of India
Foundation (TCIF), to
extend HIVST services to
formal employees, self-
identified high-risk
individuals.

Figure 2. Five models of HIVST distribution

Vertual Model

59
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The virtual model
followed the
digital marketplace
approach. The project
developed the
www.sahayindia.org
website for potential
participants to visit and
order test kits from.

Training and capacity strengthening of project staff. PATH strengthened the
capacities of peer educators, counselors, and service providers, state
coordinators, district coordinators, site supervisors, data managers,
monitoring experts, CAB, SOC and CMB members and facility (ART, ICTC,
DSRC, DAPCU and SACS) staff were engaged in this project through
numerous training models. It developed a detailed learning resource
package (LRP) consisting of training modules, facilitator's guide,
implementation protocols, standard operating procedures, IEC/BCC
(information education communication/behavioral change
communication) materials, instructions for use (IFU), and other learning
materials. State managers, along with members of CAB, state oversight
committee (SOC), and community monitoring board (CMB), visited the

project sites to give supportive supervision for implementation. Totally more
than 1000 staff trained in 14 states through more than 25 batches of training
which includes training of trainers (TOT).

N\



Storage and distribution of test kits: Proper storage and inventory
management for the test kits, along with effective microplanning for their
distribution under various models, was important. The kits were stored at a
designated space within the stipulated temperature range of 2to 30
degrees Celsius. An inventory register was maintained to keep track of the
kit distribution, and cool boxes were utilized to ensure the proper
temperature during outreach sessions. Many of the SACS coordinated and
supported to store the Kits in the warehouse, which significantly aided in
smoothening the supply chain and management process.

Initiatives to increase the potential of uptake of HIVST and linkages
to confirmatory, care, treatment initiation, and prevention services
After ensuring an enabling environment for implementation of the study
through the first phase, the project was implemented, and the following
activities were undertaken (see Figure 3):

Conducting

HIVST, along
with pre- and
post- counselling
for self-testing

Obtaining
Informed
consent before
undertaking the
self-testing

o
.o ..
.

Awareness
building, Demand
Generation

and Recruitment

The project . Follow-up
implementation [ and linkages (W
stages N to treatment

Site Monitoring R - Data collection,
and Corrective management
Actions and analysis

Figure 3. Project implementation stages

More than 250 CBOs/NGOs engaged as field level implementing partners

e Avariety of strategies were devised to increase demand for HIVST and

mobilize the target population for recruitment into the current study, as
well as for the delivery of future HIVST services. The demand generation
plan was developed after discussions with partners responsible for
different models and community input. These demand-generation
activities were customized and meticulously designed for all five HIVST
distribution models. For example, in the case of the HIVST virtual
distribution model, social media marketing was conducted by
engaging social media influencers.

e Withthe support of a communication agency, communication

packages were conceptualized, designed, and field-tested for KPs, self-
identified high-risk individuals, partners of high-risk individuals, and
PLHIV, among others. The same tools have been piloted with CAB
members. These packages helped the target groups to become
knowledgeable about HIVST, accept its use, and implement it
effectively. These materials were uploaded and made publicly available
for easy access at the following link:
https://www.youtube.com/@starhivselftesting3897. The package
included taglines, IFU in print and videos, counseling videos, and
point-of-use promotional products, among other resources. These
products were first developed in Hindi, and then further translated into
seven regional languages and made available at project sites for use.

@ Recruitment of participants for the study began with demand

generation activities, which included IEC campaigns, interpersonal

communication, and events at the study sites, such as group activities.

Through these interventions, potential participants were mobilized and
provided with information on HIV/AIDS. They were then subjected to
eligibility assessment as per the study protocol.

Totally 94,823 HIVST test kits were distributed



e Eligible participants were provided with relevant IEC materials (Version20,2011; IBM Inc., Chicago, IL, USA) and Stata (Version 16,
containing all necessary information on the tests, discomforts, StataCorp LLC, Texas, USA).
potential benefits, protection of confidentiality of the information (data

e Asthe project was implemented in multiple sites across the country,
collection, storage, and follow-up), voluntary participation, and the

each site carried out a specific number of HIV self-tests according to

option to withdraw from the study. Two types of informed consent the protocol and guidelines. Trained monitoring experts with

forms (ICFs) were used for the study participants: i) for in-person experience in HIV programs and basic research knowledge closely
recruitment and ii) for virtual recruitment. Once the consent forms monitored the entire process to ensure compliance with the protocols,
were signed, the participant enroliment form and behavioral standard operating procedures, and guidelines. PATH was responsible

questionnaires were filled out to generate a unique identification for
the participant. Eligible participants were allowed to choose from the
two kinds of kits and were shown demonstration videos to assist in
their selection.

for taking corrective actions through its site supervisor and study staff
within 48 hours of receiving reports.

e Self-testing was conducted in two formats: a) physical or offline Initiatives to disseminate the best practices, transition,
testing and b) virtual or online testing. Both formats offered options and scale-up of HIVST
for assistance (in the presence of the provider, i.e., counselor, With the conclusion of the study, the study results and findings were
outreach, or other trained staff) or through unassisted self-testing shared with both stakeholders and the community. PATH India organized a
(i.e., independently conducting the testing in their preferred location national-level dissemination event titled “Dissemination of STAR Il Initiative
and interpreting the result themselves). Pre-test counseling was HIV Self-Testing in India: Moving from Evidence to Action” on September 26,

provided to all participants, and the procedures for HIVST were
explained. The study staff then carried out a video demonstration of
the HIVST process and how to interpret the results. Once the results
were ready, the staff discussed the results, provided post-test
counseling, administered the remaining behavioral questionnaire,
and obtained feedback.

2022, in New Delhi. During the event, the summary report of the project
and seven knowledge products were released. Special invitee speakers
and panelists provided expert insights on various HIVST themes,
particularly in the Indian context.

_ _ _ Dissemination of STAR Ill Initiative HiIV saetf-lesting In icia : Moving
e Based onthe HIVST result, referral linkages were established to either _ __ from Evidence to Action

a confirmatory testing site or an HIV prevention program. If the test
result was reactive, a referral was offered to the nearest integrated
counseling and testing center (ICTC) for a confirmatory test. If the
confirmatory test was also reactive, participants were further linked to
the antiretroviral therapy (ART) center for treatment initiation.

e Data collection, management, and analysis were conducted through a
structured approach. A clinical research organization (CRO) collected
data daily from each site through its online application-based data
collection form. The central team routinely assessed all data for
quality. All discrepancies were reported to the sites, and the field team
requested corrections. Data analysis was performed using SPSS

489% of participants reported never having been tested for HIV 89.4% of participants preferred using an HIVST kit for future testing
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Results were encouraging with an increased access and

uptake of HIV self-testing (HIVST) in India

The results provided insights into the feasibility, acceptability, and demand
for HIVST across specific populations and models. Participants expressed
a preference for blood- or oral fluid-based HIVST kits as well as for assisted
and unassisted approaches. Additionally, there were discussions about
the importance of linking individuals with negative HIVST results to
prevention services and ensuring that those with reactive results have
access to confirmatory HIV testing and treatment services.

Participants enrolled for HIVST kits based on demography,
population groups, gender and models of HIVST distribution

@ The enrollment process aimed to
include 96,194 individuals,
achieving a 99.9% consent rate
among eligible individuals
provided. As a result, 95,925
participants contributed to the
study's success.

o Nearly 60.9% of those who used an
HIVST kit in the study identified
themselves as a member of a KP
group and their clients/partners.
Additionally, 24.7% of study
participants self-identified as
high-risk individuals. Among the

95.1% of participants reported HIVST kits as easy to use

KP groups, most participants identified themselves as female sex
workers (FSWs) or men who have sex with men (MSM).

e Overall, 67.7% of participants identified as male, 26.8% as females, and
5.5% as transgender (TG).

e There were also differences in enrollment models among study
participants. The virtual enroliment model reached mainly MSM, while
almost all TG participants were enrolled through the community-based
model. The PLHIV-network model reached partners and family members
of PLHIV.

_@ Distribution of HIVST kits based on age group
S and distribution model

e As part of the project, HIVST kits were distributed among participants in
14 study states and 50 districts. A total of 94,823 HIVST kits were
distributed during the study period.

e Inthe first phase, the distribution began in September 2021 from a
facility in Delhi and gradually expanded until June 2022.

e Allfive distribution models were employed to reach participants.
The second phase distribution of the kits resumed in December 2022,
utilizing both virtual and community-based models. This continued
until March 2023.

@ The median age of the study participants was 30 years, with an
interquartile range (IQR) of 26-36 years.

e Of the total 94,823 test kits distributed during the study, 80,333 (85%)
were provided through the community-based distribution model.

Testing preferences and interpretations of results

e Overall, 48.9% (46,332 out of 94,661) of participants reported that they had
never been tested for HIV. Among the KPs, the percentage of first-time
testers was as follows: 43.9% for MSM, 32.4% for TG people, 26.1% for
FSWs, and 24.7% for persons who inject drugs (PWIDs).

95.2% of participants reported the test kit results as easy to interpret

14



The proportion of first-time testers varied by testing model: 75.0% in the
private practitioner model, 68.6% in the PLHIV network-led model, 67.8%
in the workplace model, 61.5% in the virtual model, and 449% in the
community-based model.

Overall, 51.3% of participants preferred blood-based test kits, while
48.7% preferred oral-fluid-based test kits.

Among the enrolled population groups in the study, MSM (55.8%) and
TG people (54.2%) showed a higher preference for oral-fluid test Kits,
whereas 661% of people who use drugs preferred the blood-based
HIVST kits.

In terms of future testing preferences, 89.4% (83,397 out of 93,241) of
participants stated that they would prefer an HIVST kit over other testing
modalities available.

Additionally, 951% (89,871 out of 94,473) reported HIVST Kits as easy
to use.

Overall, 95.2% (89,825 out of 94,398) found the test kit results easy
to interpret.

Finally, 68.2% (55,317 out of 81,170) of participants expressed a
willingness to pay for HIVST kits in the future.

While a large proportion of participants reported willingness to pay for
the Kits,

e 46.6% reported that they were willing to pay less than INR100 (US$1.2)
for the Kits.

e among the different population groups, TG people were willing to pay
up to INR 250 (US$3) for the kits.

e among the other three KP groups, the majority of the participants
who were willing to pay were willing to pay less than INR 100 (US$1.2)
for the Kits.

68.2% of participants reported a willingness to pay for HIVST kits in the future

HIVST testing cascade and linkages to care

e Among the 94,823 participants who were given an HIVST kit, 94,734 (99.9%)
successfully shared their results, and 9 (<01%) participants refused to
share their test results.

e The 195 (0.2%) participants who tested indeterminately on their first HIVST
test were retested. Among those retested,

e 170 (87.2%) tested HIV-negative on the subsequent HIVST usage,

e while 23 (11.8%) tested indeterminate the second time,

e of the 23 with an indeterminate result, all were referred and 19 retested at

an ICTC, and all tested HIV-negative.
e Atotal of 356 (0.4%) participants reported an HIV- reactive result on HIVST.
e Among the 356 who tested reactive,
e 86.6% (309) were linked for confirmatory testing at an ICTC.

e Among these, 283 shared their confirmatory testing result with
the study staff.

e 23 refused to share their confirmatory testing result, and three refused
testing at the ICTC.

e Among the 271 who reported HIV-positive, 232 (85.6%) were initiated on
ART during the study period.

SAHAY HIVST virtual model used
Social media campaign

More than 96 K HIVST kits
distributed till March 2023

Peer review article published
in Journal of the International
AIDS Society

Thirteen approvals
obtained to initiate the study

More than 300 community

More than 1000 staff HIVST Key @0
T Achievements -3 leaders engaged

trained on HIVST in 14 states

WHO released a departmental
newsletter referring the STAR
HIVST study

Participant with social [’&
harm was successfully linked 4

IFU and communication

material in 8 languages SN EER O

Figure 4. HIVST key achievements

86.6% were linked for confirmatory testing at an ICTC
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Greater equity will unlock new opportunities and introducing
policies will have the most impact

HIVST has proved that it is an effective testing strategy for reaching
individuals who have never tested in the past, including partners of PLHIV,
partners of KPs, and those individuals who have not reached the HIV
testing facilities so far, irrespective of their risk behavior and risk
perception.

Drawing on key lessons learned from the study, the following
recommendations are proposed for the government stakeholders, donors,
HIVST kit manufacturers, academic and research community, community
leaders, and implementation organizations to further access to HIV/AIDS
testing opportunities and to widen the response to the AIDS epidemic.

e Build a robust policy framework and integrate HIVST into the basket of
services under the National AIDS Control Program.

@ Introduce oral fluid-based self-test kits and blood-based self-test kits to
ensure wider acceptance and utilization of HIVST approaches.

e Cultivate multistakeholder collaboration for effective scaling-up of
HIVST kits.

e Establish a robust ecosystem for an integrated HIVST supply-demand-
delivery intervention.

e Utilize communication material developed through the project for
information dissemination and capacity building.

e Explore future research, scaling-up, and funding opportunities.

The study presents encouraging indications for integrating HIVST as one
of the methods for enhancing coverage of testing opportunities and
meeting the first 95% goal of UNAIDS' 95-95-95. Effective HIV solutions
require political support, sufficient funding, research and scientific
evidence, inclusive and rights-based strategies, and work toward equity.
Nations that prioritize people in their policies and initiatives are already at
the forefront of the global effort to eradicate HIV/AIDS by 2030.

85.6% were initiated on ART

CHAPTER1

The HIV landscape in India has experienced transformative changes over
the past few decades, showcasing remarkable progress in some areas
while still facing persistent challenges in others. Since its peak in 1997, there
has been an impressive Q0% reduction in new HIV infections. Recent years
have also seen substantial improvements, with annual new infections
declining by 42% between 2010 and 2022 and AIDS-related deaths
decreasing by a staggering 77% during the same period.’

According to the Global AIDS Monitoring 2023 report and UNAIDS 2023 HIV
estimates, India is currently home to an estimated 2,500,000 individuals
living with HIV. Besides, around 66,000 new HIV cases were reported in 2023
alone, signifying an ongoing battle against the epidemic.” Further
emphasizing the scale of the challenge, the "Sankalak: Status of National
AIDS & STD Response (2023)" (SANKALAK) indicated that India ranks second
in terms of the magnitude of its HIV epidemic globally, contributing to about
6.3% of all people living with HIV (PLHIV) worldwide. As of March 2023, out of
an estimated 24.67 lakh PLHIV, approximately 79% (76% men and 82% women)
were aware of their HIV status. Among those aware of their status, 86% (84%
men and 89% women) received antiretroviral therapy (ART). Notably, 93% of
these individuals showed viral load suppression, a critical marker of
effective treatment. In comparison to global metrics, India's progress on the
05-05-95 targets—where 95% of PLHIV are aware of their status, 95% of those
aware are on treatment, and 95% of those on treatment have suppressed
viral loads—stood at an impressive 79-86-93. This gap underscores the
challenges associated with ensuring continuous ART adherence and
retention, which are pivotal for the lifelong management of HIV. The
behavioral nuances associated with this aspect further compound the
complexity of achieving these targets.’

Given these realities, it is evident that India needs a renewed and innovative
approach to HIV testing services. There is an urgent need to diversify testing
options, adopt less resource-intensive strategies, and promote innovations
like HIV self-testing (HIVST). These steps are crucial to accelerating progress
in reducing new infections and AlIDS-related deaths.

HIV self-testing is a screening test only
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WHAT is HIVST?

HIV self-testing is a screening test for diagnosing HIV in a private setting,
whether alone or with the support of someone trusted. This process
involves collecting one's specimen (either blood or oral fluid) according to
the requirements of the diagnostic test kit, conducting the HIV test, and
interpreting the results. A positive result from an HIV self-test cannot
definitively confirm HIV infection. To confirm HIV status, a skilled
practitioner must conduct further testing on all reactive HIVST results per
the national testing protocol.

Why HIVST is Needed
HIVST is needed because of the reasons detailed below:

High prevalence of AIDS in KPs and vulnerable populations

The 2023 NACO study reported that the HIV epidemic in India is primarily
concentrated among the key population (KP) groups and vulnerable
populations who engage in high-risk behaviors, such as unsafe sex or
drug injecting practices. Evidence from the SANKALAK report indicates
that the HIV prevalence among transgender (TG) people, men who have
sex with men (MSM), and female sex workers (FSWs) is 6 to 13 times higher
than the general population.

Additionally, a periodic HIV surveillance conducted by National AIDS
Control Organization (NACO) among the KP groups found that the HIV
prevalence among injectable drug users (IDUs ) was 28 times higher than
the overall adult HIV prevalence.’

Gaps in implementation of robust diagnostic
set-up and interventions
The current diagnostic setup promotes utilizing integrated counseling and

testing centers (ICTCs) for HIV screening and confirmation. ICTC is a
component of the HIV counseling and testing services and is the first point
of contact for beneficiaries seeking HIV counseling, screening, and
treatment. However, an evaluation of the ICTCs conducted in Delhi
indicated that some centers lacked both male and female counselors as
well as the necessary infrastructure to ensure adequate privacy for clients.
Furthermore, the study reported a high volume of clients every day, which

/

resulted in delays in reporting the HIV status of the patient.’

In India, gaps in the implementation of HIV testing continue to hinder
progress towards the 95-95-95 targets. During the COVID-19 pandemic,

Maharashtra reported 10,000 undetected HIV cases, highlighting the lack of

advanced testing facilities.” Another study highlighted missed opportunities
for HIV diagnosis, particularly among high-risk groups visiting sexually
transmitted disease clinics. Furthermore, research indicates that 55-59% of
FSWs, MSM, and IDUs have not been tested for HIV despite targeted
interventions in place. To address these challenges, there is an urgent need
to introduce cost-effective HIV self-testing (HIVST) kits and other innovative
testing methods tailored to the needs of vulnerable populations.”™

Recognition as an effective HIV diagnostic measure and

global call for integrating HIVST into the programs

There has been a global call for incorporating HIVST as part of health
programs, led by organizations such as the World Health Organization
(WHO), United States Agency for International Development (USAID),
Centers for Disease Control (CDC), and International Labor Organization
(ILO). In 2016, the WHO released recommendations endorsing HIVST as a
safe, reliable, and practical method for testing. These guidelines were
specifically designed to reach individuals who may not usually access
conventional testing methods, such as males, adolescents, and
disadvantaged groups. Given the multiple impacting variables, including
the high HIV prevalence among KPs, the diagnostic infrastructure in place
at the moment, and the difficulties associated with discrimination and
stigma encountered by high-risk groups in India, it is crucial to integrate
HIVST with current testing services.*"

Evidence of effectiveness and safety of HIVST

Ever since the introduction of HIVST kits in the market, numerous pre- and
post-launch research have been conducted to evaluate the feasibility,
accessibility, and acceptability of these kits. In July 2015, the WHO released
the first comprehensive guidelines on HIV testing services, including
information on HIVST, following several trials that evaluated the feasibility
of the HIVST test kits. These guidelines demonstrated the accuracy and
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acceptability of HIVST across a range of delivery models. Furthermore,
findings from a systematic review of 32 randomized control trials showed
that self-testing increases the uptake of testing and is both feasible and
acceptable in different settings.”” These global studies provided a strong
foundation to test the feasibility of HIVST in India. Thus, NACO conducted
qualitative research to understand the acceptability and feasibility of HIVST
among key populations. The study reported that HIVST is highly acceptable,
convenient, confidential, and non-invasive. “ Furthermore, another study
by the Indian Council of Medical Research demonstrated a preference for
saliva-based tests over blood-based HIVST testing among truck drivers
and young people.”

In this context, PATH, in collaboration with its partners, implemented the
project in India from 2021 to 2023. This initiative is built on the lessons
learned from the STAR HIV Self-Testing Africa Initiative. The goal was to
increase demand for and access to HIVST and subsequent treatment
linkage and prevention linkage services, which would contribute to a
further reduction in the number of new HIV infections and avert deaths
due to HIV infection. As there was no precedence for HIVST in India, PATH
initiated a study to gather evidence for its introduction of HIVST in the
country with the active collaboration and guidance of NACO. The study
demonstrated the feasibility and acceptability of HIVST among different
key population groups and generated crucial evidence to inform an HIVST
policy in India.

STAR HIV self-testing project: Implementation in India

The Unitaid-funded STAR HIVST initiative aims to generate evidence for
decision-making, enabling the environment and catalyzing the global
market for HIVST. Globally, the project was rolled out in three phases:
oThe first phase of the project in Malawi, Zambia, and Zimbabwe
generated vital information on the effective, ethical, and efficient
distribution of HIVST products. It also answered questions about the
feasibility, acceptability, and impact of this intervention.

e The second phase expanded the evidence generation on HIVST to three
additional African countries: South Africa, Lesotho, and Eswatini
(formerly Swaziland). This phase built on the lessons learned and
evidence gathered from the previous two phases of HIV STAR initiatives
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in Africa for HIVST.

e Thethird phase of the project was implemented in India, along with six
other countries, to understand and address the barriers to the rollout of
HIVST. This phase aimed to provide evidence for developing structures
and systems to ensure the long-term sustainability of HIVST in the
country. The third phase of the Unitaid-funded STAR HIV Self-Testing
project, which began in February 2020, had three desired outputs:

e Output 1: An enabling environment created to support the
introduction of HIVST, including policy adoption and product
registration.

e Output 2: Service delivery models implemented that increase
the uptake of HIVST and linkages to care, treatment, and
prevention services.

e Output 3: Dissemination of best practices from HIVST implementation
at the country level and identifying and mobilizing resources to
support transition and scale-up of HIVST.

The project aimed to demonstrate the feasibility and acceptability of HIVST

among different KP groups and other high-risk groups, generating

evidence to inform an HIVST policy in India.

e More specifically, the project aimed to do the following:

e Assess the feasibility, acceptability, and demand for HIVST across
specific populations and models.

@ Assessthe preference for blood- or oral fluid-based HIVST kits and
approaches (assisted and unassisted).

@ Assess linkages to prevention services for those with negative HIVST
results, as well as conduct confirmatory HIV testing and treatment
services for those with HIV reactive results.

e |dentify the challenges related to these linkages and any potential social
harm following HIVST.

Partners in the HIV STAR project

This project was implemented by PATH in collaboration with several
organizations, including Humsafar Trust (the principal investigator or Pl),
Solidarity and Action Against The HIV Infection in India (SAATHII),
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International Training and Education Centre for Health Private Limited (I-
TECH), Voluntary Health Services (VHS), Society for Health Allied Research
Education (SHARE India), India HIV/AIDS Alliance (IHAA), National Coalition
of PLHIV in India (NCPI+), and ILO, WHO, the Indian Council of Medical
Research (ICMR)-National AIDS Research Institute (ICMR-NARI), and the
ICMR-National Institute of Epidemiology (ICMR-NIE) and Clinton Health
Access Initiative (CHAI) as technical partners. The project received active
support from NACO, Ministry of Health, Government of India as well as
assistance from over 250 community-based organizations (CBOs) and non-
governmental organizations (NGOs) across the country.

Co-funding mechanism of the HIVST study

Unlike many studies, the HIVST study was carried out with a multitude of
partners. Although managing a significant number of partners is a
tedious process, this study ensured the optimal and ergonomic
participation of each partner. PATH performed the role of primary
implementor and a fulcrum that ensured two-way commmunication with the
decision makers such as NACO and SACS as well as the partners. PATH
was also the designated agency to document and publish the study
outcomes with the support of these partners. The process created a
vibrant ecosystem of partners during the duration of the study
implementation. Some of these partnerships were non-financial, purely to
ensure smoother implementation of the study models by utilizing available
skillsets and knowledge. These partners signed non-financial agreements
with PATH. This showcases the trust between partners and organizations
to achieve the common goal of reaching Sustainable Development Goal by
combining forces and optimizing efforts. These partnerships and their
contributions are mentioned below.

1. Centers for Disease Control: CDC through its existing funding to SHARE
India, VHS and |-TECH India, carried out the implementation of the study in
Andhra Pradesh, Manipur, Nagaland, and Mizoram. They also carried out
the training of all the project staff who were part of the study teams. The
training was conducted in 25 batches and trained in total of more than
1000 staff.

The CDC also supported independent site monitoring of the entire study
sites through SHARE India. They hired a pool of independent experts including

A

the team from SHARE India, a total of 40 experts. The site monitoring was based
on indicators from the protocol and real real-time data monitoring system was
developed. CDC also ensured the study received ethical approval from their
Scientific Integrity Board (SIB).

2. World Health Organization: WHO assisted the second phase of the social
media campaign for the virtual model of HIVST distribution expansion. WHO
SEARO as well India Country Office supported the virtual model expansion. This
was carried out through both PATH as well as CHRI. Alfluence was hired to carry
out the second phase of social media mobilization. WHO also helped with
redesigning the Sahay website, hiring the influencers as well as the campaign
design for social media mobilization. This helped the project reach the target
population intended to use HIVST.

3. International Labor Organization (ILO): ILO supported the Workplace Model of
self-testing. They supported this model through two entities, one being
Brihanmumbai Electric Supply & Transport Undertaking (BEST) in Mumbai and
Transport Corporation of India Foundation (TCIF) in the states of Punjab,
Maharashtra, Karnataka, and West Bengal. PATH shared the protocol and HIVST
with ILO. ILO ensured the end-to-end implementation within these sites, which
included human resources and other expenses required for the
implementation.

4. India HIV AIDS Alliance: IHAA approached PATH to pilot the HIVST in their
existing project SAMARTH during the second phase of self-testing
implementation. Thery have distributed the HIVST kits with protocols and tools
shared by PATH. The intervention was carried out in study mode. The Alliance
India implemented the distribution of HIVST kits in Punjab, Delhi, and Gujarat.
The organization supported the entire implementation including human
resources and expenses.

5. USAID: USAID supported the study in the process of protocol development.
They provided technical inputs to streamline the study protocol and ensure
scientific rigidity. John Hopkins University through USAID supported the training
slides preparation which helped the study implementation plan.

5. CHAI: CHAI has supported the scientific writing workshop conducted to
analyze the collected data with the support of research experts under the
leadership of Dr. DCS Reddy. The scientific writing workshop conducted as two
phases based on the requirement of collecting data, cleaning, finalizing the
research questions, analysis, interpretation and development of manuscripts.
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CHAPTER 2

The demonstration study assessed the feasibility and scalability
of implementing HIVST kits and their usability among key populations
in India.

Project duration and distribution models

STATE
Selection of study sites: Fourteen states were identified for the Andhra Pradesh
implementation of the project and the conduct of the study. Given the Delhi
country's vast geography, these states were chosen based on the National Gujarat
Family Health Survey's regional classification to ensure adequate Karnataka
representation from all five regions of the country: east, northeast, central, Madhya Pradesh
north, and west. Preference was given to states with agreements with the Maharashtra
United States President's Emergency Plan for AIDS Relief (PEPFAR) (USAID Manipur
and Center for Disease Control or CDC) and The Global Fund to Fight AIDS, Nagaland
Tuberculosis and Malaria (GFATM) implementing partners in the HIVST Punjab
project consortium. Tamil Nadu
Figure 2.1 depicts the details of the project sites, duration, and study Telangana
population Uttar Pradesh
West Bengal
Mizoram
Grand Total
sssa DURATION e OTHER POPULATION GROUPS
| 3580 o
Approvals . 18 months o Employee of industries
Kit distribution: 09 months o Partner of a PLHIV
o Partner/clients of KPs
o Referred by identified pvt provider
i?i KEY POPULATION GROUPS o Self-identified high-risk individuals
© FSW * H/TG
< MSM < PWID

Ora-quick, Mylan and Insti self-testing kits were used

Six HIVST kits received WHO PQ
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e Types of HIVST testing kits and approaches for testing: For this study, two
HIVST kits were used: OraQuick®’s oral fluid and the INSTI and Mylan
blood-based HIVST kits. They were offered in all the service delivery
models. These test kits have been pre-qualified by the WHO and were
approved for use in several countries, including Vietham and some
African nations. However, neither of these HIVST kits has been approved
for commercial use in India, and at the time of the study, no indigenous
HIVST kits were available. The 3 types of HIVST kits were procured under
the project with the support of Unitaid through PSI.

e As per NACO’s HIV counseling and testing service guidelines, all
participants received pre-test and post-test counseling. All participants
were offered two options for HIVST: an assisted approach or an
unassisted approach.

e Inthe assisted approach, the study team provided participants with
pre-test counseling and guided them on the testing process in person.
Participants conduct the HIVST process in the presence of a provider
(counselor, outreach, or other trained staff).

e Inthe unassisted approach, the participants conduct the testing
independently at a location of their choice and interpret the result
independently. The trained study staff offer pre-test counseling and
explain the testing process through both online and offline methods,
but they do not remain present during the testing process.
Participants are expected to voluntarily share their results with the
study staff, who will then connect them to appropriate services.

Community Advisory Board (CAB) at national level

Figure 2.2 depicts some of the inclusion and exclusion criteria for the HIVST study participants

Inclusion and exclusion criteria

18 years of age or older

Voluntarily agree to participate in the study

Able and willing to provide written informed

consent or provide a trusted witness

Self-identify as one of the following

o FSW, MSM, H/TG, or IDU

o Employee of industries

o Partner of a PLHIV

e Partner/clients of key population.

o Self-identified high-risk individuals

o Referred by identified private provider

Known HIV positive
Known pregnant women

Participant already enrolled in the study
and previously completed HIVST (unless
there is a compelling reason for re-testing)

Currently using PrEP or on
antiretroviral treatment

Infected with Hepatitis B or C virus,
or HTLV (only for OraQuick)

Figure 2.2. Inclusion and exclusion criteria for the HIVST study participants

e Data collection and management: The project ensured stringed data

privacy and security for data collection, storage, and management. The

following are the steps taken for data collection:

e Ethical considerations: The study adhered to strict confidentiality and
ethical protocols for data collection, management, and storage. Each
piece of data collected was assigned a unique identification number
(UID). Participant names and any other personal identification details

were excluded from the enroliment and behavioral data collection
forms. Special care was taken to maintain the confidentiality of

State Oversight Committee (SOC) for HIV self-testing at state level
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participants, especially during data collection, storage, and follow-up.
Additionally, all staff involved in the project received special training in
good clinical practices, emphasizing the importance of safeguarding
the confidentiality of participants' identities and HIVST results. All the
study staff were responsible for demand generation, recruitment,
enrollment, pre-and post-test counseling, referral, and linkages.

e Format for data collection: The study developed a data collection tool,
finalized after review by implementing partners and feedback from
individuals representing potential HIVST end users and community
leaders from KP and PLHIV.

The data collection tool had the following sections:

Section A: Study site contact information.
Section B: Demographic and risk details.
Section C: Risk behavior for high-risk individuals.
Section D: Risk behavior for KP members.
Section E: HIVST preference.

Section F: Experience of HIVST, advantages and disadvantages,
and suggestions.

Section G: HIVST information and follow-up.
Section H: Confirmatory HIV test and ART linkages.

Section I: Follow-up call to understand possible social harm among
the participants.

e Hiring aclinical research organization (CRO) for data collection and
management: A CRO was hired for data collection and management.

An application-based data collection tool was developed to collect
participant’s data and their responses to the questionnaire. Each
study site was equipped with the facility for application-based data
collection and allowed online data collection. The application included
built-in data validation provisions, wherever required. Each study site
was assigned a separate UID and password for data entry. Online
databases were maintained to facilitate data entry, UID generation
and validation, ensuring accuracy and minimizing errors.

/
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® Ininstances where the internet connection was poor and direct
online data entry was not possible, staff members were trained to
utilize paper-based data collection forms. A guideline was prepared
for this paper-based data collection, which served as a training tool
for the staff, ensuring that data was recorded without any errors.
Once the data was collected on paper forms, it was entered into the
online database whenever an internet connection became
available, carried out by the trained study staff. All paper forms
were securely locked at the study sites when not in use. In case
the forms needed to be transferred to a different site for data entry,
they were transported in sealed envelopes and monitored by the
site supervisor. After the data was entered into the system, the UID
generated was recorded on the physical data collection form,
while the section containing other personal identifiers was
destroyed by shredding.

e Data quality assurance: The study had put forward some criteria for data
quality assurance, which are as follows:

Everyday monitoring

Regular calls to partners based on performance
Handholding states with slower progress
Learning from states with good progress

Engaging community leaders and discussions with state AIDS control
societies (SACS) for smooth functioning

ldentifying the reactive cases and finding their status of linkage
Daily acknowledgment of the study team for their good work

Partners understanding their state's performance by district and
staff, which helped them navigate and support the team. This helped
them address the bottlenecks and enabled them to explore more
sites for distributing the HIVST kits.

Quarterly review by the Community Advisory Board (CAB), state
oversight committee (SOC), and community monitoring board
CMB) on the progress

N\
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Community leaders and CAB members monitoring visits
Independent site monitoring visits by experts
Tracking of social media reach

Tracking of Google analytics for monitoring the performance
of online platforms

e Data storage and protection: For storage and protection of data, the
following guidelines were employed:

All study documents, such as the ICF, registration sheets, data
collection forms, and site details, were securely stored and managed
by the implementing partners until the completion of the study.

At the site level, any hard copies of transcripts, data collection forms,
notes, informed consent forms, and other materials containing study
data were kept in a locked filing cabinet at the sites. Access to these
cabinets was limited to the field supervisor.

All essential study documents, such as the ICF and hard copy data
collection forms, were transferred to the Pl's office at Humsafar Trust.

Non-essential study documents were destroyed at the sites, but no
records were disposed of without written permission from the Pl and
the study sponsor.

Data was not shared with any individual or organization without
obtaining formal permission from the Pl and the study sponsor.
Any shared data did not include personal identifiers.

All paper documents will be destroyed five years after the study's
completion.
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Implemented community-based, private practitioners, workplace,
PLHIV network-led, and virtual models

CHAPTER 3

The project undertook the following three-step approach (see Figure 3.1) to
plan and implement the project in the country:

e Preparatory Phase - Initiatives to build an enabling environment for
introducing HIVST.

e Implementation Phase: Initiatives to increase the uptake of HIVST and
improve linkages to care, treatment, and prevention services.

e Final Phase: Data analysis and dissemination of study findings.

e Formation of guiding groups for creating I m p I eme ntatlo n
an enabling environment Phase
e Warranting ethical and regulatory ( e Dataanalysis \
approvals at every step
e Bringing multifaceted capabilities in one ¢ gema:d Getneranon and * f[i);sds;imsmatlon of study
platform ecruitmen g
e Conducting a formative study to identify ¢ Informed consent
the enablers and barriers of HIVST o Conducting HIVST
implementation. e Referral and Linkages
e Training and capacity strengthening of e Follow-up and social harm
project staff. monitoring
e Storage and distribution of test kits e Data collection and management
Preparatory Final Phase

Phase

Figure 3.1. Three-step approach to plan and implement the project in the country

The following section provides details of each of the phases mentioned above:

CDC supported the training of the study team
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Preparatory Phase - Initiatives to build an enabling environment
for introducing HIV self-testing.

Prior to this project, HIVST was an unchartered territory in India. To
successfully pilot the intervention in the country, PATH established an
ecosystem where all stakeholdersnational-, state-, and district-level
government bodies, organizations representing KPs at national, state and
district levels, HIVST kit manufacturers, regulatory bodies, and development
partners-were aligned to explore HIVST as a solution for enhancing HIV
testing capacities in the country.

The following activities were undertaken in the preparatory stage
of the project:

A. Formation of guiding groups for creating an enabling environment
B. Warranting ethical and regulatory approvals at every step
C. Bringing multifaceted capabilities on one platform

D. Conducting a formative study to identify the enablers and barriers of
HIVST implementation

E. Training and capacity strengthening of project staff

F. Storage and distribution of test kits

Formation of guiding groups for creating an enabling environment

Atailor-made approach was devised by creating several committees with
stakeholders with specific capabilities to guide the project. Figure 3.2 gives
the composition of the guiding groups.

80,333 (85%) kits were distributed through the community-based model

Advisory and community monitoring

Community Advisory Board (CAB)
o 10 to 12 representatives from KPs
® Equal representation

® Metonce inthree months

PATH India HIV Self-testing Project
Advisory Group (PISPAG)

o Chaired by Dr. JVR Prasada Rao

o Experts from research, program,
policy, development partners to
advise for policy level advocacy

e NACO, ICMR, NARI, WHO, UNAIDS,
USAID, CDC and ILO
representatives

o Provide strategic guidance to the
project

® Metonce inthree months

State Oversight Committee (SOC)

o At state level, with members from

the KP community, DAPCU and
SACS

o Monitor the project
implementation

® Support grievances redressal

e Study participant can contact
SOC

Community Monitoring Board (CMB)

o Local leaders from key population
and communities at district level

/10N
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® Support grievance redressal

o Ensured that project activities are
ethically conducted

Figure 3.2. Composition of the guiding groups

HIV self-testing allows individuals to test HIV in the privacy of their own home
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PATH India HIV Self Testing Project Advisory Group (PISPAG): PATH
constituted an advisory group, the PISPAG, which included representation
from NACO, SACS, development partners, UN agencies, ICMR institutions,
PEPFAR (CDC and USAID), academic institutions, and technical experts.
PISPAG played a key role as the project's advisory body, providing
guidance, insights, and solutions to critical issues during the
conceptualization and implementation phases. The group was co-chaired
by Dr. J.V.R. Prasada Rao, the former Health Secretary to the Government of
India, former Special Advisor to UNAIDS, and former Special Envoy to the
Secretary General of the United Nations on HIV/AIDS for the Asia Pacific
region, along with Dr. Ashok Kumar, the former Additional Director
General, Central Health Services, Ministry of Health and Family Welfare,
Government of India. PISPAG also acted as a liaison between the project
and policymakers, playing a crucial role in the processes essential for
integrating HIVST into the country’s HIV testing framework.

Community advisory board (CAB) for HIV self-testing: The CAB comprised a
body of representatives from all KP groups and PLHIV. It served as the
community’s voice for the project. The CAB was actively engaged with the
project, reviewing the community processes and practices implemented,
ensuring that they were sensitive to and inclusive of community needs.
The CAB consisted of 18 members, each invited by name, representing
KPs: PWID, FSWs, MSM, and transgender (TG) population, and PLHIV. The
chair of CAB was rotational among the community groups.

The PISPAG and the CAB were national-level bodies constituted by PATH
that oversaw the project. They met every quarter, though virtually, due to
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disruptions caused by COVID-19 during the project period. However, they
never met jointly. PATH ensured that the proceedings and decisions of
PISPAG were shared with CAB during their meetings and vice versa.

State oversight committee (SOC) for HIVST: In addition to engaging
stakeholders at the national level, the project also involved key
stakeholders from the SACS, district AIDS prevention and control units
(DAPCUs), and representatives from KP and PLHIV communities at the state
level through the SOC for HIVST. The project had one SOC for HIVST in each
of its 14 intervention states.

The SOC for HIVST was a collaboration involving the government, KPs,
PLHIV, and community-led organizations from affected communities.
Together, they worked to facilitate more inclusive decision-making on
issues important to KPs and PLHIVs. By adopting a transparent, consistent,
and multi-channel communication approach, the project built trust among
all participants, including government officials, service providers,
community groups, and sponsors. For any issues or further information
about the study, one volunteered/nominated community representative’s
name and contact details were provided in the respective state-level
informed consent form for any issue and further information about the
study by the participants.

Community monitoring board (CMB) for HIV self-testing: Understanding and
acknowledging the importance of strengthening local decision-making,
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educating communities, and enhancing community capacity and
effective community engagement for HIVST, the CMB was formed at the
district level for the STAR HIVST project. Comprising leaders and vocal
members from the KP and PLHIV communities, the CMB acted as a focal
point for addressing the grievances of the project participants. The chair
of the CMB was chosen by consensus among all members of the CMB, on
a rotational basis. The kit distribution has been initiated after getting
consensus and orientation of CMB members at the district level.

Warranting ethical and regulatory approvals at every step

The intervention also required the confidence of regulatory bodies, like the
Drug Controller General of India (DCGlI) and ICMR to validate the purpose,
objectives, and approaches.

HIV self-testing can reduce stigma associated with traditional HIV testing

12 Oct 2020

Ethical Committee approval from
Institution registered under DHR, MOHFW

The Humsafar Trust

05 Mar 2021

Approval from Health Ministry’s
Screening Committee (HMSC)

International Health Division at ICMR

29 May 2021

Ethical Committee approval from
Institution registered under DCG,
CDSCO, MOHFW

Sai Hospital's Ethical Review Board

18 Jun 2021
Letter of support from NACO
NACO, Gol

01July 2022

Approval for extension of distribution
across all models and edit of flow for the
virtual model

WCG IRB

11 May 2023

Ethical committee approval for
workplace model assessment

The Humsafar Trust

Regulatory and ethical approvals

23 Feb 2021

Import license for-
OraQuick | INSTI | Mylan
DCGl, CDSCO

20 Apr 2021
Clinical Trial Registration

02Jun 2021
Study approval from DCGI

25 0Oct 2021
CDC Scientific Integrity Board (SIB)

15 Dec 2022

Ethical committee approval for extension
of distribution across all models and edit
of flow for the virtual model

The Humsafar Trust

07Jun 2023

Ethical committee approval for
workplace model assessment

The Humsafar Trust

Figure 3.3. Ethical and regulatory approvals

A clinical research organization (CRO) handled data collection and management
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PATH received approval from different regulatory and ethical bodies before
starting the HIVST pilot.

e The Institutional Review Board of Humsafar Trust provided the project
ethical approval for the study. Multiple approvals were received based on
the study requirements.

e PATH, through Fermish Clinical Technologies Private Limited, received
DCGI Subject Expert Commmittee approval to conduct the field
implementation of the project for HIVST kit under the Drugs & Cosmetics
Act 1940 and Devices Rules-2017. The approval came with active advisory
input from ICMR and NACO.

e The DCGI provided an import license for the project to use WHO pre-
qualified HIV self-test kitsKINSTI HIV Self-Test, OraQuick® HIV Self-Test
and Mylan HIV Self-Test.

e Registered in Clinical Trials Registry- India, hosted at the ICMR's National
Institute of Medical Statistics.

e Approval was given for the proposal by the Health Ministry’s Screening
Committee (HMSC) for conducting the HIVST study in India.

e The engagement of CDC and the PEPFAR partners in India further
required the clinical evaluation protocols for HIVST to be subject to their
Office of Scientific Integrity. CDC facilitated their approval.

e In addition to external expert bodies, PATH engaged its research
determination committee to determine the nature of the research, The
Scientific Merit Review for Human Subjects Research reviewed PATH’s
research protocols, methodologies, and tools, approving pilot testing in
India. Further, the PATH Office of Research Affairs reviewed the research
and approved moving forward with the Western Copernicus Group IRB,
which also approved implementing the study.

e Received approval and support letter from NACO, further letter of
support from respective State AIDS Control Societies.

HIV self-test kits are available over the counter in many countries

Bringing multifaceted capabilities in one platform

The capabilities of various stakeholders were brought in to make the
project a success (see Figure 3.4).

Implementing
Partners

Development
Partners

Community
Engagement

Government
agencies and
technical
collaborators

HIVST Kit
Manufacturers

Figure 3.4. Various stakeholders brought into the project

e Government agencies and technical collaborators: NACO, under the
Ministry of Health, Government of India, served as the overall technical
advisor of this project. Additionally, various government agencies
contributed as technical partners, such as 15 SACS, the National AIDS
Research Institute (NARI) and the National Institute of Epidemiology
(NIE), all under the aegis of ICMR. Other organizations such as ILO and
WHO provided technical expertise at various steps of the project.

e Development partners: The project was implemented in collaboration
with several partners, including NACO's targeted intervention (Tl)
partners, the ILO through its workplace intervention partners, Global
Fund partners, and PEPFAR partners via the CDC. The CDC led the HIVST
project with support from the Society for Health Allied Research and
Education India (SHARE INDIA), which trained the study team and
conducted independent site monitoring. The implementation of the
study took place in northeastern states—Manipur, Nagaland, and
Mizoram—by the International Training and Education Center for Health
India Private Limited (I-TECH India), while it was conducted in Andhra
Pradesh by Voluntary Health Services (VHS). The engagement of CDC

Communication materials were prepared in Hindi, Bengali, Punjabi,
Tamil, Telugu, Kannada, Gujarati, Marathi and English
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and PEPFAR partners in India further required the clinical evaluation
protocols for HIVST to be subject to their scientific integrity board (SIB).
The CDC facilitated this approval process, and the SIB was successfully
onboarded for the study.

Implementing partners: This project was implemented by PATH in
collaboration with several organizations, including Humsafar Trust (the
principal investigator or Pl), Solidarity and Action Against The HIV
Infection in India (SAATHII), International Training and Education Centre
for Health Private Limited (I-TECH), Voluntary Health Services (VHS),
Society for Health Allied Research Education (SHARE India), Clinton
Health Access Initiative (CHAI), India HIV/AIDS Alliance (IHAA), and
National Coalition of PLHIV in India (NCPI+).

The project involved the constitution of various committees and
identifying key stakeholders. It collaborated with several stakeholders
to develop training materials, IEC/BCC, instructions for use (IFU)
materials, and social media communications. PATH also facilitated
ethical and administrative approvals needed from various
organizations and committees to implement the project. Apart from
this, the Humsafar Trust, one of the project’s partner, played a major
role in the implementation of the project as a Pl of the study. Similarly,
Share India, another implementing partner, conducted site monitoring
to ensure adherence to study protocols using a standardized checklist.
Additionally, other implementation partners brought in their expertise
to the project to make it successful.

Community engagement: The project ensured that key communities
were engaged at all levels, including planning, protocol development,
decision-making, service delivery, monitoring, data analysis, and co-
authorship in manuscripts and publications. The KP and PLHIV
community representatives were meaningfully engaged through CAB,
SOC, and CMB.

e HIVST kit manufacturers: When the project was first conceptualized,
HIVST Kits were not being manufactured in India. There were three WHO
PQ HIVST kits available globally, but only one had a distributor in India. To
manufacture HIVST kits, manufacturers required regulatory approval
and a test license from DCGI. PATH facilitated consultations between
local distributors and HIVST kit manufacturers so they could present
their clinical trial protocols to DCGI for regulatory approval. As a result,
the two HIVST manufacturers were able to establish local
distributorships, which is an essential prerequisite for obtaining a test
license from the DCGl for clinical evaluation. At the time of writing this
report, seven HIVST kit manufacturers had received test licenses from
DCGlI, and one had also obtained approval for its clinical evaluation
protocol. PATH supported these manufacturers by reviewing their clinical
evaluation protocols and providing valuable feedback. The landscape of
HIVST manufacturers in India has dramatically changed, going from an
initial lack of interest in introducing HIVST to seven HIVST manufacturers
actively seeking regulatory approval and test licenses from the DCGl,
with more approaching the agency.

Conducting a formative study to identify the enablers
and barriers of HIVST implementation

A study was conducted to identify the enablers and barriers of HIVST
implementation, and the details of the study are as follows:

e The formative study: From August to October 2021, PATH conducted a
formative study to identify the enablers and barriers that influence the
demand for HIVST among high-risk groups in India and the feasibility
and scalability of implementing HIVST. Using human-centered design
thinking, the qualitative study found that there is an opportunity for
HIVST to reduce stigma by minimizing the length of interactions
associated with HIV testing. In addition, it identified that HIVST could
reduce the inconvenience and opportunity costs associated with HIV
testing. The study also highlighted concerns among participants
regarding the potential for errors during self-testing. It raised questions
about the credibility of what seemed to be an overly simplistic product
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for HIV testing, especially when compared to confirmatory tests
conducted at ICTCs. To conduct the study, in-depth qualitative
interviews were carried out with 42 participants. These interviews were
recorded, transcribed, and translated into English when necessary.
Thematic analysis was conducted to understand the perceptions of
stakeholders and potential end-users regarding the feasibility of
introducing HIVST into the national program.

The findings of formative study: The findings of the formative
assessment are indicated in Figure 3.5.

Summary of factors affecting access, use and linkage

Visit
5 . - Checkresultand | Consult health
p;ggliﬁlteyr/ Ask for kit | Store kit(s) | Conduct test dispose kit provider
o
o

STIGMA

[
P ([
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Figure 3.5. Findings of the formative assessment

e The barriers were identified at three levels: personal, interpersonal, and
health care system.

e The personal level barriers included concerns about the cost of
HIVST and the credibility of the test kit.

e Theinterpersonal barrier was the apprehension about disclosing
one's sexual orientation while ordering the kit or using it.

e The health care system barriers were concerns regarding biosafety
and linkage to care.

HIV self-testing empowers people to take control of their sexual health
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e The facilitators for the formative study for HIVST were divided into two
levels: personal and interpersonal.

e Personal-level facilitators included convenience, confidentiality, and
ease of use.

e Theinterpersonal facilitator was peer influence and close
partner testing.

To address concerns and identify opportunities to enhance the feasibility,
acceptability, and demand for HIVST among KPs, PATH, in consultation with
members of PISPAG and CAB, implemented five different HIV self-testing kit
distribution models: community-based model, private practitioners' model,
workplace model, PLHIV network-led model, and virtual model.

Distribution models

The intent of studying the five models of the distribution for HIVST kits
outlined below was not to assess the comparative advantage of one
model over another. Instead, the goal was to independently assess the
feasibility and acceptability of each of the five models. Furthermore, these
models are not directly comparable, as each was designed to target
different population groups.

e Model#1community-based model: This model was implemented in
collaboration with CBO partners and was designed to reach FSWs,
MSMs, TG/H and PWIDs. Additionally, the model also aimed to engage
their partners, clients, and other self-identified high-risk groups. In this
model, trained peer volunteers from the KP community conducted
demand-generation activities. Trained peer counselors performed
eligibility assessments and provided pre-test counseling. They also
demonstrated HIVST using videos and other job aids to help
participants make an informed choice about their preferred HIVST
kiteither oral or blood basedand the preferred testing
approachassisted or unassisted. HIVST kits were supplied to project
staff through the participating CBOs. Based on the results of the HIVST,
the CBO followed a specific algorithm for post-test counseling and

The accuracy of HIV self-tests is comparable to
laboratory-based testing when used correctly
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confirmatory testing (for those who received reactive or indeterminate
results with HIVST) and offered prevention, treatment, and care
support as per the national testing guidelines. This model was
implemented across 50 districts in 14 states, with Humsafar Trust,
SAATHII, ITECH, and VHS serving as the lead implementing partners,
along with approximately 250 field implementing CBOs/NGOs.

Model#2Private provider model: The second distribution model
involved private providers, who regularly provided services to patients
with sexually transmitted infections and their partners, as well as to
individuals with clinic skin issues, partners of PLHIV receiving private
ART, and partners of newly diagnosed PLHIV at private labs. This model
also catered to KPs and high-risk individuals accessing private
services. In this model, the project recruited private providers who were
already mapped and working with NACO-supported programs.
Communication materials developed by the project were displayed at
the clinics, including videos, to generate demand for HIVST. In addition,
demand-generation activities were conducted in areas with KPs
located near the selected clinics. Trained private providers conducted
eligibility assessments, offered pre-test counseling, and demonstrated
HIVST using videos and other job aids. They assisted the participants in
choosing an HIVST Kit, either oral fluid-based or blood-based, and the
mode of assistance (assisted or unassisted). PATH provided the HIVST
Kits to private providers through the participating project partners.
Based on the results of the HIVST, the private provider and the
participating project partner followed the algorithm for post-test
counseling, confirmatory test (for those who had reactive or
indeterminate results with HIVST) and subsequent treatment and care
support. This model was implemented with private providers in five
states: Gujarat, Karnataka, Telangana, Tamil Nadu, and West Bengal,
with SAATHII serving as the lead implementing partner.

Model#3Workplace model: PATH collaborated with ILO partners,
namely, Brihanmumbai Electric Supply & Transport Undertaking of the
Municipal Corporation Greater Mumbai and the Transport Corporation
of India Foundation, to extend HIVST services to various groups. These
included formal employees, self-identified high-risk individuals such
as truck drivers and informal labor workforce, partners/clients of high-
risk individuals, KPs, and partners of PLHIV. In this model, staff from
workplace interventions at the two organizations utilized the

/

information education communication/behavioral change
communication (IEC/BCC) materials developed by the project. These
materials were used to raise community awareness and generate
demand for HIVST through community events and interpersonal
communication. They also conducted eligibility assessments. The
materials were displayed in their office/site premises to promote
access to free HIVST services. The service providers received training to
conduct pre and post-test counseling, demonstrate how to use the
HIVST Kits through videos and other job aids, and help participants
select an HIVST kit and their preferred mode of assistance. Additionally,
they connected HIVST users to facilities offering confirmatory tests,
treatment, and care services based on the results of the HIVST. TCIF
and BEST are the implementing partners for the workplace model within
their premises.

Model#4PLHIV network-led model: The PLHIV network-led model was
implemented by the Network of Maharashtra People with HIV (NMP+),
which is a PLHIV network under the National Coalition of People Living
with HIV/AIDS (NCPI+). The Humsafar Trust served as the lead partner.
This model distributed HIVST kits through the community-run TAAL
pharmacy, which provides subsidized ART to PLHIV and offers HIV
testing and prevention services to individuals at high risk of HIV.
Outreach support was also provided to PLHIV. This model aimed to
reach the partners of PLHIV and other clients who use the network's
services. Through this model, HIVST kits were distributed across five
districts in Maharashtra.

Model#5-Virtual model: The virtual model adopted a digital
marketplace approach. The project developed the www.sahayindia.org
website, where potential participants could visit to order test kits. The
project ran a social media campaign to reach KPs, high-risk individuals,
and their partners, as well as partners of PLHIV. This outreach included
search engine optimization and social media promotion through
platforms such as Facebook, Instagram, and others. The virtual
counsellors appointed with dedicated helpline numbers for
counselling and guidance to the study participants.

Interested participants were directed to the www.sahayindia.org
website. On the landing page, an eligibility assessment was
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conducted. Participants’ statuses were digitally validated using OTP

verification, their consent was obtained online, and a UID was

generated. Participants could then virtually place orders for the HIVST

kit of their choice, with the option to receive the test kit via courier or

visit a nearby project site for in-person pickup. For courier orders, the

test kit was sent along with IEC materials and IFU after an online pre-

test counseling session. In the case of in-person pickups, participants

received pre-test counseling on-site and could choose to conduct the

HIVST with assistance or in an unassistance mode. Both

groups—those receiving the HIVST Kits through courier and those

picking them up at project sites—were followed up for results and post-

test counseling. Participants were encouraged to share their test PATH strengthened the capacities of peer educators, counselors,

results with the appropriate health service provider. and service providers engaged in this project through a cascading
training model.

Training and capacity strengthening of project team

e PATH developed a detailed learning resource package (LRP) that
included training modules, a facilitator's guide, implementation
protocols, standard operating procedures, IEC/BCC materials, IFU,
and other learning materials. This package was then used during a
three-day training of trainers (TOTs) session with all implementation
partners. The master trainers then conducted additional training
sessions for field-level implementation staff, supported by members
of PATH and representatives fromm CAB and SOCs who provided
mentorship and guidance throughout the training rollout. The cascade
of training was carried out in all 14 states according to the established
training guidelines. Totally more than 1000 staff trained in 14 states
through more than 25 batches of training which includes training of
trainers (TQOT).

e Trained implementation partners, PEPFAR and GFATM partners, more
than 250 CBOs/NGOs who are involved in direct implementation partners
across 14 states and most of them are existing targeted interventions
partner of NACO/SACS.

@ Based onthe findings from the online assessment, PATH and its
implementing partners conducted refresher training along with one-on-
one mentoring support. All training participants were encouraged to

Self-testing kits are usually accompanied by clear instructions for correct use

Study implemented during first and second wave of COVID-19 pandemic




respond to a set of questions prepared in a Google form. The
responses were analyzed to identify the thematic areas and learning
and mentoring requirements.

e Furthermore, state managers and members of CAB, SOC, and CMB
visited the project sites to provide hand-holding and supportive
supervision for implementation.

e Mentoring visits were conducted by the study team and CAB members.

Storage and distribution of test kits

The preparatory phase involved ensuring proper storage and inventory
management for the kits to be deployed and microplanning for their
distribution under different distribution models. The kits were stored

in a designated space within the stipulated temperature range of 2 to 30
degrees Celsius. An inventory register was maintained to track the
distribution of the kits, and cool boxes were used to maintain the
appropriate temperature during outreach sessions. Many of the SACS
coordinated to store the kits in the warehouse, which greatly facilitated
the supply chain and management.

The micro plan was developed in collaboration with stakeholders
responsible for the particular model. For instance, in the PLHIV

network model, the key stakeholders responsible were the community
pharmacists, while in the workplace model, managers and supervisors
played a crucial role. The micro plan detailed the days and dates for

kit distribution and was shared with site-level stakeholders a day in
advance to allow for adequate preparation. This advance notice enabled
necessary arrangements, such as creating copies of necessary
documents and organizing travel logistics, ensuring everything was

in place for the study execution.

Implementation phase: Initiatives to increase the potential of
uptake of HIVST and linkages to confirmatory, care, treatment
initiation, and prevention services

After ensuring an enabling environment for the implementation of the
study through the first phase, the project was implemented, and the
following activities were undertaken:

A. Awareness building, demand generation, and recruitment

All the IEC and BCC materials reviewed by communities and CAB members

B. Obtaining Informed consent before undertaking the self-testing

C. Conducting HIVST, along with pre- and post-counseling for self-testing
D. Follow-up and linkages

E. Data collection and management

F. Site monitoring and corrective actions

Awareness building, demand generation, and recruitment

As the first step for implementing the project, two activities were
undertaken, i.e., demand generation and recruitment, which are described
as follows:

e Awareness building and demand generation: A variety of strategies were
devised to increase demand for HIVST and mobilization of the target
population for recruitment into the current study, as well as for the
provision of future HIVST services. The demand generation plan was
developed following discussions with the partners responsible for
different models and input from the community. These demand-
generation activities were customized and meticulously designed for all
five HIVST distribution models.

e Inthe case of the HIVST virtual distribution model, social media
marketing was conducted with the help of social media influencers. A
marketing campaign among the identified communities was
developed using social media platforms for each identified target
population group. These included but were not limited to, Facebook

HIV self-testing can increase the first-time testers
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and dating apps such as Grindr and Blued. A total of 28 social media
influencers who were active on Instagram, Facebook, and YouTube
shared key messages about HIVST along with links to the online
platform through their personal social media accounts. In addition,
influencers posted content on WhatsApp to ensure that semi-offline
populations (not active on social media) could view these messages
and engage with influencers. People interested in the HIVST were
directed to the online platform, i.e., the Sahay India website.
Additionally, virtual outreach by trained personnel was conducted,
offering services such as one-on-one discussions online or virtual
platforms about prevention, testing, treatment, and retention. WHO
has supported this virtual model second phase scale up and
strengthening the social media campaign including influencer
marketing through Southeast Asia and Country Office.

Figure 3.6. Materials uploaded and made publicly available during the project

e Forthe other four models of distribution (community model, private
model, workplace model, and PLHIV network model), demand
generation and community mobilization were implemented through
various methods. These included awareness sessions in the
community, community information sessions, and the distribution of
posters by both study staff and community members. These
activities occurred before the implementation at hotspots,
community-based offices, and other community-based testing sites.
As a result of these interventions, potential participants were
mobilized through these interventions.

e Communication strategy: Encouraging KPs, self-identified high-risk

individuals, partners of high-risk individuals, and PLHIV, among others, Figure 3.7, The IEC/BCC products

to become infor-med apout HIVST and agogpt Its use was a k@_’ The package consisted of taglines, IFU in print and videos, counseling
component for improving demand, feasibility, and acceptability of HIVST. videos, and point-of-use promotional products, among others. Initially

The study team, using the findings from a formative assessment and developed in Hindi, these products were later translated into seven regional

with the support of a communication agency, conceptualized, designed,

field-tested, and developed a communication package. These materials and made available at project sites for use. In addition to the products, the

were uploaded and made publicly available for easy access: communication package included guidance for the most effective use in

https:'//www.youtube.com/@starhivselftesting38<?7. various intervention settings. The IEC/BCC products (see Figure 3.7) were

See Figure 3.6. shared with implementing partners and their staff during training
sessions, site visits, and virtual mentoring sessions, ensuring they received
orientation on using them effectively.

languages (Bengali, Hindi, Tamil, Gujarati, Punjabi, Telugu, and Kannada)
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Ateam member shared an anecdote about the HIVST song, which was
written and filmed by the implementation team in Mizoram. This song was
later popularized by the study teams and the community (STAR YouTube
channel: https://www.youtube.com/watch?v=FJ1CINgGIDU). The study
team also provided guidance on how to effectively use these products in
different intervention settings, disseminating them to partners through
training sessions, site visits, and virtual mentoring.

IRecruitment: The recruitment of participants began with demand
generation activities that included IEC campaigns, interpersonal
communication, and events at the study sites, such as group activities.
Through these initiatives, potential participants were mobilized and were
provided with information on HIV/AIDS. They were then subjected to
eligibility assessment as per the study protocol.

After completing these preliminary steps, participants received detailed
orientation on the three HIVST Kits, including the IFU leaflets. It was
emphasized that these kits are screening tests. Participants then choose
between the two kinds of kits and watched demonstration videos to aid
their selection.

Obtaining informed consent before undertaking the self-testing

Eligible participants were provided information about the three HIVST kits
available under the study.

All participants received relevant IEC materials that outlined all necessary
information on the tests, discomforts, potential benefits, protection of

/

confidentiality of the information (data collection, storage, and follow-up),
voluntary participation, and the option to withdraw.

Two types of ICFs were used for the study participants: i) for in-person
recruitment and ii) for virtual recruitment. While the options and process for
conducting HIVST were broadly consistent across the different models,
there were differences in obtaining informed consent for those recruited in-
person compared to those recruited online/virtual. Additionally, a separate
informed consent was used for the formative assessment.

All aspects were explained to the participant. If the participant agreed to
participate, their signature was obtained on the consent form, which was
also signed by the study staff. If the participant could not read and write, a
trusted witness, chosen by the participant and unaffiliated with the study,
helped to make the participant understand the procedures and sign the
ICF, in addition to the thumb impression of the participant. The investigator
retained this. The signed ICF was stored in a locked file cabinet at the
implementation partner's office and was later moved to the Pl's office
(Humsafar Trust) for safekeeping for five years. A copy of the ICF was
offered to the participants for their reference.

Participants who chose not to consent were given information about
precautions and prevention methods for HIV and AIDS. Once the consent
forms were signed, the participant enrollment form and behavioral
questionnaires were completed to generate a UID for each participant.

In the virtual model, once the participant was deemed eligible, the website
directed them to the ICF section. Once the participant completed the online
submission of the ICF, a UID was generated based on the ICF confirmation.
Participants were then verified through an OTP sent to their mobile
numbers for authentication purposes. This process also allowed further
follow-up communications, including providing information, videos,
counseling, verifying the kit courier/pickup, and checking for potential
social harm. The consent form was virtually verified by the study staff.

A copy of the ICF, along with the test kit, was sent to the participant

via courier.
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Conducting HIVST, along with pre- and

post- counseling for self-testing If the participant opted for unassisted testing, they received a test kit

(along with the instructions on how to perform the test). They conducted

The self-testing was conducted in two formats: a) physical or offline testing the test independently (privately in another room without guidance) or took
and b) virtual or online testing. Both formats offered two options: assisted the HIVST kit to a location of their convenience and comfort. They were
testing (in the presence of the provider, i.e., counselor, outreach, or other given instructions and a video demonstration on how to conduct the test,
trained staff) and unassisted self-testing (i.e., independently conducting which was performed by the staff.

the testing at their preferred location and interpreting the result

independently).

e Physical or offline testing: Offline testing refers to the administration of
HIVST at study sites established in different states. The study sites were
established within 3-5 kilometers of the recruitment sites. Once the
participants arrived at the study site, the study team ensured that the
participants were informed about the study's purpose and processes.
All participants recruited in person received face-to-face pre-test
counseling. during which the HIVST procedures were explained. The
study staff conducted a video demonstration of the HIVST process and
how to interpret the results. Participants were offered a choice of test
kits—either blood-based or oral fluid-based.

Further, participants were allowed to take the HIVST kit to their setting
and perform the test at their convenience (unassisted approach) or at
the study site (in unassisted or assisted approach). For participants who
opted for assisted HIVST, the staff offered support in performing the test
and reading the results (if requested by the participant). The
participants performed the test. Once the results were available, the
staff discussed the results, provided post-test counseling, administered
the rest of the behavioral questionnaire, and obtained feedback.

e Virtual or online testing: Virtual testing was an unassisted method of
conducting tests in which the participants were recruited online. They
were shown a video explaining HIVST procedures and how to interpret
the test results before completing the ICF. Once the ICF was submitted,
participants were enrolled in the study and provided a UID. They were
then directed to fill out an online behavioral questionnaire. Participants
who were recruited and enrolled online could collect the HIVST kit at the
nearest distribution model/study site office or have it delivered to their
address.

e Those who chose to collect the kit from nearby sites were given the
address and contact details of the distribution site. Participants who

CDC supported independent site monitoring

Education about how to interpret HIV self-test results is key to their effectiveness T S e e e R e
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opted for delivery needed to share their name and address. The project
assured them that this information would be delinked from their
personal data immediately after the successful delivery of the HIVST kit
and documentation. The HIVST kit was then couriered to the
participants, along with the following documents:

e Communication material (pictorial and in local language) with links
to essential video messages with detailed descriptions to use, read,
and share results of the test.

e HIVST kit with IFU.

e One-pager pictorial document on the HIVST testing process.
e Hard copy of ICF for the participant's reference.

e Details of nearest ICTCs for each city in the state.

e Information on safe disposal of the used HIVST kit and other
associated items.

e Study helpline number information.

Follow-up and linkages

Based on the HIVST result, referral linkages were established either to the
confirmatory testing site or with the HIV prevention program.

e The participants who opted for an unassisted approach were provided
with the option of face-to-face or virtual post-test counseling after the
HIV self-testing. All of them were requested to share their results by
phone/WhatsApp voluntarily.

e Inthe unassisted approach, if they did not inform the results within a
week of receiving the HIVST kit, they were followed up to check if they
intended to do the test or if there was any reluctance or apprehension.

e This wasthen addressed by the staff, peer educator, or any other
designated trained staff. During the follow-up commmunications,
participants who did not share an HIVST result were provided with
referral information in the case of both reactive and non-reactive HIVST

/

results, so they are prepared in the event of either outcome.

If the participants did not share the HIVST result, they were followed up.
The participants were followed up for a maximum of three times a week
to share the results after the receipt of the HIVST Kit.

No coercive practices were used to report the results.

For participants who opted for virtual testing, the designated virtual
counselor regularly contacted them through email/WhatsApp/phone
and ensured that the HIVST kit reached them, was used correctly, and
the result was shared. The participant was requested to voluntarily share
the test result.

The staff provided online post-test counseling through video chat/
WhatsApp/phone call, based on the participant's choice.

At the time the HIVST was reported, all participants were asked a series
of questions to provide feedback and suggestions based on their
experience using HIVST that can inform future implementation of HIVST
in India. These questions were administered via video chat/
WhatsApp/phone call, based on the participant's choice.

Based on the HIVST result, further referrals were established to the
confirmatory testing center or the prevention program.

If the test result was reactive, a referral was offered to the nearest ICTC
for a confirmatory test. The participant was further linked to the ART
center for treatment initiation if the confirmatory test was also reactive.

A review of the socio-economic status of the patient was conducted and
linked to social entitlements where needed. The patient was followed up
after a week to review their health and well-being.

If the test results were negative, the participant was informed about
repeating the HIV test after six months at the nearest ICTC and
linked with NGO/CBOs through whom most of the study participants
were reached.

The participant was further linked to a field worker for prevention services
with the participant's consent. He/she was followed up after a week to
review health status and well-being and linked to crisis management
teams if required.

N\
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Data collection, management, and analysis

As mentioned in the previous section, a format for data collection was
used, and UIDs were given to each participant to ensure data
confidentiality.

e Data entry and management:

e The CRO collected data daily from each site using an online
application-based data collection form. This data was then uploaded
to a centrally managed cloud server, which was accessible and
managed by the central data management team. The application
included built-in data validation provisions, wherever required.

e Inlocations with poor internet connectivity where direct online data
entry was not feasible, staff members were trained to utilize paper
data collection forms. A guidance note was created for paper-based
data collection, which was used during the staff training sessions.
Once data was collected on paper forms, it was entered into the
online database when internet access was available, and this was
performed by the trained study staff. Throughout this process, all
paper forms were securely locked at the study sites when not in use.
In case the forms needed to be transferred to another site for data
entry, they were transported in a sealed envelope and kept under the
supervision of the site supervisor. After the data was entered into the
database, the UID generated was entered into the physical data
collection form. The section containing personal identifiers was then
destroyed by shredding.

@ Data collection for HIVST kit distribution through virtual model: The data
collection, in this case, was undertaken through the SAHAY India
website and was undertaken in two phases:

e Inthefirst phase, extensive data variables were collected from the
beneficiary visiting the SAHAY India website and placing an order for
the HIVST kit. However, an interim review of the model’s performance
revealed how time-consuming the process was and that it often
deterred participants from ordering the Kits.

e Hence, inthe second phase of the virtual model, minimal variables
were collected through the website to ensure expedited utilization of
the Sahay website and placement of order of the HIVST Kits.

/

e Theinformation required from the beneficiary was collected by the
virtual counselor assigned to conduct the post-test counseling for the
beneficiaries who received their test kits from the order placed on the
Sahay website.

e Data quality assurance: Apart from internal validation checks available
in the application, 10% of the reported data was reviewed and validated
for quality issues. Records with an error rate exceeding 10% were
excluded from the analysis and final reporting. The central team
routinely assessed all data for quality. Any discrepancies found were
reported back to the sites for correction. Entries that could not be
corrected were not included in the analysis.

e Data analysis: The primary outcomes measured in the study were the
acceptability of HIVST for current and future testing, the usability of the
HIVST products included in the study, and the participants' willingness to
pay for these Kits. To understand the amount that the participants were
willing to pay, after the testing process, participants were asked to
specify a price range they would be willing to pay for an HIVST kit. To
determine the factors associated with the primary outcomes,
unadjusted odds ratios along with 5% confidence intervals were first
calculated. Variables with a p-value<0.20 were selected for multiple
regression analysis. During this process, it was found that the variable
population group and gender were collinear; hence, only the population
group was used for further analysis. Using these variables, directed
acyclic graphs were constructed to identify potential confounders for
each outcome-factor association. Confounders to be adjusted using the
multiple logistic regression were identified by comparing the -2 log-
likelihood ratios of the models with and without the confounding
variables for each exposure variable separately. Data analysis was
conducted using SPSS (Version20,2011; IBM Inc., Chicago, IL, USA) and
Stata (Version 16, StataCorp LLC, Texas, USA).

Site monitoring and corrective actions

The HIVST was implemented in multiple sites across the country using five
different models, which included both assisted and unassisted
approaches. Each HIVST site was assigned a defined number of HIV self-
tests to conduct in accordance with the established protocol and
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guidelines. The entire implementation process and the data collection
were monitored to ensure compliance with the protocol and the standard
operational procedures and guidelines.

e The site monitoring of the HIV self-testing initiative was conducted in 13
of the 14 states involved in the program. As per the proposed site
monitoring plan, approximately 15.2% (104) of the 685 proposed
implementation sites across 50 districts nationwide were included in
the monitoring activities, which took place from December 2021 to May
2022. The number of sites from each state/district was computed
proportionately to the total number of sites under specific models in
the state/district.

The HIVST processes were monitored by trained monitoring experts who
had experience in HIV programs and foundational knowledge of research
methods. A team of around 25 monitoring experts was identified and given
an orientation covering the study objectives and processes, site
monitoring objectives, methodologies, tools, and processes to be adopted
during the site monitoring, data collection, and submission procedures.

A site monitoring checklist was designed to document the observation of
the HIVST processes. Each day, a site monitoring expert filled out the
checklist after reviewing all cases observed at the site on that day. The
monitoring experts observed and verified whether all processes and steps
were carried out per the guidelines/standard operation procedures.

The monitoring methods included observations, record reviews, and
interviews with site supervisors as required. The site monitoring experts
used a master sheet to capture the information related to individual HIV
self-testing, which subsequently helped them complete the site

/

monitoring checklist with aggregated/consolidated information
for the day.

The daily reporting of the information/data captured through the site
monitoring checklist was entered into the online platform every day. This
was done after all the observations were completed and
aggregated/consolidated information was collated using the master sheet.
The web/mobile-based platform was created by SHARE INDIA with the
support of the CDC. The SHARE INDIA team analyzed the daily data
submission and prepared reports with recommendations to the central
study team. This was done through the online portal. In addition, the report
copy was emailed to key officials on the central study team. The
performance of sites was graded as good (above 75%), average (50-75%),
and poor (up to 50%) based on the obtained scores.

Following the scoring, the sites graded “Good” were informed about the
gap areas that needed to be addressed immediately. The sites graded
“Average” were recommended for orientation and training but allowed to

continue with the self-testing activities. Additionally, the sites graded “Poor”

were recommended to suspend activities until all gaps were addressed
through necessary training and other technical support.

Site monitoring reports were submitted to PATH the day after the site
monitoring took place and PATH acted within 24-48 hours as per the site
monitoring guideline.

e Corrective actions: PATH was responsible for taking corrective actions
through its site supervisor and study staff within 48 hours of receiving
reports. Each study site received a performance score, and a report
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detailing comments and recommendations was submitted to PATH by
the site monitoring committee. This report was then communicated to
the implementing organization at each site. Any sites that scored less
than 50% would have halted the self-testing initiative, but none of the
sites reached that threshold.

In terms of overall performance score, two sites scored less than 75%
(66% and 74%). These sites received intensive onsite training on the HIV
self-testing processes, which included pre-test, testing, post-test, and
data management processes. In addition, the sites that scored below
75% in specific technical areas underwent reorientation focused on the
specific procedures or steps where the gaps were identified. This
reorientation was conducted by trained technical personnel (primarily
site supervisors) from the implementing agencies, with support from
PATH. It was provided either virtually or onsite within 24 hours of the
report. Furthermore, site monitoring experts offered technical
assistance and mentored the study staff on minor deviations from the
study protocol.

Site monitoring was conducted at only 15% of the locations. The
learnings gained and the corrective actions implemented at these
monitoring sites were communicated as “alerts” to all staff involved in
the HIVST program through alerts sent via WhatsApp. In March 2022, all
study staff received refresher training on the HIV self-testing process in
their respective states, during which the learning from the site
monitoring was also communicated.

IHAA distributed HIVST kits through SAMARTH project

PATH has conducted two phases of scientific writing workshops with
research, program, technical and community experts to understand the
collected data and analysis process. The scientific writing workshop was
supported by CHAI. The scientific writing workshop was headed by Dr. DCS
Reddy. The first writing workshop was conducted on 24-25 June 2022 and
the second workshop was conducted on 25-28 August 2022 in New Delhi.
The workshop had detailed discussions around different thematic papers
and divided the writer's group among the partners and community
leaders. All the partners were actively involved and supported the process.

N

STARHIV SELF-TESTING PROJECT/G

Sciontilic Paper Writing Warkshop

HIV self-testing kits should be used in accordance
with the instructions for accurate results
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Final phase: Dissemination of study findings

At the conclusion of the study, it was crucial to share the study results and
findings with the stakeholders and the community. To accomplish this,
PATH India conducted a national-level dissemination event titled
“Dissemination of STAR Il Initiative HIV Self-Testing in India: Moving from
Evidence to Action”. This event took place on September 26, 2022, in New
Delhi. The goal of the dissemination workshop was the following:

e Share the findings from the study.

e Provide support for accurate interpretation and understanding of the
findings.

e Capture feedback and insights from the participants.

Daily acknowledgment of the study team for their good work

e Encourage practical applications of study findings in planning, policy-
making, and operationalization of services.

The event brought together key stakeholders, including NACO and its state
counterparts, PSI, WHO, CDC, UNAIDS, USAID, ILO, and various
implementation partners. Shri Alok Saxena, AS&DG, NACO was also in
attendance when the summary report of the project and seven knowledge
products were released. The special invitee speakers and panelists shared
their expert insights on various themes surrounding HIVST, particularly in
the context of India.

Prior to this project, HIVST was an unchartered territory in India
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CHAPTER 4

This section provides the results of the study, which are categorized as
follows:

1. Participant enrollment for HIVST kits based on demography, population
groups, and gender.

2. Distribution of HIVST kits based on age group and distribution model.
3. Testing preferences and interpretations of results.
4. Linkages to care.

The results provided insights into the feasibility, acceptability, and demand
for HIVST across specific populations and models. It explored preferences
for either blood- or oral fluid-based HIVST kits and approaches (assisted
and unassisted). The findings also emphasized the importance of linking
individuals with negative HIVST results to prevention services and those
with reactive results to confirmatory HIV testing and treatment services.
Additionally, the results highlighted the challenges in establishing these
linkages and identified potential social harm following HIVST. (Refer to
Annex 1a to 1e for data related to the results.)

Participant enroliment for HIVST kits based on demography,
population groups, and gender

Inthe STAR HIVST project, a comprehensive effort was made to enroll
participants across various states and districts. See Figure 4.1.

Enroliment for HIVST Kit Delivery State-wise Enrolment

© 0 O

96,028 95925 13124 12057 11858

Eligiblefor =~ Consented Gujarat Karnataka Tamil Nadu
Enrolment & Enrolled

96194 Approached for Enrolment 95925 Total Enrolment

Figure 4.1. Demographic distribution of enrollment

PATH established an ecosystem for HIVST implementation

@ The enrollment process targeted 96,194 individuals, with 99.8% eligibility
rate, resulting in 96,028 participants deemed suitable for the study. A
total of 99.9% of eligible individuals gave their consent and successfully
enrolled, culminating in 95,925 participants enrolled to the study's
success.

e Thedistribution of participants among states was notable, with the
highest enroliments observed in Gujarat (13,124), Karnataka (12,057), and
Tamil Nadu (11,858).

e The district-wise enrollment data reveals a granular understanding of
participant distribution within states, exemplifying the project's reach
and effectiveness.

Population groups enrolled

e Inthe study, nearly 60.9% of the population who used an HIVST kit
identified themselves as members of the KP group along with their
clients/partners. This was followed by 24.7% of study participants who
self-identified as high-risk individuals.

e Among the KP groups, most participants identified themselves as FSW
or MSM (see Figure 4.2).

Population Groups Enrolled Gender-wise Enrolment

® 06 O

609% 24.7% 67.7% 26.8% 5.5%
Members of Key High-Risk Males Females Transgender
Population Population

96194 Approached for Enrolment 95925 Total Enrolment

Figure 4.2. Population groups enrolled

The kit distribution initiated after consensus of CMB members at the district level
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Gender-wise enroliment

e Overall, 67.7% of participants identified as male, 26.8% as female, and
5.5% as TG.

Model-wise enroliment

There was also a difference in the model-wise enroliment of study
participants. These are as follows:

e Thevirtual model reached mainly MSM. The private practitioners,
workplace, and virtual models enrolled mainly males, while the PLHIV
network-led model had a relatively higher proportion of females, which
also included spouses of PLHIV.

e The CBM reached many KPs, their partners, and clients, along with self-
identified high-risk individuals. Almost all TG participants were enrolled
through the community-based model.

e The PLHIV-network model reached partners and family members
of PLHIV.

e Among the self-identified high-risk individuals, 40.7% were unskilled
laborers and 30.1% were truck drivers

Distribution of HIVST kits based on age group
and distribution model

As part of the project, HIVST kits were distributed among participants in 14
study states. The details of the distribution are as follows:

Distribution of kits

In the first phase, kit distribution began at a facility in Delhi in September
2021 and gradually expanded until June 2022. All five distribution models
were used to reach out to the participants. The distribution of kits resumed
in December 2022 in which virtual- and community-based methods of
distribution were adopted. This continued until March 2023. During the
study period, 94,823 HIVST test kits were distributed. See Figure 4.3.

Independent virtual platform development for online distribution

HIVST Kit Distribution (Sep 2021-Jun 2022)

HIVST Kit Distribution (Dec 2022-Mar 2023)
844

335
237

5

Sep21 Oct21 Nov2l Dec21 Jan22 Feb22 Mar22 Apr22 May22 Jun22 Dec 22 Jan 23 Feb 23 mar 23

Figure 4.3. HIVST kits distributed

Distribution of kits age-wise

The median age of the study participants was 30 years (interquartile
range or IQR: 26-36 years).

e Participants in the virtual model had the lowest median age of
26 years (IQR: 23-31years),

e The CBM had the second lowest median age of 30 years
(IQR: 25-35 years),

e The PLHIV network-led model had the third lowest median age of 32
years (IQR: 24-42 years).

e Theworkplace model had the highest median age of 40 years
(IQR: 33-46 years).

e Among the population groups enrolled, MSM and PWIDs had a lower
median age and partners of PLHIV, and employees of organizations
had the highest median age.

Social media campaign and influencer marketing was working
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Distribution of Kits - model wise

Community- PLHIV network Private Workplace Virtual
based model led model practitioner model model model
(N=80,333) (N=1,668) (N=6,984) (N=5,217) (N=5217)
& A
383 = 2‘9
85% 2% 7% 7% 5%

A total of 94,823 HIVST test kits were distributed

during the study period.

Figure 4.4. Model-wise distribution of kits

Model-wise kit distribution

Of the total 94,823 test kits distributed during the study, 80,333 (85%)
were distributed through the community-based distribution model.
See Figure 4.4,

Testing preferences and interpretations of results

First-time testers

Overall, 489% (46,332 out of 94,661) of participants reported never

having been tested for HIV. The proportion of first-time testers was 75.0%,
68.6%, 61.8%, 61.5%, and 44.9% in the private practitioner model, PLHIV
network-led model, workplace model, virtual model, and community-based
model, respectively.

e Among the KPs, 43.9% of MSM, 32.4% of TG, 26.1% of FSWs, and 24.7% of
PWIDs were first-time testers.

e Among the non-KP participants, nearly all family members of PLHIV
(98.2%), 76.2% of private practitioner referrals, 67.0% of partners/clients
of KPs, and 63.4% of self-identified high-risk individuals reported testing
for the first time (see Figure 4.5).

WHQO included virtual model as a case study in HTS guideline 2024

e Of first-time testers, 38.2% (17920 out of 46,869) and 34.1% (15,265 out of
46,869) considered themselves as being at medium and low risk,
respectively. Additionally, 9.4% (4425 out of 46,86Q) of them reported
having a high self-perceived risk.

e Out of all testers, 46.9% (19,489 out of 41,596) considered themselves at
medium risk, 28.6% (25,286 out of 41,596) considered themselves at low
risk, and 20.4% (12,916 out of 41,596) perceived a high self-risk.

First Time Testers

Community- PLHIV network Private Workplace Virtual

based model led model practitioner model model model
@ © @
A 3381 =7

44.9% 68.6% 75.0% 67.8% 61.5%

489% (46,332/94,661) never tested for HIV

Figure 4.5. First-time testers

HIVST kit preference

HIVST kit preference was analyzed for participants enrolled before January
2023 and those who did not report having Hepatitis B virus or Hepatitis C
virus infections.

e Overall, 51.3% of participants preferred the blood-based test kit, while
48.7% preferred the oral-fluid-based test kit.

e The slightly lower percentage of preference for the oral-fluid-based test
can be attributed to the exclusion criteria prescribed by the IFU, which
excluded participants who had consumed any food or beverages 15
minutes before the test, chewed tobacco, or used mouthwash 30
minutes before the test.

The web/mobile-based platform was created by SHARE INDIA
for independent site monitoring
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e A higher proportion of participants in the PLHIV network (57.3%)
preferred oral-fluid-based Kits.

e Among the various population groups enrolled in the study, the
preference for oral-fluid test kits was particularly pronounced among
MSM (55.8%) and TG people (54.2%). Conversely, a significant 66.1% of
people who use drugs preferred the blood-based HIVST Kits.

Testing preference in future

All participants who used an HIVST kit were asked for their testing
preference for the next test (see Figure 4.0).

Preference for Testing

©

92.7% 91.0% 100% 96.5% 941%
Transgender/Hijra MSM PLHIV family PLHIV Partners/Clients
members partners of Key Population

o

99.6% 98.6% 91.4% 90.1% 72.4%
Workplace Model PLHIV network- Virtual Model Community- Private Practitioner
led model based model Model

89.4% (83,397/93,241) Total Enrolment

Figure 4.6. Testing preference in future

e Overall, 89.4% (83,397 out of 93,241) of participants preferred using an
HIVST kit over other testing modalities available for future testing.

e Among the KP groups, 92.7% of TG people and 91.0% of MSM expressed a
preference for HIVST compared to other testing methods. An
overwhelming proportion of family members of PLHIV (100%), partners

4

of PLHIV (96.5%), and partners/clients of KPs (94.1%) also preferred HIVST
for future testing.

Among the different models, 99.6%, 98.6%, 91.4%, 90.1%, and 72.4% of
participants from the workplace model, PLHIV network-led model, virtual
model, community-based model, and the private practitioners model,
respectively, reported that they would prefer HIVST for future testing over
other testing modalities.

Among first-time testers, 89% of users preferred HIV self-testing
compared to other HIV testing modalities for future needs. Similarly,
among individuals who had tested before, the majority of users (86%)
preferred HIV self-testing for future testing needs.

Ease of using the test kits
Overall, 951% (89,871/94,473) reported HIVST kits as easy to use.

e A higher proportion of participants who used the oral-fluid-based kits

(26.5%) found them easier to use than those who used blood-based
HIVST Kits (93.9%).

Among various population groups, except PWIDs, over 94% of
participants reported that the HIVST kits were easy to use.

Even among PWIDs, 89.9% of participants responded that the kits were
easy to use.

The majority of users, including first-time testers (94.1%) and ever-testers
(95.3%), found the HIVST kit either easy or very easy to use.

Ease of interpreting the result

Overall, the ease of interpreting the result remained high, with 95.2%
(89,825 out of 94,398) participants reporting the test kit results as easy to
interpret.

Similar to the ease of using the kits, a lower proportion of participants
using blood-based HIVST kits (94.4%) reported that these kits were
easier to interpret than those using oral-fluid-based HIVST kits (95.9%).
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e Among the population groups enrolled, a high proportion of
participants reported the test results as easy to interpret, with the
lowest proportion being among PWIDs (89.4%).

Willingness to pay

Participants who reported a preference for HIVST for future testing were
asked about their willingness to buy an HIVST kit and the amount they
would be willing to pay (see Figure 4.7).

e Overall, 68.2% (55,317 out of 81,170) of participants reported willingness
to pay for HIVST Kits in the future.

e Among the population groups enrolled, a high proportion of TG people
(88.4% or 4,125 out of 4,667) reported willingness to pay for HIVST Kits.
Among the other KP groups, 72.9% (10,032 out of 13,770) of MSM, 671%
(3,104 out of 4,623) of PWIDs, and 65.7% (10,525 out of 16,030) of FSWs
reported willing to pay for HIVST Kits.

Willingness to pay for buying HIVST Kits

o

88.4% 72.9% 671% 65.7%
Transgender/Hijra MSM PWID FSW

68.2% (55,317/81,170) Willing to Pay

Figure 4.7. Testing preference in future

® The lowest proportion of participants who reported a willingness to pay
for the HIVST kit was in the workplace model (45.2%; 2,144 out of 4,743).
52.4% (2,636 out of 5,043) in the private practitioner’s model, 70.8%
(49,073 out of 69,344) in the community-based model, 73.9% (1,191 out of
1,611) from the PLHIV network-led model, and 74.7% (327 out of 438) from
the virtual model reported a willingness to pay for the HIVST kit. The
differences in willingness to pay may be attributed to varying levels of
risk awareness among the population groups. Participants in the
workplace model and private practitioner model tended to view
themselves as low risk, as described in Table 6. This perception likely
led to a lower need to test themselves and, hence, the willingness to
buy the HIVST Kits.

e While a large proportion of participants reported willingness to pay for
the Kits,

e 46.6% reported that they would pay less than INR100 (US$1.2)
for the Kits,

e among the different population groups, TG people were willing to pay
up to INR 250 (US$3) for the kits,

e among the otherthree KP groups, the majority of the participants
willing to pay preferred a price lower than INR 100 (US$1.2) for the kits.

Awareness of advantages and disadvantages of using HIVST

All participants who used an HIVST kit were asked to report the advantages
and disadvantages they perceived in using these kits (see Figure 4.8).

Ability to avoid having to prick | 17.20%

Feeling of being in control of the testing process | 20.20%
Need not visit the testing facility | 22.80%
Ability to decide with whom to share the result | 37.80%
Ease of administration [N 38.60%
Convenience IIIINIEGGNGNGNGNGNN 4390%

Privacy I 54.20%
Figure 4.8. Advantages and disadvantages of using HIVST
The advantages reported include the following:
e Privacy [84.2% (79,732/94,644)]
e Convenience [439% (41,505/94,644)]
@ Ease of administration [38.6% (36,558/94,644)]
e Ability to decide with whom to share the result [37.8% (35,774/64,644)]
o Need not visit the testing facility [22.8% (21,554/94,644)]

e Feeling of being in control of the testing process [20.2%
(19,086/94,644)], and

e The ability to avoid having to prick [17.2% (16,320/94,644; 13928 oral-
based Kits users, 2376 blood-based kit users, 16 blanks].
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Participants reported a gender-wise difference in the advantages.

e More men (24.7%) reported not having to visit a health facility as an
important advantage compared to 19.5% of women and 15.0% of TG
people.

e The ability to choose whom to disclose the results with was an
important advantage for more men (40.8%) and TG people (36.4%) as
compared to women (30.4%).

Apart from the disadvantage of the need to prick oneself (26.9%) for blood-
based testing,

e 109% (9,496/87,046) participants reported concerns that the kits might
produce false results, and 10.6% (9,198/87,046) participants reported
fear of interpreting the results incorrectly.

e Only 2 (0.002%) participants reported concerns about self-harm.

HIVST testing cascade and linkages to care
The following are the details of the HIVST testing cascade:

® Among the 94,823 participants who were given an HIVST kit, 94,734
(99.9%) successfully shared their results, and 9@ (<0.1%) participants
refused to share their test results.

e Atotal of 94,167 (99.4%) participants reported a negative HIVST test result.

e The195 (0.2%) participants who tested indeterminately on their first
HIVST test were retested.

e Among those retested, 170 (87.2%) tested HIV-negative on the
subsequent HIVST usage.

e Among those retested, 23 (11.8%) tested indeterminate the
second time.

o Ofthe 23 with an indeterminate result, 19 were retested at an ICTC and
all tested HIV-negative.

e Atotal of 356 (0.4%) participants reported an HIV- reactive result
on HIVST.

e The highest proportion of those who tested HIVST reactive were partners
of PLHIV (2.1%) and PWID (1.3%). See Figure 49.

Linkages of care

86.6% Linked to
Ty . P 85.6%
%)Sr:ﬁrmatory Initiated on ART

356 Tested Reactive

Figure 4.9. HIVST testing cascade and linkages to care
e Among the 356 who tested reactive, the following were the results:

e Oftheindividuals tested, 86.6% (309) were linked for confirmatory
testing at an ICTC.

e Among these, 283 shared their confirmatory testing result with the
study staff.

e While 23 refused to share their confirmatory testing result, three
refused testing at the ICTC.

e Among the 271 who reported HIV-positive, 232 (85.6%) were
initiated on ART.

e The high follow-up rate is due to the utilization of community members,
CBOs, and TI NGOs to implement the study cascade.

These results underscore the effectiveness of the STAR HIVST project in
achieving high rates of linkage to confirmatory testing and subsequent

initiation of ART among those identified as HIV-positive through self-testing.

78



ACHIEVEMENTS
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trained on HIVST in 14 states

SAHAY HIVST virtual model used
Social media campaign

More than 96 K HIVST kits
distributed till March 2023

Peer review article published
in Journal of the International
AIDS Society

Thirteen approvals
obtained to initiate the study

HIVST Key
Achievements

More than 1000 staff More than 300 community

leaders engaged

WHO released a departmental
newsletter referring the STAR

Participant with social E&
HIVST study

harm was successfully linked

IFU and communication

material in 8 languages >250 NGOs/CBOs engaged

Figure 4.10. HIVST key achievements

COVID-19 impact and virtual interactions

COVID-19 disrupted the initial implementation timeline due to the
unavailability of key personnel needed to obtain the necessary
permissions. The study team also faced similar challenges. Throughout
the study, COVID-19 protocols were followed to ensure the safety of both
participants and the implementation teams. Restrictions on
transportation and gatherings forced the team to conduct virtual
meetings with decision makers. Fortunately, the necessary permissions
were obtained without significant delays or complications. This situation
highlights how the pandemic has encouraged stakeholders to adopt
technologies that improve efficiency. The study implemented during
this period also proves the need for additional testing methods for HIV
screening, which are easily accessible and administrable. Incorporating
newer testing methods, such as HIVST, alongside existing traditional
methods is the need of the hour to attain the milestone of the first 95,
especially for populations that are less likely to visit traditional
screening centers.

Pathway to regulatory, ethical, and administrative approvals

One of the impacts of the study has been the facilitation and guidance
of 8-9 HIVST manufacturing companies in applying for the test license
and providing clear direction towards the regulatory approval pathway
for HIVST in India.

Willingness to pay and beneficiary feedback

Most study participants preferred the use of HIVST for future testing.
This is a testament to the ease and comfort of using the HIVST Kits.
Additionally, these kits boosted the participants' confidence to conduct
testing independently, including for their partners, while maintaining
confidentiality. Among those who preferred HIVST, more than 70%
indicated they would be willing to pay for the kits in the future. In a
developing nation where health programs typically provide free services,
this willingness to pay demonstrates a strong acceptance of HIVST kits
among the intended beneficiaries.

Reaching the unreached

e A prominent impact of this study was the number of first-time testers
who participated. This is added to the target of the first 95, and if
adopted on a larger scale along with the traditional testing
mechanisms, this will help reach a much larger population.

e The study covered the difficult geographies where access to testing was.

e The virtual model, with sufficient mobilization through social media
campaigns, has successfully reached certain populations.

Partnership engagement and increased level of interest in HIVST

A larger number of partners were involved in this study, as detailed in the
report in the earlier sections. The study also saw partnerships with more
than 250 NGOs/CBOs. Essentially, this created an enabling environment to
carry out the HIVST studly. It also created trained organizations the national
program can enroll in executing HIVST models in the country.

Knowing one's HIV status and early initiation of treatment

The study has shown that HIVST empowered the targeted population to
access testing immediately after indulging in high-risk behaviors. This
means that more KPs, as well as their partners and partners of PLHIV,
would access testing without worrying about stigma. This will significantly
cut short the average lead time it takes to know one's HIV status as of now.
This would ultimately lead to early treatment initiation and linkage to care.
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WHO recommendation for HIVST

As a direct impact of the HIVST study, the WHO released a departmental
newsletter that referenced the PATH HIVST study and recommended HIVST
as an important tool to close the gap in HIV diagnosis among KPs.

Study tools, communication package, and consent
form in multiple languages

The project initially envisioned developing consent forms, study tools,
communication packages, and other materials in Hindi. Recognizing the
importance of having participants, peer educators, and service providers
feel comfortable and familiar with the tools provided for the study, PATH
translated the entire study toolkit. The final products were made available
in eight languages: Hindi, English, Marathi, Gujarati, Kannada, Tamil,
Telugu, and Bengali. The tools were customized to meet local
requirements and received approval from NACO, PISPAG, and CAB

for use in the project. These tools are readily available for similar
undertakings within the country and can also be added to the

national programs in the future.

Community engagement and ownership

Throughout the project, PATH emphasized the importance of community
ownership and engagement. To ensure that the expectations of all
stakeholders aligned with the project objectives and that their
suggestions were incorporated into the study protocols, several rounds of
active engagement and iterations were necessary. This process involved
establishing committees of representatives from the communities and
engaging them at every stage of project implementation. Furthermore, the
project team presented the implementation design to the community
system, strengthening the technical working group, which had
representation from key communities. They received their concurrence to
implement the project through the CBOs and key community
representatives. All study productsprotocols, tools, communication and
training packageswere reviewed by the CAB, with the SOCs and CMBs
playing an active role in overseeing the on-ground implementation.
Furthermore, they reviewed and approved the consent form for
participants, ensuring that the key concerns of affected communities
were addressed.

PUBLICATIONS RELATED TO

STAR INDIA HIVST PROJECT

Communication and HIVST demonstration videos in eight different languages
videos: https://www.youtube.com/@starhivselftesting3897

Testimonial video from STAR HIVST experiences: This is a documentary video from
stakeholders and community leaders on STAR HIVST experiences:
https://www.youtube.com/watch?v=GétxYiaTusac&t=273s

STAR HIVST song: https://www.youtube.com/watch?v=FJ1CINgGIDU

STAR HIVST report publications:
https://www.path.org/our-impact/resources/hiv-self-testing-/

e Interim report of STAR HIVST India
e Compendium of case studies from STAR HIVST India

WHO press release: HIV self-testing to take off in India: findings from the STAR
Initiative: https:/www.who.int/news/item/13-03-2023-hiv-self-testing-to-take-off-in-
india--findings-from-the-star-initiative

PS| press release: HIV SELF-TESTING TO TAKE OFF IN INDIA: FINDINGS FROM THE
STAR INITIATIVE: https://www.psi.org/2023/03/hiv-self-testing-to-take-off-in-india-
findings-from-the-star-initiative/

CEPA evaluation report of STAR HIVST which includes experiences and lessons from
India (Page no: 46-53):

e CEPA evaluation presentation: https:/unitaid.org/assets/CEPA-evaluation-
UNITAID-HIVST_Final-Report-Supplementary-Appendices.pdf

e CEPA STAR project evaluation: https://unitaid.org/assets/CEPA-evaluation-
Unitaid-HIVST-portfolio_Executive-Summary_Final.pdf

STAR HIVST virtual model as a case study in WHO HTS guideline 2024: HIV self-
testing distribution through virtual model has been included in the latest WHO
HCTS guidelines 2024, as a case study, attached for your easy reference (pg-27):
https://iris.who.int/bitstream/handle/10665/378162/9789240096394 -
eng.pdf?sequence=1

Manuscript: HIV self-testing (HIVST) study titled “Acceptability, usability, and
willingness to pay for HIV self-test kits distributed through community-based,
PLHIV network-led and private practitioners' models in India: Results from the STAR
[l Initiative” published in JIAS:
https://pubmed.ncbi.nlm.nih.gov/39118294/#:~:text=Among%20those%20who%20u
sed%20the,pay%20less%20than%20US%24%201.20.
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CHAPTER 5

® The project experienced a few challenges from the very beginning.
Some of these challenges arose from the novelty of HIVST testing and
the lack of familiarity with the study procedures. Others were related to
administrative issues or part of the overall learning process. Each
challenge was rigorously analyzed to identify its root cause, and
mitigation strategies were developed in consultation with PISPAG and
CAB, which were then implemented.

e Time-consuming approval processes: HIVST was a new concept in
India. There were no previously approved manufacturers, clear policy
guidelines, protocols or studies conducted earlier on HIVST
implementation in the country. When PATH initiated the project to
understand the demand, feasibility, and acceptability of HIVST in India,
there were no precedents to guide their efforts. As a result, PATH
learned through the implementation that evaluating a new scientific
technique or a new technology required several approvals (from
national to global ethics committees), regulatory approval, and test
licenses, among others. While each approval was essential for the
study implementation, the entire process of securing all the necessary
approvals took over 18 months of the project's time.

e Studytools, communication packages, and consent form in multiple
languages: PATH ensured the translation of the entire study toolkit,
resulting in final products available in eight languages: Hindi, English,
Marathi, Gujarati, Kannada, Tamil, Telugu, and Bengali. This process
was time-consuming and required several rounds of review and
iteration to ensure the tools were customized to local requirements.
The customized tools received approval from NACO, the PISPAG, and
CAB for use in the project.

Limited resources: The scope of the study expanded significantly
beyond the original approved proposal, with new tasks, such as
translations and a wider range of stakeholder engagement. However,
the project had limited resources to accommodate these additions.
The CDC, through PEPFAR, stepped in to cover the cost of training and
support the implementation and site monitoring of HIVST
implementation as per the protocol. Additionally, other partners, such
as ILO, chipped in with smaller grants and assisted with the rollout of
the HIVST pilot in workplace settings.

The study faced some limitations. The sampling frame was not
designed to be nationally representative of KPs and their
sexual/injecting partners or clients. Additionally, it did not include
pregnant women or private sector pharmacies or allow for

secondary distribution.

The study required approval from multiple agencies to initiate the
process, which led to confusion regarding the pathway, especially
since self-testing was being introduced for the first time in the country.
In addition, the COVID-19 surge posed potential challenges in
processing and getting approval in time.

Due to the administrative requirements, the study had to be conducted
in two phases to strengthen the virtual model intervention, with co-
funding support.
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CHAPTER 6

The HIVST study has proven to be an effective testing strategy for reaching
individuals who had never tested in the past, including partners of PLHIV,
partners of KPs, and those individuals who have not reached the HIV
testing facilities, irrespective of their risk behavior and risk perception.
Through the UNITAID-funded STAR HIV Self-Testing Initiative, HIVST is now
integral to HIV diagnosis in many countries in Africa and Asia. Self-
administered HIV testing has shifted the paradigm for HIV testing globally.
It has emerged as a promising strategy to improve testing among hard-to-
reach KPs and at-risk populations.

With no precedence for self-testing for HIV in India, a lack of registered
commercial test kits, and several implementation barriers, the study
demonstrated the feasibility and acceptability of HIVST through multi-
centric interventions by exploring various distribution channels, thereby
generating evidence, key lessons learnt on HIVST, and the implications for
UNAIDS 95-95-95 targets and ending AIDS in the country.

Deriving from the study, the following recommmendations are proposed for
the government stakeholders, donors, HIVST kit manufacturers, academic
and research community, and implementation organizations to further
access to HIV/AIDS testing opportunities and widen the response to the
AIDS epidemic.

Recommendation 1: Build a robust policy framework and
integrate HIVST into the basket of services under the
National AIDS Control Program

The HIVST demonstration study has generated a huge amount of interest in
adopting and utilizing newer testing modalities through various partners
and organizations in the country. The study has also ignited interest in
HIVST within communities of PLHIV and key populations. Furthermore, the
study's findings provide encouraging evidence for prioritizing self-testing
for populations such as discordant partners, new and repeat testers, and
self-identified high-risk populations who are reluctant to frequently go to

conventional testing facilities, among others. The study also demonstrated
five different approaches for reaching individuals and delivering kits at
their convenience, and the national program could adapt. Besides, the
study has created a large number of workers who are trained and
capacitated to carry out HIVST, including CBOs, SACS, DAPCU, community
leaders, and key populations. The readily available tools, created for study
purposes, can be replicated or adapted for scaling up the intervention in
new settings.

This momentum should be utilized to create a policy framework by the
regulatory bodies and the national program for successfully adopting HIVST
in the country and scaling up. To further expand the coverage of HIVST, the
government may consider introducing subsidized HIVST kits through social
marketing initiatives. The policy framework should also pave the way to
creating clear guidelines for local-level decision-makers and
implementors.

The study recommends that HIVST may be explored as an additional testing
strategy and for policy design by the national program, considering the in-
country evidence. In addition, HIVST should be integrated with other
services offered through the NACPE, such as the distribution of condoms,
pre-exposure prophylaxis, post exposure prophylaxis, opioid substitution
therapy (OST), and the needle and syringes program. It is recommended
that the availability of HIVST kits should be ensured through the national
program as a supplement to the existing testing methods to reach a larger
number of first-time testers, a population that does not have access to
testing centers, hilly areas, and difficult-to-reach areas as well as the
unreached population. This would help to ensure early treatment initiation
for many targeted populations.

Recommendation 2: Introduce both oral fluid-based self-test kits and
blood-based self-test kits to ensure wider acceptance and utilization
of HIVST approaches

The study demonstrated that although preference for the test kit type is
determined by many underlying factors, there is a huge demand for both
oral fluid-based self-test kits and blood-based self-test kits. Besides, a
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large share of study participants showed a willingness to pay for HIVST. The
study also found that many intrinsic and extrinsic factors may determine
the price of HIVST kits that most of the population is willing to pay. It is
recommended that the manufacturers take all these factors into account
while pricing the HIVST Kits, as there is the possibility that many of the at-
risk population may still miss out despite the appropriate pricing of the
kits. It is also recommended that manufacturers consider collaborating with
the government to introduce subsidized HIV self-test kits through social
marketing initiatives.

Recommendation 3: Cultivate multistakeholder collaboration
for effective scaling-up of HIVST kits

The study recommends that for implementing HIVST at scale, active
participation of key stakeholders such as policymakers, regulatory
bodies, implementing partners, trained counselors and health care staff,
manufacturers, among others, and seamless supply chain and logistics
networks is imperative.

For policymakers and stakeholders looking to carry out similar studies or
propose policies in the future for any interventions relating to any
community, we recommend the active engagement of the beneficiaries
from the start and create an opportunity for them to be part of the
planning from conceptualization till implementation including monitoring
and feedback.

Key development partners, such as Unitaid, the Global Fund, PEPFAR, and
the ILO, among others, may contribute to catalytic donor investments. WHO
and UNAIDS may provide technical support and undertake partnerships
with the national and state governments in enabling and informing the
scale-up of HIVST in the country. UNAIDS and WHO may also facilitate
support in capacity-building of the community and create a demand for
HIVST by empowering the community.

Participation from the community is also necessary for reaching KPs. This
should include targeted outreach techniques to reach high-risk
populations, including FSWs, MSMs, TGs and PWIDs, and the active
participation of CBOs and social influencers. Systematic and meaningful
engagement of communities, including PLHIV and KPs at all levels of the

study implementation from the beginning, has led to the project's success.
It improves accountability and ownership and empowers the community to
make informed choices.

It is recommended that research be carried out to determine the technical
knowledge of strategic partners and that a multistakeholder approach be
developed to build the HIVST service delivery model.

Recommendation 4: Establish a robust ecosystem for an
integrated HIVST supply-demand-delivery intervention

The study emphasized the need for a robust ecosystem for HIVST supply-
demand-delivery and recommended the following:

e® Ensuring Availability of HIVST kits: The CDSCO/DCGI and ICMR should
expedite and simplify the approval process of regulatory approvals and
ensure that the HIVST Kits are available and accessible in the market
like condoms, lubes, needle/syringes and other essential commodities
for the prevention, testing and treatment for HIV. This would help in
reaching first-time testers as well as the unreached population. This
would help ensure early treatment initiation for many targeted
populations.

@ Develop unified digital platforms to enable real-time monitoring of
changing ecosystem: It is recommended that a unified HIVST
virtual/digital platform should be deployed that has modules for
demand and order tracking, provision for uploading test results, online
pre- and post-counseling by trained health care professionals or
chatbots, procurement management, logistics management and
tracking, interactive/self-paced training and learning, and educational
videos, among others. This will provide data for decision-making and
automate various functions for quick resolutions.

e Simplify the testing process: Streamline the self-test kit ordering
process to make it user-friendly and accessible to many individuals.
Develop a simple, step-by-step guide for ordering kits online, and
consider alternative ordering methods for those facing technological
barriers. Provide support and assistance to individuals needing help
ordering or navigating the process.
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e Address privacy and confidentiality concerns: Take measures to protect
participant confidentiality and minimize stigma associated with HIVST.
Ensure discreet packaging without revealing the nature of the
contents. Provide information about the size and dimensions of the kit
to alleviate concerns about confidentiality. Consider options for secure
delivery or alternative pickup locations to further protect privacy.

e Expand and integrate the HIVST delivery options for effective distribution
among target groups: It is recommended that HIVST be expanded into
additional distribution models, such as secondary distribution for
partners and pharmacy models. These might be done in research or
implementation mode after the HIVST Kits are certified for
commercialization in India. The secondary distribution plan will
ensure that all partners of the primary HIVST subject are tested.

The pharmacy model will test the population who walk-in into
pharmacies to access HIVST.

e Integrating HIVST with other national programs: The study team
recommends early planning to integrate HIVST kits into the supply
chain of other national initiatives that might aid in the kits' effective
distribution. The study provided adequate insight into the challenges
of an effective supply chain and logistics for HIVST kits, particularly
the last-mile modes of delivery. The national program, with an innate
understanding of the country's numerous challenges, may use
the research findings to design an effective supply chain and
logistics system.

Recommendation 5: Utilize communication material
developed through the project for information dissemination
and capacity building

The study has created many tools, HIVST messages, counseling
content/videos, and relevant communication materials for HIVST. We
recommend that these materials be incorporated into the NACO helpline
1097 and into the helpline counselor training module to ensure adequate
preparation to handle the scale-up of HIVST in the future.

The standard operating procedures of the study may be leveraged to frame
the operational guidelines for HIVST initiatives in the country. Likewise, the

communication material, counseling, and demonstration videos that were
developed as part of the project, tested and used to encourage the uptake
of HIVST among KPs and at-risk populations may be adapted by the
national program.

Furthermore, survey participants expressed, the potential HIVST
manufacturers should consider the need for IFU and pamphlets in
languages other than Hindi and English to increase HIVST penetration.
This is a key suggestion from both the research participants and SACS
representatives. The test kit package should also contain reading
material for counseling on the pretest and post-test action points,

as well as interpretation of test results. The test kit should also include
the NACO helpline QR code, which will direct the beneficiary to the nearest
ART or ICTC clinics. This would empower the recipient to seek care.

Recommendation 6: Explore future research
and funding opportunities

The study is unique as it was undertaken in partnership with key
communities, besides introducing HIVST to a wide spectrum of
populations and through different approaches. It further substantiates
HIVST as a potentially useful tool for improving testing rates and access to
care for seropositive individuals, especially among vulnerable and hard-
to-reach populations. However, HIVST distribution through the secondary
distribution model and private pharmacy model requires further study. An
assessment of these models as an effective channel for the distribution
and uptake of HIV self-test Kits is required. Considering the limitations of
the current study on implementing HIVST through a virtual platform, a
separate study is required to understand the operational feasibility of
reaching the population accessing social media platforms. The findings
of this study and the emerging recommendations may not be new, and
more evidence-based research would be required to understand the
feasibility and acceptability of HIVST kits among the communities, which
can then be taken forward to introduce as a complementary approach to
HIV testing in the country.

Besides, the study engaged PEPFAR and GFATM partners, which respond
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to UNITAID's mandate of capacity building for these partners on HIVST. The
PEPFAR partners include the CDC and USAID, while the GFATM partners
include SAATHI, IHAA, and Humsafar Trust. Hence, it is recommended that
PEPFAR and GFATM include HIVST within their country plans and utilize the
existing resources, such as tools, data systems, and trained human
resources, to scale up HIV self-testing.

CHAPTER7

The high uptake of HIVST kits among testers underlines their acceptability
and feasibility. Furthermore, nearly all users reported that the kits were easy
to use and interpret, which further supports the acceptance of HIVST as a
valuable option desirable for KPs and at-risk bridge populations, as well as
their partners, for early detection and timely treatment-seeking behavior.
This study also provides encouraging evidence for the integration of HIVST
as one of the methods for enhancing coverage of testing opportunities and
meeting the first 95% goal of UNAIDS' 95-05-95.

All five models showed promising results, with limited and sometimes not-
so-significant differences in user response regarding usability, willingness
to pay, and acceptance for future use. Therefore, it will be beneficial to
consider all five approaches to expand the coverage of HIVST services. While
a significant proportion of participants expressed a willingness to pay, most
indicated they were willing to pay less than INR 250 for the test kits. The
willingness to pay is likely affected by factors such as user experience,
income, and other socio-economic characteristics, along with the perceived
self-assessed risk of acquiring HIV. Other influencing factors include
education levels, health insurance coverage, and comfort in encouraging
sexual partners or clients to use HIVSI.

From an access point of view, individuals who incur higher travel costs,
among other costs, or loss of pay to get HIV tests done at ICTCs are more
likely to pay for HIVST kits. While the study highlights a high level of
acceptance and feasibility for HIVST in India, successfully integrating HIVST
into the NACP in the country will require several key elements. These include
the availability of regulated, high-quality HIV self-test Kits, strong, rights-
based policies and regulatory frameworks, a clearly defined pathway for
referral, support, treatment, and care, and a mechanism for regularly
monitoring and reporting the effectiveness of self-testing and redressing
any grievances that arise.
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Annex 1 a: Participant enrollment for HIVST kits based Table 1. State-wise enrollment of participants

on demography, population groups, and gender Participants enrolled
: Achieved vs

Andhra Pradesh 8,000 7,748 hianipun 6,000 1,781 29.68
Delhi 5,500 4,665 49 Mizoram 6,000 2,728 45.46
Gujarat 9,000 13,124 13.7 Nagaland 6,000 2,654 44.23
karnataka 10,500 12,057 12.6 Punjab LioLL 5,727 95.45
Madhya Pradesh 4,500 4,702 49 Tamil Nadu 6,000 11,858 197.63
Maharashtra 16,000 7,601 79 11 N 13,500 10,463 77.50
Manipur P pp— 19 Uttar Pradesh 2,500 492 19.68
Nagaland 6,000 2,654 2.8 West Bengal IHOllD 10,325 68.83
Punjab 6,000 5727 6.0 Table 2. District-wise number of participants enrolled in the study

Tamil Nadu 6,000 11,858 12.4 Participants enrolled
Telangana 13,500 10,463 109 Andhra Pradesh 7,748

Uttar Pradesh 2,500 492 0.5
East Godavari 1,498
West Bengal 15,000 10,325 10.8
Guntur 1,500
Grand Total 114,500 95,925
Krishna 1,967

Participants enrolled
Kurnool 1,807
. Achieved vs
_ Target (%) Visakhapatnam Q976

Andhra Pradesh 8,000 7,748 96.85

Delhi 5,500 4,665 84.82
Guijarat 9,000 13124 145.82 Delhi 4,605

Madhya Pradesh 4,500 4,702 104.49

Ahmedabad 8,216

Vadodara 4,908



Churachandpur
Belagavi Imphal East 946
Bengaluru 8,866 Imphal West 1
Bhopal 587 Champhai 608
Indore 1,445 Lunglei 415
Jabalpur 1,147 Mamit 212
Neemuch 664 Dimapur 1,160
Ujjain 542 kohima 262
Ahmednagar 386 Tuensang 652
Jalgaon 808 Amritsar 1,278
Mumbai 1971 Jalandhar 1,360
Nagpur 1,631 Ludhiana 3,142
Pune 1,031 Chennai 11,858

Bishnupur

Hyderabad

1,532
Chandel 150

Khammam 4,498
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Warangal

94

Auraiya

Kanpur

Lucknow

Prayagraj

West Bengal 10,325
916

Haldia

Kolkata

North 24 Pargana

4,433

99

247

52

6,420

2,989

Table 3. Population group-wise enroliment in the different HIVST models

: Community PLHIV
Population group -based network
model model
Femalesex 19508 (24.3) 24 (1.4)
worker
Men having
ey sexwithmen 19425 (192) 26 (1.6)
population
Person who 5,530 (6.9) 3(0.2)
injects drugs
Transgender 5,228 (6.5) 3(0.2)
S L) 11,081 (13.8) 24 (1.4)
key population
Partner of PLHIV 1,865 (2.3) 537 (32.2)
Family member of PLHIV - 340 (20.4)
Partner of PLHIV 1,865 (2.3) 537 (32.2)
Rl ey 353 (0.4) 91(5.5)
private physician
Employee of one of the _ _
participating companies
SRl e 21,341(266) 620 (37.2)

high-risk individual

80,331 1,668 (100) | 6984(100) | 620(100) | 5,217 (100) [ 94,820 (100)

Private
practitioner
model

295 (4.2)

36 (0.5)

2 (<03)

2 (<03)

41(0.6)

3 (<0.)

3 (<01)

6,111 (87.5)

494 (71)

Virtual
model

38 (6)

438 (70.6)

16 (2.6)

19 (31)

3(0.5)

3(0.5)

106 (171)

Workplace
model

6(01)

7(04)

2 (<0)

2 (<03)

4,359 (83.6)

843 (16.2)

Total

19,865 (21.0)

15925 (16.8)

5,541 (5.8)

5,249 (5.5)

11,172 (11.8)

2,410 (2.5)

340 (0.4)

2,410 (2.5)

6,555 (6.9)

4,359 (4.6)

23,404 (24.7)

Table 4. Population group-wise median age of participants

Population group

Overall

Female sex worker

Men having sex with men

Key population

Person who injects drugs

Transgender

Partner/client of key population

Partner of PLHIV

Family member of PLHIV

Referred by a private physician

Employee of one of the participating companies

Self-identified high-risk individual

Median
(in years)

31

27

27

30

30

35

27

32

40

32

IQR (in years)

27-35

23-31

23-31

25-36

26-36

29-41

22-40

28-38

32-48

26-38

100



Annex 1 b: Distribution of HIVST kits and testing Table 7. Population group-wise proportion of those tested HIV-reactive on HIVST

Table 5. Population group-wise distribution of the last HIV test Population group e

_ Unk_nown
46,331(489) 28,211 (29.8) 13,133 (13.9) 6,985 (7.4) 94,660 (100) Fernale sex worker 19.837

Never Oto
tested 12 months

Population group

last testing

Female sex worker 5,193 (26.1) 11,258 (56.7) 2,925 (14.7) 487 (2.5) 19.863 (100) Men having sex with men 103 (0.6) 15,901
i Key population
Men havingsex 4454 439 5,433 (34.4) 2,345 (149) 1,086 (69) 16,790 (100) ety
Key with men Person who injects drugs 73 (1.3) 5,530
population
::\egsc‘:g “ﬁT . 1,368 (24.7) 3,046 (55.0) 805 (14.5) 320 (5.8) 5,539 (100)
! 9 Transgender 26 (0.5) 5,244
Transgender 1,696 (32.4) 1,787 (34.2) 1,606 (30.7) 142 (2.7) 5,231 (100)
Partner/client of key population 12 (01) 11,165
Partner/client of key population 7,485 (67.0) 1,410 (12.6) 1,321 (11.8) 955 (8.5) 11,171 (100)
Partner of PLHIV 51(2.1) 2,403
Partner of PLHIV 804 (33.4) 772 (32.0) 738 (30.6) 96 (4.0) 2,410 (100)
Family member of PLHIV 0 340
Family member of PLHIV 334 (98.2) 1(0.3) o 5 (1.5) 340 (100)
Referred by a private physician 6 (0.) 6,553
Referred by a private physician 4,992 (76.2) 527 (8.0) 464 (71) 572 (8.7) 6,555 (100)
Employee of one of the 2,687 (61.6) 398 (91) 52(1.2) 1,222 (28.0) 4,359 (100) Employee of one of the participating companies 9(0.2) 4,358
participating companies
Self-identified 14,846 (63.4) 3,579 (15.3) 2,877 (12.3) 2,100 (9.0) 23,402 (100) Self-identified high-risk individual 31(01) 23,403

high-risk individual

Table 8. Self-perceived risk stated by participants based on testing frequency

Table 6. Gender-wise distribution of study participants

Community- PLHIV Private
Gender based model | network led pragg‘gglner model model
First-time testers 4,425 (9.44) 17,920 (38.23) 15,965 (34.06) 8,559 (18.26) 46,869
Male 52,050 (64.8) 815 (489) 5,633 (80.7) 529 (85.9) 5192 (99.5) 64,219 (67.7)
Ever tested before 8,491 (20.41) 19,498 (46.87) 9,321 (22.41) 4,286 (10.30) 41,596

Female 23,067 (28.7) 850 (51.0) 1,349 (19.3) 69 (11.2) 25(0.5) 25,360 (26.8) 12,916 (14.6) 37,418 (42.30) | 25,286 (28.58) | 12,845 (14.52) 88,465

*Note: 7,563 no responses for testing frequency
Transgender 5,148 (6.4) 3(0.2) 2 (<0.) 16 (2.6) - 5,169 (5.5)

Prefer not to disclose 48 (0.1) - - 2(0.3) - 50 (0.1)

80,313 (100) | 1,668 (100) | 6984 (100) | 616 (100) 5,217 (100) | 94,798 (100)
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Annex 1 c: Testing preferences and interpretations of results
Table 9. Population group-wise HIVST kit type preference

Population group Blood-based Oral fluid-based

Female sex worker 9,411 (47.4) 10,425 (52.6) 19,836 (100)

Men having sex 6,797 (44.2) 8,584 (55.8) 15,381 (100)
Key with men
population

FEEERNG 3,661 (661) 1,878 (339) 5,539 (100)

injects drugs

Transgender 2,211(45.8) 2,612 (54.2) 4,823 (100)
Partner/client of key population 6,359 (57.8) 4,647 (42.2) 11,006 (100)
Partner of PLHIV 1,120 (46.7) 1,276 (53.3) 2,396 (100)
Family member of PLHIV 179 (52.6) 161 (47.4) 340 (100)
Referred by a private physician 4,031 (61.5) 2,524 (38.5) 6,555 (100)
Sl G L O 2,169 (49.8) 2,190 (50.2) 4,359 (100)

participating companies

Self-identified high-risk individual 11,961 (51.6) 11,241 (48.4) 23,202 (100)

Table 10. Testing modality preference for future testing by testing frequency

Community- | Integrated .
HIV based counseling P”V"‘,‘ELG ermd No ot
self-testing screening and testing f © 'I'te' response o
underTl | center (ICTC) SClIHES

46,869 (100)

Testing Frequency

First-time testers 41,725 (89.02) 374 (0.79) 914 (1.95) 2,848 (6.07) 1,008 (2.15)

35,680 (85.78) 1827 (4.39) 3,030 (7.28) 458 (1.1) 601 (1.44) 41,596 (100)

Ever testers

77,405 (875) 3944(4.45) | 3306(374) | 1600(119) | 88,465 (100)

Table 11. Testing modality preference for future testing by distribution model

Community- Integrated
1\Y based counselingand| Private and
self-testing screening testing center | other facilities
under Tl (ICTC)

83,397 (89.4) 2,286 (2.5) 4,185 (4.5) 3,373 (3.6) 9,3241 (100)
Community-based model 71,178 (90.1) 2,263 (29) 4119 (5.2) 1,450 (1.8) 79,010 (100)
PLHIV network led 1,627 (98.6) = 21(1.3) 2(0.) 1,650 (100)
Private practitioner model 5,046 (72.4) 13(0.2) 23(0.3) 1,890 (271) 6,972 (100)
Virtual model 466 (91.4) 3(0.6) 16 (31) 25 (4.9) 510 (100)
Workplace model 5,080 (99.6) 7(0) 6(03) 6(03) 5,099 (100)

Table 12. Testing modality preference for future testing by population group

Population group

Key
population

Female sex worker

Men having sex
with men
Person who
injects drugs

Transgender

Partner/client of key population

Partner of PLHIV

Family member of PLHIV

Referred by a private physician

Employee of one of the
participating companies

Self-identified
high-risk individual

HIV
self-testing

16,577 (84.7)

14,203 (91.0)

4,821 (89:)

4,704.(92.7)

10318 (94.)

2,311 (96.5)

338 (100)

5,280 (81.0)

4,232 (99.6)

20610 (89.2)

Community-

based

screening

under Tl

1,062 (5.4)

457 (29)

327 (6.0)

89 (1.8)

128 (1.2)

2(03)

6(01)

7(0.2)

208 (09)

Integrated
counseling and
testing center

(ICTC)

1,594 (8)

799 (5.)

251 (4.6)

270 (5.3)

407 (3.7)

73 (3.0)

32(0.5)

5 (01)

754 (3.3)

Private and
other facilities

339 (1.7)

153 (1.0)

12(0.2)

11(0.2)

117 (1)

8(0.3)

1,202 (18.4)

4(02)

1,527 (6.6)

Total

19,572 (100)

15,612 (100)

5,411 (100)

5,074 (100)

10970 (100)

2,394 (100)

338 (100)

6,520 (100)

4,248 (100)

23,099 (100)
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Annex1d: Ease of interpreting test results Table 16. Ease of interpreting the result by kit type

Table 13. Ease of using the HIVST kit by testing frequency Ease of interpreti
preting
Very easy Neith No the result Easy Not easy Total
either easy
Testing frequency or easy Difficult Very difficult | ' e Ui e Total
6 (0.05)

Blood-based 45,539 (94.4) 2,695 (5.6) 48,234 (100)

First-time testers 44,099 (94.09) 600 (1.28) 1,765 (3.77) 379 (0.8) 46,869 (100)

Oral fluid-based 44,286 (959) 1,878 (41) 46,164 (100)
Ever testers 39,650 (95.32) 179 (0.43) 5 (0.06) 1,581 (3.8) 161(0.38) 41,596 (100)
Overall 89,825 (95.2) 4,573 (4.8) 94,398 (100)
Table 17. Ease of interpreting the result by population group

Table 14. Ease of using the HIVST kit by type of test kits
Population group Easy Not easy Total

Female sex worker 19,315 (97.3) 533 (2.7) 19,848 (100)
Blood-based 45,305 (93.9) 2965 (6.1) 48,270 (100) Men having sex 1a768 081 01059 15683100
Key with men
Oral fluid-based 44,566 (96.5) 1,637 (3.5) FaZEE iy population ﬁ;‘;:(‘j";ﬁ‘; . 4927 (89.4) 587 (10.6) 5,514 (100)
Transgender 4,904 (94.0) 313 (6.0) 5,217 (100)
Table 15. Ease of using HIVST kits by population groups Partner/client of key population 10,560 (94.8) 585(5.2) 1,1145 (100)
Female sex worker 19,221 (96.8) 632 (3.2) 19,853 (100) Family member of PLHIV 340 (100) 0(0) 340 (100)
M_en having sex 14,773 (94) 928 (59) 15,701 (100) Referred by a private physician 6,378 (97.3) 176 (2.7) 6,554 (100)
Key with men
A :ﬁg’g (‘;"rtgs 4964 (899) 559 (10:) 5,523 (100) E:rﬂ'cc’iﬁ?i?\;%noenf;;ﬁes 4,346 (99.8) 7(0.2) 4,353 (100)
Transgender 4,988 (95.5) 237 (4.5) 5,225 (100) Self-identified high-risk individual 21,933 (94.0) 1,403 (6.0) 23,336 (100)
Partner/client of key population 1,0571 (94.8) 584 (5.2) 11,155 (100)
Partner of PLHIV 2,334 (97.0) 72 (3.0) 2,406 (100)
Family member of PLHIV 340 (100) 0 (0) 340 (100)
Referred by a private physician 6,376 (97.3) 177 (2.7) 6,553 (100)
AiplayEe erens @i 4,350 (999) 4(04) 4,354 (100)

participating companies

Self-identified high-risk individual 21,952 (94.0) 1,409 (6.0) 23,361 (100)
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Annex 1 e: Willingness to pay for HIVST kits

Table 18. Willingness to pay for HIVST kits by distribution model

- Between Between
Not willing Less than 101and 250 | 251and 500 More than

Model to pay 100 rupees 500 rupees Total

rupees rupees

Overall 25,799 (31.8) | 37,790 (46.6) | 14,854 (18.3) 2,341(29) 386 (0.5) 81,170 (100)

Community-based model 20,271 (29.2) 33,179 (47.8) 13,509 (19.5) 2,043 (29) 69,344 (100)
PLHIV network led 420 (26.1) Q05 (56.2) 255 (15.8) 27 (1.7) b 1,611 (100)
Private practitioner model 2,398 (47.6) 1,946 (38.7) 579 (11.5) 102 (2.0) ! 5,034 (100)
Virtual model 111 (25.3) 203 (46.3) 88 (20.1) 22 (5.0) 438 (100)

Workplace model 2,599 (54.8) 1,557 (32.8) 423 (8.9) 147 (3.1) 4,743 (100)

Table 19. Willingness to pay for HIVST kits by population groups

Between Between
101and 250 | 251and 500
rupees rupees

More than
500 rupees

Not willing Less than

Population group to pay 100 rupees

Total

C\mgs SOX 5,505 (34.3) 6,519 (40.7) 3,220 (20:1) 712 (4.4) 74 (0.5) 16,030 (100)

Men having 3,738 (271) 7,055 (51.2) 2,354 (17:) 442 (3.2) 181(1.3) 13,770 (100)
Key sex with men

population

Person who
s Ee 1,519 (32.9) 2,036 (44.0) 1,011 (21.9) 50 (1.1) 7(0.2) 4,623 (100)

Transgender 542 (11.6) 1,935 (41.5) 1991 (42.7) 168 (3.6) 31(0.7) 4,667 (100)

Partner/client of

key population 3900(39.3) 3900 (39.3) 1927 (19.4) 180 (1.8) 20 (0.2) 9927 (100)

Partner of PLHIV 551 (24.0) 1,181 (51.4) 474 (20.6) 84 (3.7) 2,297 (100)

Family member of PLHIV 257 (784) 72 (219) 0(0) 0(0) 329 (100)

Referred by a

brivate physician 2472(470) 2,049 (389) 628 (119) . 5,264 (100)

Employee of one of the

participating companies 1,765 (45.3) 1,551 (39.8) 417 (10.7) 3,896 (100)

Self-identified

high-risk individual 5,550 (27.3) 11,491 (56.4) 2,832 (13.9) 20,364 (100)
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Telangana

Dr. Anna Prasanna Kumari
Additional Project Director

Dr. M. Krishna
Assistant Directo - Lab Services

Mr. Appala Naidu
Assistant Director Tl

Mrs. Subbalakshmi Marti
Procurement Asst

Mr. Vinay Kumar
Team Leader, TSU

Mr. Mahesh
PROGRAM OFFICER, TSU

Uttar Pradesh

Ms. Amrita Soni
IAS., Project Director

Dr. Heera Lal
IAS Additional Project Director

Dr. Preety Pathak
Joint Director (I/C) ICTC

Mr. Ramesh Chandra Srivastava
Joint Director - Tl

Dr. Maya Bajpai
Deputy Director PPTCT

Dr. Abhishek
Assistant Director Tl

Mr. Harmendra Pal Singh
TLTSU

West Bengal

Shri Abhishek Tiwari IAS
Project Director

Dr. Sima Roy
Joint Director Tl - Focal Person
and Convenor

Ms. Tina Mitra
Assistant Director Tl

Dr. Suman Ganguly
PPTCT Consultant

Dr. Rahul Biswas
Joint Director CST
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Dr. Gopal Chandra Biswas
Joint Director BSD & In Charge,
M&E/SI

Ms. Sumita Samanta
Assistant Director IEC &
Mainstreaming

Mr. Jagadish Jana
Assistant Director GIPA

Dr. Dipa Basu
Deputy Director STl

Ms. Moumita Majumder
DAPCU, Kolkata & N24 Parganas

Mr. Saibal Maiti
PPTCT & I/C ICTC, M&E

Ms. Kiran Mishra
Team Leader, TSU

Dr. Tanusree Gupta
PROGRAM OFFICER TSU

Ms. Atasi Batabyal
PROGRAM OFFICER TSU

State Oversight Committee for HIV self-testing

Andhra Pradesh

Dr. T. Geetha Prasadini
Project Director, APSACS

Dr. P Uma Devi

Additional Project Director and Joint

Director - CST & Tl Division

Dr. P, Lalitha
Joint Director - BSD, APSACS

Dr. U. Parameswar Babu
Joint Director -BTS, APSACS

Mrs. Rama Devi
Assistant Director-IEC, APSACS

Mr. Y. D. Prakash
Assistant Director-TI, APSACS

Mr. Haresh Patel
Sr. M&E Officer, PATH

Dr. Mahalingam
Technical Lead, SHARE India

Mr. P Venkatreswara Rao
State Program Manager, VHS

Mr. Ali Hyder
DPM, DAPCU, Kurnool

Mr. Adilingam
DPM, DAPCU, East Godavari

Mr. Madhusudana Rao
DPM, DAPCU, Guntur

Mr. Veerabadra Rao
DIS, DAPCU, Visakhapatnam

Mrs. Meharunnisa
Community Representative -FSW

Mx. V. Swetha
Community Representative - TG

Mr. Hari
Community Representative - MSM

Mr. Dileep
Community Representative - IDU

Delhi

Dr. Praveen Kumar
APD, SACS, Chair

Mr. J.K. Mishra (Joint Director-Tl)
Representative from Delhi SACS

Mr. Sumit from Abhivyakti
Representative from MSM

Mr. Alok
Representative from |IDU

Mr. Gautam Yadav (Humsafar Trust)
Representative from PLHIV

Mr. Rohit Yadav
Representative from Mitr Trust

Ms. Manpreet
Project Manager from Pahal
Foundation

Ms. Pinky Rawat
Project Manager from Manch

Ms. Suchitra Rani
Representative from TSU

Ms. Sandhya Krishnan
Representative from TSU

Ms. Twinkle Dahiya
Program Manager, Humsafar Trust

Gujarat

Dr. Rajesh Gopal APD
GSACS

Mr. Praveen Gupta
Deputy Director M&E, GSACS,

Mr. Kamlesh Meswaniya
Joint Director TI GSACS,

Dr. Rajesh Patel
Joint Director (CST), GSACS

9.Dr. Anup Amin
Joint Director (BSD), GSACS

Mr. Virat Nagar
TE, TSU (Joined Online)

Mr. Manubhai Vaghela
Deputy Director Mainstream,
GSACS

Mr. Ronak Mansuri
DS, DAPCU

Mr. Amrut Solanki
DS, DAPCU

Ms. Ranjanben Ravat
Sakhi Jyot Sangathan, Community
representative from Ahmedabad

Ms. Manvi Vaishnav
PM-TI Lakshya Trust, Community
representative from Vadodara

Dr. Anita Singh
SHARE INDIA

Mr. Chinmay Laxmeshwar
PATH

Ms. Rita Pandya
SAATHII

Karnataka

Ms. Leelavathi. KIAS
Project Director, KSAPS

Dr. Ramesh Chandra
APD, KSAPS

Mr. Pamesh Kattimani
Member Secretary, Joint Director
Tl, KSAPS

Ms. Lakshmi Narasamma
Representative from FSW, Swathi
Mahila Sangha
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Ms. Mangala
Representative from FSW, Vijaya
Mahila Sangha

Ms. Jyothi
Representative from FSW, Jyothi
Mahila Sangha

Ms. Laxmi
Representative from FSW, Ashodaya

Mr. Dilfaraz
Representative from MSM, Samara

Mr. Akram Pasha
Representative from MSM,
Ashodaya

Mr. Deepak
Representative from TG, Payana

Mr. Kiran
Representative from PLHIV, KNP+

Mr. Anand
Representative from Truckers, KGTA

Mr. Kumar
Representative from Migrant,
Bhoruka Charitable Trust

Dr. Jayaraju
Representative from Sl, KSAPS

Ms. Shakila
Representative from BSD, KSAPS

Mr. Tyagaraju
Representative from CST, KSAPS

Mr. Srinivasa
Representative from IEC, KSAPS

Ms. Mamatha
Representative from M&E, KSAPS

Dr. Ravindra
Representative from TSU

Ms. Yashodha
Representative from DAPCU,
Bengaluru Urban

Mr. Hanumantharaya
Representative from DAPCU, BBMP

Ms. Saritha
Representative from DAPCU,
Bangalore Rural

Madhya Pradesh

Dr. Veena Sinha
APD, MPSACS

Dr. Ankita Patil
Deputy Director -ICTC/TICTC,
Member Secretary

Mrs. Savita Thakur
Joint Director-TI/IEC, Representative
from MP SACS

Mr. Mahendra Pancholi
TL-TSU, Representative from
MP SACS

Mr. Manoj Rajkule
Representative from MP SACS

Ms. Jenifer Anthony
Representative from H/TG
community

Mr. Balram Namdev
State representative

Mr. Ajay Mishra
TSU- MPSACS, Representative
from TSU

Mr. Paras Gupta
State Consultant, Representative
from UNICEF

Ms. Twinkle Dahiya
Representative from the
Humsafar Trust

Mr. Sandeep Mane
Representative from the
Humsafar Trust

Mumbai

Dr. Shrikala Acharya
Additional Project Director

Smita Chougule
Deputy Director - Tl - MDACS

Vivek
TSU

Dr. Jayesh Dale
Share India

Sameer Shinde
Share India

Laxmi Belim
Community representative

Sujesh Mayilamkunnath
Aarohi Walunj
Vasavi Chilaka

Seema Sayyed
Aastha Parivar

Ujwala Bhavsar
Aastha Parivar

Shaila Dupla
Aastha Parivar

Anil Kadam
DOSTANA - HST

Romeo Shiviji
DOSTANA - HST

Sachin Kamuni (Zoya)
ARAMBH - HST

Chandini Shaikh
Project Director - TSVK

Chandana Khan
TSVK

Altaf Shaikh
TSVK

Yatin Mhatre
GAURAV

Santosh Kanade
GAURAV

Sandeep Mane
Technical Director, HST

Twinkle Dahiya
Consultant Program Manager-
HIVST, HST

Alpana Dange
Director Research

Manipur

Ms. Haobam Rosita
Project Director, Manipur SACS

Mr. Abhiram Mongjam
Joint Director, Tl, Manipur SACS

Dr. S Ibungochouba Singh
Deputy Director, BSD, Manipur SACS

Dr. Lucy Duidang
Joint Director, CST, Manipur SACS
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Dr. Lingdeihneing
DACO, Chandel

Mr. W. Surmick
Manipur Network of Positive People

Ms. Sobhana Sorokhaibam
NGO Representative

Dr. N. Romita Devi
DACO, Imphal East

M. Ranjit Singh
Community Representative

Bonita Pebam
Community Representative

Mr. A. Bojoykrishna
Community Representative

Mr. Rosy Karam
Community Representative

Y. Amritabala Devi
Tl Division, Manipur SACS

Ms. Oinam Roshini
Community Representative

Ms. Rom
Community Representative

Mr. Deepak Ksh
STC, NETSU

Mr. Naorem Jiten Signh
SPO, Prevention & Case Finding,
ITECH India

Mr. Ningombam Madan Singh
State Coordinator, ITECH India

Mizoram

Dr. Lalthlengliani
Project Director, MSACS

Dr. Malsawmtluangi Ralte
Joint Director (CST), MSACS

Dr. Richard CLR Hluna
State Epidemiologist, MSACS

Dr. Shahnaz Zothanzami
Deputy Director (BSD), MSACS

Ms. Betty Lalthantluangi
Joint Director (Tl), MSACS

Ms. Nelida Lalthafeli
Assistant Director (LS), MSACS

Mr. Chin K. Samte
Regional Coordinator, SHARE India

Vanlalruati Colney
PWNM

John Thansanga
SSM, ITEC

Jennifer Lalhlunchhungi
Lalhruaitluanga
Lalthlengliana

K. Lalngaihzuali
Nagaland

Dr. Akuo Sorhie
Project Director, NSACS

Dr. M. Nukshisangla Jamir
Deputy Director (BSD), Member
Secretary

Dr. Vethihulu
Deputy Director (CST)

Dr. Bernice D. Thapru
Joint Director (Tl)

Ms. Metevinuo Sakhrie
Joint Director (IEC)

Dr. Kheshika Yepthomi
Deputy Director (STI)

Mr. Medovilhou Kire
Deputy Director (Sl)

Ms. Adeno Kennao
Deputy Director (LS)

Ms. Vikheli Zhimomi
FSW Community

Mr. Howoto
MSM Community

Mr. Akhum
MSM Community

Mr. Keviguto Khamo
President Nagaland Users Network

Mr. Lanu Aier
President NNP+

Mr. Abou Mere
Director Kripa Foundation

Ms. Sentimongla Tzudir
DPO Kohima, DAPCU

Ms. Mecievinuo Zhotso
DPO Dimapur, DAPCU

Mr. Makshi Jamir
DPO Mokokchung, DAPCU

Mr. Chongshen C
DPO Tuensang, DAPCU

Mr. Khyuchamo P Ezung
State Coordinator, ITECH-India

Punjab

Dr. Bobby Gulati
APD, PSACS, Chair

Dr. Meenu
Joint Director-TI-PSACS,
Member Secretary

Dr. Sukhwinder Kaur
Joint Director -BSD, Representative
from Punjab SACS

Dr. Sunita Devi
Joint Director -BTS, Representative
from Punjab SACS

Dr. Vinay Mohan
Joint Director -CST, Representative
from Punjab SACS

Ms. Manu Laila
Deputy Director -Tl, Representative
from Punjab SACS

Mr. Manish
TL-TSU, Representative from
Punjab SACS

Ms. Pavan Rekha Beri-IEC
Representative from Punjab SACS

Ms. Mamta Gulati
Deputy Director -LWS,
Representative from Punjab SACS

Ms. Simran
Representative from FSW
community

Mr. Varinder Singh
Representative froon MSM
community
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Ms. Mohini
Representative from H/TG
community

Mr. Kanwar Bir Singh
Representative from SAWERA,
Jalandhar

Ms. Sapna Makkar
Project Manager from Ganga
Social Foundation, Ludhiana

Mr. Madan Lal
Project Manager from Mansa
Foundation, Amritsar

Ms. Twinkle Dahiya
Representative from the
Humsafar Trust

Dr. Abhishek Royal
Representative from the
Humsafar Trust

Tamil Nadu

Dr. R. Nagarani
Joint Director BSD TANSACS,

Dr. M. Janakiram
Deputy Director- Tl and M&E,
TANSACS

Dr. Bubby S Kumar
Deputy Director (CST), TANSACS

Mr. M.S. Pugazh
Deputy Director (I.E.C), TANSACS

Ms. A.N. Kalpana
Assistant Director (CST), TANSACS

Mr. Arul Kumar
Assistant Director (T1), TANSACS

Dr. Karthikeyan
DPM, Chennai, TANSACS

Ms. S. Prabhavathy
DA, TANSACS

Ms. Parkavi
M&E, TANSACS,

Mr. Senthil
TI, TANSACS

Mr. Masthan
M&E, TANSACS

Mr. Siva Kumar
M&E, TANSACS,

Ms. Prabhavathy
TI, TANSACS,

Mr. B. Sekar
Director, SWAM,

Ms. M. Jannath Begum
PD - CHWTVT,

Ms. G. Reema
PM, THAA,

Mr. V. Muniraj
Hopers foundation,

Mr. Rama Pandian
PD - TNP+

Ms. Jeeva Rangaraj
PD, TRA,

Mr. Saravana Murthy
PATH

Mr. Mahesh Doddamane
SAATHII

Mr. Saravana Kumar
SAATHII

Ms. Sumathi
SAATHII

Mr. Dilli
SAATHII

Telangana

Dr. G. Anna Prasanna Kumari
Additional Project Director, TSACS

Dr. M. Krishna
Assistant Director Lab Service
& Focal Person

Mr. Nageshwarao
STI Division - SACS

Ms. Saraswathi
BSD Division — SACS

Mr. Bheemesh
CST Division - SACS

Mr. B. Appalanaidu
Tl Division = SACS

Mr. Madhav

Assistant Director - |[EC- I[EC Division

Mr. Durga Srinivas
SIMU

M. Vinay Kumar
TSUTL

Ch. Murali Mohan - Khammam
Representative from MSM

Mr. S. Ramesh - Warangal
Representative from PLHIV

Mr. Sadanandam
Warangal, Representative from
TI/NGO/CBO

K. Rakesh
Hyderabad, Representative
from IDU

Mr. Anil
MOBBERA Foundation,
Representative from [T CBO

Mr. Satya Kumar
Khammam, DPM - DAPCU

Mr. Rama Krishna
Warangal, DIS- DAPCU

Mr. Nagaraju
Hyderabad, DIS - DAPCU

K. Vemu Kumar
SAATHII

Uttar Pradesh

Dr. Preeti Pathak
Joint Director, ICTC

Dr. Maya Bajpai
Deputy Director-PPTCT -
Member Secretary

Ramesh Chandra Srivastava
JDTI

Mr. Vikas Chandra Mishra
ICTC Supervisor, Prayagraj

Kausilya Devi
Poorv Madhyamik Vidhalay Samiti

Lok Smariti Seva Samiti
Prayagraj
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Sharamik Bharti
Kanpur Nagar

Mr. Sandeep Mane
HST

West Bengal

Shri Abhishek Tiwari IAS
Project Director

Dr. Sima Roy
Joint Director- Tl - Focal Person
and Convenor

Ms. Tina Mitra
Assistant Director- Tl

Dr. Gopal Chandra Biswas
Joint Director (BSD), WBSAP&CS

Dr. Rahul Biswas
Joint Director (CST), WBSAP&CS

Ms. Sumita Samanta
Deputy Director Mainstreaming
&IEC, WBSAP&CS

Dr. Suman Ganguly
PPTCT Consultant, WBSAPRCS

Mr. Jagadish Jana
Assistant Director - GIPA,
WBSAPRCS

Mr. Rupam Mishra
PROGRAM OFFICER, M&E, TSU,
WBSAP&CS

Ms. Tanusree Gupta
PROGRAM OFFICER, TSU,
WBSAP&CS

Ms. Ishani Das
District Officer, North 24
Pargana, SAATHII

Mr. Sujit Halder
Site Supervisor, Kolkata, SAATHII

Ms. Moumita Majumdar
DPM, DAPCU, KOLKATA

Mr. Subir Biswas
Site Supervisor, North 24
Parganas, SAATHII

Ms. Sanjana Ram
PD, Koshish, TG- Tl

Mr. Sanjoy Nandi
Program Manager, DMSC

Ms. Tapasi Adhikary
PD, DMSC FSW -TI

Mr. Suman Saha
ORW, Digambarpur, TG -TI

Ms. Papri Das
Site Supervisor, North 24
Parganas, SAATHII

Ms. Tina Mitra
AD(TI), WBSAP&CS

Ms. Sudipa Chakraborty
District Officer, Kolkata, SAATHII

Mr. Avijit Majumdar
Site Supervisor, Kolkata, SAATHII

Ms. Dipasruti Saha
Site Supervisor, Kolkata, SAATHII

Mr. Amit Mondal
Swasthya Bhaban

Mr. Sanjib Chakraborty
A.l.D.S

Mr. Bablu Pandit
Calcutta Samaritan

Mr. Anil Das
Swasthya Bhaban

Ms. Sebika Choudhury (Pal)
RTM, SAATHII

Project Team

PATH HQ

Dr. Kimberly Green
Global Director, Primary Health Care

Ms. Lisa Muller
Co-Team Lead-HIV, TB and Hepatitis

Ms. Davina Canagasabey
Senior Technical Advisor - HIV, TB
and Hepatitis

Ms. Nancy Diaz
Ex. Sr. Project Manager HIV, &
Tuberculosis

Ms. Kerry Thompson
Ex. Research Officer, SRH,
HIV & TB Team

Ms. Lee Hicks
Ex. Sr. Project Manager HIV,
Tuberculosis, Viral Hepatitis

Mr. Philips Loh
Regional Technical Advisor,
HIV/Hepatitis

Ms. Krista Granger
Program Officer, HIV, TB,
and viral hepatitis

Mr. Subhajit Pakira
SD, ER& NER SAATHII

Mr. Mahesh Doddamane
NPS, SAATHII, Delhi

Ms. Amanda Scott
Program Assistant, HIV and TB

Ms. Sandrine Fimbi
Senior Project Administrator,
HIVand TB

PATH India

Mr. Neeraj Jain
Country Director-India & Director,
South Asia

Dr. Shibu Vijayan
Global TB Director & Director-TIS,
South Asia

Dr. Satyabrata Routray
Director - Infectious Diseases,
South Asia

Dr. Asha Hegde
Deputy Director

Mr. Kannan Mariyappan
Senior Program Officer

Dr. Chinmay Laxmeshwar
Program Officer
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Dr. Saravanamurthy
Lead-Viral Hepatitis

Mr. Haresh Patel
M&E officer

Ms. Vaishanavi Jondhale
Lead - Performance Management
and Review

Mr. Rishab Chopra
Lead - Strategic Management
and Partnerships

Mr. Balaji Ananth
Senior Business and Alliance
Manager

Ms. Pranati Jha
Program Officer

Ms. Varsha Nagwekar
Senior Grant Specialist

Mr. Purusottam Sahu
Program Finance Associate

Ms. Nambi Konar
Finance Associate

Mr. Chaitanya Murugudu
Program Officer

Mr. Kiran Kumar
Program Officer

Mr. Javeed Lalband
Program Officer

Mr. K.G. Venkateswaran
Lead - Business Performance

Ms. Sushmita Das
Senior Program Officer

Ms. Megha Mandalaparthy
Program Associate

Ms. Amarjot Kaur
Program Associate

Ms. Isha Jain
Senior Communication Officer

Ms. Bhoomika Srivastava
Senior Associate Communications

PATH interns

Ms. Anupama Singh Chauhan
Ms. Prachiti Natekar

Ms. Rinchen Ongmu Bhutia
Mr. Rohit Singh

Mr. Sahil Bangera

Ms. Akshita Vikani

Ms. Pankila Bhambri

Ms. Tejashwari Naidu

Ms. Bijal Prajapati
Humsafar Trust

Mr. Vivek Anand
Chief Executive Officer

Ms. Alpana Dange
Pl of study & Director-Research

Mr. Murugesan Sivasubramanian
Director - Programs

Mr. Sandeep Mane
Project Director

Ms. Esther Fernandes
Consultant — Program Officer

Ms. Twinkle Dahiya
Consultant — Program Officer

Ms. Manisha Chaturvedi
Consultant - Program Officer

SAATHII

Dr. Sai Subhasree Raghavan
Founder President

Dr. Sathish Kumar
Country Director

Mr. Manish Mudaliar
Project Director

Dr. L. Ramakrishnan
Vice President

Mr. Anupam Hazra
Associate Director-Programmes

Mr. Mahesh Doddamane
National Program Specialist

Ms. Jasmin Ahirwar
BCC Consultant

Mr. Leo Ganguly
Tele-Counselor

Mr. Mohit Jain
M&E Specialist

Ms. Chandramaulika
M&E Specialist

SAl Hospital

Dr. Vikas Oswal
Co-Investigator of the study

ITECH

Dr. Madhuri Mukherjee
Country Director

Mr. G.S. Shreenivas
Technical Lead

Ms. Abhina Aher
Technical Expert - Key population

Mr. Prabuddhagopal Goswami
(PROBAL)
Consultant

NCPI

Mr. Manoj Pardeshi
NCPI+

Mr. Vinod Jambhale
State Coordinator NMP+

TCIF

Dr. Munish Chander

Ms. Namita Mehra, Manager
Mr. Kalpesh Sharma

BEST

Dr. Anil Singal
Chief Medical Officer

SHARE INDIA

Dr. Vijay V. Yeldandi
Head of Infectious Diseases and
Public Health

Dr. Anita Singh
Associate Project Director
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Dr. Edwin Sam
Technical Lead

Dr. Jayesh Dale
Technical Lead

Dr. Mahalingam Periasamy
Team Lead

Dr. Nangjong Tangha
Technical Lead

Mr. Pankaj Ghatbandhe
Technical Manager

Dr. Shashidhar Reddy Eda
Technical Manager

Mr. Arnabjyoti Bhagawati
Project Officer

Ms. Charishma Jones Sarman
Project Officer

Mr. Lokabiraman
Program Officer

Mr. Faheem MD

Mr. Sanjeev Reddy Mukpogle
Mr. Mahesh Kumar Suryadevara
Dr. Meher Vani Chaduvula

Mr. Syed Rizwan Hasan Razvi

Dr. Rounik Talukda

Mr. CH. S. Naidu
Ms. Puleno Kennao
Mr. Chin Samte

Mr. Deepak Rastogi
Dr. Nawaj Shaikh
Mr. Sameer Shinde
Ms. Chhavi Garg
Ms. Anjali Singal
Mr. Ajith Kumar
VHC

Dr. Joseph Williams
Director-Projects

Dr. Vijayaraman
Deputy Director

Venkateswara Rao Pakkela
State Program Manager

Dr. Chandrasekaran
Specialist Clinical Services

Ms. Priya Krishnamurthy
Manager - Knowledge
Management

Study Team

Andhra Pradesh

Venkateswara Rao Pakkela
State Program Manager

K. Bushan babu
CC, Guntur

G. Rathnakar
Mentor Facility, Guntur

G. Ravi
Consultant, Guntur

Sohiel
Consultant, Guntur

Vinay
VI-ORW, Krishna

Naga Raju
VI-ORW, Krishna

Subhashini
Mentor Facility, Krishna

Prasad
Mentor Facility, Krishna

Kanaka Durga
Mentor Facility, Krishna

Gopal
Mentor Facility, Krishna

Ram Babu
Mentor Facility, Krishna

Madhavi
Mentor Facility, Krishna

Gangadhar
Mentor Tl, Krishna

Buelah
ANM-TGIOSC, Krishna

Jyothi
ANM-TGIOSC, Krishna

Shantha Kumari
Consultant, Kurnool

Sudakhar
Consultant, Kurnool

Ahmatullah
VI-ORW, Kurnool

Nathaniel

Supervisor cum coupon
Manager, Kurnool
Sailaja

Peer Navigator, Kurnool

M. Srinivasa Rao
Mentor Tl, Visakhapatnam

Poli Naidu
Mentor Tl, Visakhapatnam

M. Lakshmana Charyulu
Mentor Tl, East Godavari

Praveen
Mentor Facility, East Godavari

M.V. Ramana
Mentor Facility, East Godavari

B. Vishali
Mentor Facility, East Godavari

B. Nagarjuna
Mentor Facility, East Godavari

T. Vijay Kumar
Mentor Facility, East Godavari
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Delhi

Twinkle Dahiya
Consultant - Program Officer

Shahid Ali
Site Supervisor

Aditya Rao
Site Supervisor

Gujarat

Pandya Rita Vipulbhai
State Program Specialist

Bhupendrasinh Solanki
District Officer, Ahmedabad

Pratikraj G. Dafda
District Officer, Vadodara

Jitendra Jala
Site Supervisor, Ahmedabad

Brijesh Solanki
Site Supervisor, Ahmedabad

Rajeshbhai Gupta
Site Supervisor, Vadodara

Ronakbhai Kanojiya
Site Supervisor, Vadodara

Karnataka

Kodandaram Reddy
State Program Specialist

Shazama Ara
Site Supervisor, Bangalore

Sowmya ER
Site Supervisor, Bangalore

Sudarshan
Site Supervisor, Mysore

Bhagyalakshmi
Secretary, Ashodaya Samithi

Rathna President Ashodaya
Samithi

Maharashtra

Esther Fernandes
Consultant — Program Officer

Aniket Sanjay Indapurkar
Peer Navigator, NCPI+, Pune

Pavan Aravind Isapalani
Site Supervisor, NCPI+, Pune

Ganesh Sopan Randave
Program Manager, NCPI+, Pune

Asha Anil Menon
Project Coordinator, NCPI+, Nagpur

Pavan Vivek Atey
Project Coordinator, NCPI+, Nagpur

Sangita Baluji Dewalkar
Project Coordinator, NCPI+,
Chandrapur

Sunita Rajratna Bhoge
Project Coordinator, NCPI+, Jalgaon

Sarla Eknath Mandlik
Project Coordinator, NCPI+, Nashik

Umesh Waman Jalgaonkar
Site Supervisor, Sarathi Trust,
Nagpur

Amol Annasaheb Jadhav
Site Supervisor, Pravara Medical
Trust, Nashik

Rahul Shiv Mandal
Site Supervisor, Sambodhan Trust,
Chandrapur

Jagdish Dharmendra Jadhav
Site Supervisor, Gaurav Trust,
Mumbai

Mr. M.A.R. Ansatri
BEST, Mumbai

Mr. Rupesh A. Patil
BEST, Mumbai

Chetan C. Pardeshi
BEST, Mumbai

Sandip K. Jain
BEST, Mumbai

Ravindra N. Sonje
BEST, Mumbai

Pravin N. Wani
BEST, Mumbai

Vinod E. Masane
BEST, Mumbai

Satish D. Malpure
BEST, Mumbai

Rupesh S. Rodrigues

Magathane Depot, BEST, Mumbai

Rajendra T. Bhagwat
BEST, Mumbai

Mahendra S. Baviskar
BEST, Mumbai

Sachin Salunkhe
Peer Navigator, TCIF, Jalgaon

Madhya Pradesh

Manisha Chaturvedi
Consultant — Program Officer

Deepak Jhillu Kushwaha
Site Supervisor, Bhopal

Ankit Dubey(Sanam)
Site Supervisor, Indore

Sunil Sisodiya
Site Supervisor, Indore

Dilip Jyoti Dindore
Site Supervisor, Jhabua

Vishal Gome
Site Supervisor, Ujjain

Nikita Plas
Site Supervisor, Neemuch

Adrash Thakur
Site Supervisor, Jabalpur

Nirj Mohan Santoshi
Site Supervisor, Jabalpur

Manipur

Mr. N Madan
State Coordinator, I-TECH India

Mr. Naorem Jiten
SPO - Prevention and Case
Findings, I-TECH India

Arambam Tennyson
Field Mentor, I-TECH India

RK. Devala
Field Mentor, I-TECH India

Angom Yaiphaba
Field Mentor, I-TECH India

Kshetrimayum Babloo Singh
Field Mentor, I-TECH India

Haobam Nanao
Field Mentor, |-TECH India

Laishram Jeman
Field Mentor, I-TECH India
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Herojit Naorem
Field Mentor, I-TECH India

Khumanthem Herojit
Field Mentor, I-TECH India

Tinky Vungkhuolting
Community Counselor, I-TECH India

K. Romica Kom
Community Counselor, I-TECH India

Mizoram

Christina Lalrindiki
State Coordinator, ITECH

Robert Lalrempuia
Sr. PO, ITECH

Vanlalpeka Tochhawng
PO, ITECH

Richard Lalruatdika
M&E, ITECH

Malsawmkima
Mentor, ITECH

Malsawmsangi
Mentor, ITECH

Jacob Chawikhuma
CC, ITECH

Lucy Lalremsiami
Mentor, ITECH

H. Vanlaltluanga
PO, ITECH

Lalrinzuala Hauhnar
PO, ITECH

Lallawmkimi Chawngthu
Mentor, ITECH

K. Vanlalnunpuia
Mentor, ITECH

Lalmuanpuia
Mentor, ITECH

Samuel Lalfakawma
Mentor, ITECH

T. Vanlalruata
Mentor, ITECH

Lalrempuii
Mentor, ITECH

Venessa Laldinsangi
Mentor, ITECH

Godwin Thangdingliana
CC, ITECH

Biakhluzuali
CC, ITECH

F. Lalnuntluangi
CC, ITECH

Nagaland

KP EZUNG
State Coordinator, I-TECH India

Temjennungsang
SPO - Prevention and Case
Findings, I-TECH India

Ashis Chakraborty
PO SI, I-TECH India

Rokomeno R. Kuotsu
Field Mentor, I-TECH India

Hinile Tep
Field Mentor, |-TECH India

Matsunginla
Field Mentor, I-TECH India

Samuel Jamir
Field Mentor, I-TECH India

Avide Tsukru
Field Mentor, |-TECH India

KL Thingo
Field Mentor, I-TECH India

Sanjay Rajbhar
Field Mentor, I-TECH India

Bumatyemlong Chang
Field Mentor, I-TECH India

Tongriba Sangtam
Field Mentor, I-TECH India

Lemchiu
Field Mentor, I-TECH India

Punjab

Twinkle Dahiya
Consultant - Program Officer

Jyoti
Site Supervisor, Jalandhar

Mohan Mahant
Site Supervisor, Amritsar

Mohit Pal
Site Supervisor, Ludhiana

Tamil Nadu

S Saravana Kumar
State Programme Specialist - Tamil
Nadu, New Delhi

K. Sumathi
Site Supervisor, Chennai

K Dilli
Site Supervisor, Chennai

Jeni Pricilla D
Site Supervisor, Chennai

Tamilarasi
Site Supervisor, Chennai

Telangana

Vemu Kumar
State Program Specialist,
Hyderabad

Neethu Nampalli
District Officer, Warangal

Battu.Venkateswarlu
District officer, Khammam

Bommakanti Krishna
Site Supervisor, Warangal

Pallerla Santosh
Site Supervisor, Warangal

Gattu Parashuram
Site Supervisor, Hyderabad

Malotha Prasad
Site Supervisor, Khammam

Thandu Vanitha
Site Supervisor, Khammam

West Bengal

Dipanwita Bhattacharjee
State Program Specialist,
West Bengal

Sudipa Chakraborty
District Officer, Kolkata

Avijit Majumdar
Site Supervisor, Kolkata

Dipasruti Saha
Site Supervisor, Kolkata
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Papri Das, Site Supervisor
North 24 Parganas

Subir Biswas
Site Supervisor, North 24 Parganas

The Visual House (TVH)-
Communication partner

Ms. Deepmala
CEO & Founder

Mr. Devender Bhatt
Associate Director

Mr. Sahil Dahiya
Senior Graphic Designer

Ms. Vidushree Sand
Production Controller

TinkerLabs - Formative assessment
partner

Mr. Ankur Grover
Founder and CEO

Ms. Meru Vashisht
Project Lead

Ms. Vaibhavi Joshi
Project Manager

Mr. Kartik Krishnan
Design Researcher

Ms. Sakina Attarwala
Visual Communication Designer

PARAMARSH-Website development
partner

Mr. S. K. Kaw
Managing Director

Mr. Sunil Ganjoo
Team Lead, Open Source

Mr. Jagbir Singh
Team Lead, Ul Designer

Mr. Ajay Zarabi
Project Manager

Mr. Sudhir Dangwal
Sr. Developer

Mr. Mukul Kumar
Developer

Mr. Ranjan Kumar
Developer

FERMISH - Regulatory and supply
chain partner

Dr. Khalid Khan
Mr. Manoj Kumar Singh
Ms. Nazis Khan

JSS Medical Research India Private
Limited

Dr. Renu Razdan
Senior Vice President, JSS

Mr. Pawan Verma
International Client
Relationship, JSS

Dr. Ghazanfar Hussain
General Manager - Data
Management, JSS

Mr. Praveen Kumar
Software Developer, JSS

The study team acknowledges the efforts, contribution, and hard work of
those more than 250 CBOs and NGOs who worked as field implementing
agencies and their team members in all 14 states; we also acknowledge all
the community leaders who were part of district-level community
monitoring board and facilitated the mobilization, study implementation,
and monitoring in the 50 districts.
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