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Abstract

Background: Transgender and nonbinary individuals have received increasing attention within HIV research, with studies
documenting the pervasiverole stigmaplaysin creating and sustaining health inequities. However, the proliferation of HIV stigma
research with this population has al so raised concerns about research practicesthat may unintentionally stigmatize or retraumatize
the very communities they are designed to benefit. Conducting stigma research is critical for generating accurate information
about HIV epidemiology, risk and protective factors, and intervention strategies for transgender and nonbinary individuals. Yet,
little research has directly examined the experiences of transgender and nonbinary individuals when participating in these studies
or identified specific research practices (eg, recruitment materials or study framing, choice of specific survey measures, data
collection protocol s, and researcher behaviors) that may influence study participation, retention, and dataquality. Equally important,
research has not adequately examined the potential for unintended harm due to emotional distress experienced by participating
in such research and what specific strategies might mitigate against potential distressful research experiences.

Objective: This study aimed to develop a set of empirically based trauma-informed guidelines for conducting HIV-related
stigma research with transgender and nonbinary individuals to increase researchers capacity to recruit and retain transgender
and nonbinary individuals in HIV-related stigma research, enhance the quality of data collected, and reduce unintentional harm
in stigma research methodol ogy.

Methods: The study will engage in primary data collection using both qualitative and quantitative methodology. First, we will
use in-depth qualitative interviews with 60 participants representing 3 participant groups: researchers, mental health clinicians,
and transgender and nonbinary individual swho have participated in HIV-rel ated and sexual health research. Second, the qualitative
findings will be used to develop an initial set of survey items representing a preliminary set of guidelines. Third, we will engage
75 participants in a 3-round modified Delphi method, to refine the guidelines and promote their acceptability among key
stakeholders.

Results: The study isfunded by the National Institute of Mental Health starting in July 2022 and data collection began January
2023. The study’s findings underscore the critical importance of adopting a trauma-informed approach to HIV stigma research
with transgender and nonbinary individuals.

Conclusions: To make meaningful stridesin stigmaresearch, it isimperative to examine experiences of stigmathat may happen
within the research context and identify strategiesfor improving data quality and reducing unintentional harmin study recruitment,
methodol ogy, implementation, and dissemination.

International Registered Report Identifier (IRRID): DERR1-10.2196/66800
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Introduction

Background

Over the past 2 decades, transgender individuals, particularly
Black and L atinatransgender women, have received increasing
attention within HIV research [1-9]. Such research has
consistently documented the pervasive role stigma plays in
creating and sustaining health ineguities among this population.
However, this research proliferation has also raised questions
about practices that may unintentionally stigmatize or
retraumatize the very communities they are designed to benefit
[4,10-15]. One area of particular concern is the measurement
of stigma as part of HIV-related research with transgender and
nonbinary individuals. First, thereis concern that specificitems
within commonly used measures may unintentionally recreate
or activate stigma. For example, many stigma and minority
stress scales [16-19] include items that may be experienced as
stigmatizing (eg, “Being transgender is disgusting to me”) [19]
or ask participants to recount and relive traumatic experiences
(eg, history of physical and sexual violence, family rejection,
and experiences of discrimination and harassment) to document
their association with negative affect or health behavior [2].
There has been considerable debate within the larger field of
trauma-related research as to whether recalling and answering
questions about past trauma has negative or positive
consequences for study participants [20-29]. However, thereis
surprisingly limited research within HIV science on the potentia
emotional impacts of participating in stigma research. Second,
there are no evidence-based guidelines for person-centered,
traumarinformed, and actively destigmatizing implementation
of HIV stigmaresearch. Conducting stigmaresearch is critical
for generating accurate information about HIV epidemiology,
risk and protective factors, and intervention strategies for
transgender and nonbinary individuals. Yet little research has
directly examined the experiences of transgender and nonbinary
individuals when participating in these studies, or identified
specific research practices (eg, recruitment materials or study
framing, choice of specific survey measures, data collection
protocols, and researcher behaviors) that may influence study
participation, retention, and data quality [30]. Equally important,
research has not adequately examined the potential for
unintended harm due to emotional distress experienced by
participating in such research and what specific strategies might
mitigate against potential distressful research experiences.

Impact of Stigma on HIV-Related Outcomes

Research documenting multiple and intersecting structural
factors, including racism, sexism, transphobia, homophobia,
and other systems of stigmatization, oppression, and traumatic
victimization that contribute to the disproportionately high rates
of HIV infection and HIV-related morbidity in this population
[2-4,6,7,14,31-35]. One of the strengths of HIV researchin this
area has been its intersectional focus, [36] as well as the
acknowledgement that stigma operates at individua,
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interpersonal, and structural levels. Intersectional approaches
demonstrate the ways in which HIV-stigma and other sources
of stigma occur simultaneously and interact to impact
transgender and nonbinary individual’s daily experience, health
outcomes, and engagement with care. Research suggests that
transgender and nonbinary individuals may experience this
impact as traumatic, and support trauma-informed approaches
that seek to mitigate retraumatization within the provision of
care [37-43]. Transgender and nonbinary individuals health
disparities have been directly linked to intersectional and
multidimensional stigmaprocesses|37,41,44,45], underscoring
the extent to which this approach is essential for advancements
in transgender and nonbinary individual—specific stigma
frameworks, measurement, and intervention devel opment.

Potential for Unintentional Harm

Withinthefieldsof clinical psychology and neuroscience, there
has been intense debate about the impact of research about
traumatic experiences on study participants [20-29]. Some
evidence suggests that such research might lead to
traumatization or cause further harm to those with previous
exposure to violence or abuse. One meta-analysis of studies
about traumatic events found that approximately 25% (IQR
4.3%-50%) of adult participants reported distressing impacts
(ie, unexpected upset, negative emations, unwanted thoughts,
or distress) asaresult of research participation. Although, most
people find that participating in trauma research is distressing,
they also report that they find it worthwhile and meaningful
[28]. Neuroscience research on memory reconsolidation suggests
that the context and content of memory reactivation may
determine its harmful or therapeutic impact. Data indicate that
research participants anticipate or attribute negative impactsto
study participation; in 1 large-scale study of traumatic
experience, 94% of participantsrated their participation asmore
than minimal risk, with participants that had greater previous
exposure to trauma reporting higher levels of distress [46].
However, limited research within the field of HIV has directly
examined the potential impact of stigma research itself on
transgender and nonbinary participants.

Impact on Engagement in HIV Prevention and Care

Growing recognition of the importance of community
partnership for HIV research with transgender and nonbinary
individuals has led to arise of studies that rely on community
health centers or other service agenciesfor research recruitment
and implementation [47-50]. It is well established that
experiences of stigma within these settings may negatively
impact transgender and nonbinary individual’s willingness to
receive needed health care, including HIV testing, treatment,
or pre-exposure prophylaxis [37-39,51,52]. If stigmatizing or
harmful research is conducted within these settings, thereisthe
potential to reduce transgender and nonbinary individual’strust
in the very organizations upon which they depend to access
life-saving services. As such, it is essential to understand
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whether and under what conditions HIV stigma research may
result in unintentional harm or stigmatization of transgender
and nonbinary individuals, and how harmful impacts can be
reduced.

Impact on Recruitment, Engagement, and Data Quality

Evidence indicates that mistrust of research projects, study
teams, or settings leads to difficulties with recruitment and
retention of study participants and may be associated with false
or misleading responsesto study measures. Studiesindicate that
research mistrust is particularly strong among transgender and
nonbinary participants, who may report feeling used or
mistreated within HIV research contexts [53-55]. In 1 study,
transgender women reported that research scriptsand procedures
can be experienced as microaggressions [55]. Critical
HIV-related stigma research is likely to underperform and fail
to provide much needed data on stigma processesif participants
arediscouraged from participating or aienated from theresearch
enterprise by perceptions that stigma research is itself
stigmatizing [56].

Need for Empirically Grounded Research Guidelines

Many HIV stigma studies report incorporating intentionally
affirming components into their research practice, such as
measures of self-esteem, community-connectedness, or other
resiliencefactors[57,58]. However, there has been no systematic
compilation of these strategies, or analysis of their potential use
in reducing stigma experiences. This research gap resultsin a
lack of consensus of what is meant by trauma-informed HIV
stigma research, as well as gaps in how to best implement and
evaluate stigma-reducing measures in HIV research practice.
Outside of HIV research, there are modelsfor patient-centered,
traumarinformed health research [59] that could be adapted to
better inform implementation strategies, but such adaptation
needs to be grounded in empirical data from participants,
researchers, and practitionerswith direct experiencein thefield.

Theoretical Frameworks

This study is based on an interdisciplinary integration of
minority-stressand trauma-informed theoretical frameworksto
explain health inequity. Minority stress theory [60] is a strong
epidemiological framework for explaining disparity but is less
precise in specifying mechanisms of an individual stigmatized
person’s behavior, feelings, or experience. To complement this
theory, we incorporate a conceptual framework developed
specifically to support the mental health of TGNB individuals
[61], which combines 2 traumarinformed care models to guide
our research questions and analysis. The first, developed by
Falot & Harris [62,63], emphasizes five principles of
interaction: safety, trustworthiness, collaboration, choice, and
empowerment. The second, guiding principles of
trauma-informed care created by the Substance Abuse and
Mental Hedth Services Administration within the US
Department of Health and Human Services, focuses on attention
to cultura, historical, and gender issues that impact power
relationships, privilege, and oppression [64]. This
traumarinformed theoretical approach attends to the potential
presence of trauma-related symptoms on the thoughts, feelings,
needs, and reactions of TGNB research participants, and aims
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to actively disrupt retraumatization through the creation of
interpersonal processes and settingsthat emphasi ze safety, trust,
collaboration, empowerment, and choice. Rather than focusing
on isolating and describing stigmatizing internal and
external experiencesthat happen to a marginalized person, a
trauma-informed approach to stigma research centers how those
marginalizing experiencesthwart asurvivor’swellness, healing,
and resilience [65]. Traumarinformed approaches are, therefore,
inherently person-centered, and strengths-based in that they
entail recognition of the signs and symptoms of traumain an
individual’s behavior and guide clinical responsesto minimize
negative impact on the survivor’snatural recovery process[64].
These characteristics are likely to support greater engagement,
quality, and benefit of HIV research among transgender and
nonbinary individuals [55].

Study Aims

The primary aim of this study is to develop empiricaly
informed, traumainformed guidelines for conducting
HIV-related stigma research with transgender and nonbinary
individuals. Thiswork seeksto address critical gapsinthefield
by improving recruitment, retention, and data quality while
reducing the potential for harm during research participation.
Specifically, the study focuses on thefollowing aims. First, this
study aims at understanding participant experiences by
conducting in-depth interviews with transgender and nonbinary
participants who have engaged in HIV or sexual health-related
research to explore their experiences, including factors that
contribute to or mitigate distress, stigma, and harm. This aim
seeks to uncover the nuanced challenges and opportunities for
designing research that supports participant well-being. Second,
thisstudy aimsto gather stakeholder perspectives by conducting
in-depth interviewswith researchersand menta health clinicians
to identify current practices, challenges, and strategies for
implementing traumarinformed and person-centered approaches
in HIV stigma research. This aim emphasizes understanding
the perspectives of professionalswho interact with transgender
and nonbinary populations in research and clinical settings.
Third, this study aims to develop and refine trauma-informed
guidelines by using findings from the first and second aims to
createapreliminary set of traumarinformed research guidelines.
These guidelines will be refined through a modified Delphi
process involving transgender and nonbinary individuals,
researchers, and mental health professionals to ensure their
relevance, acceptability, and applicability acrossdiverseresearch
contexts.

By integrating qualitative interviews with a structured
consensus-building approach, this study aims to establish
actionable and evidence-based recommendations. These
guidelines will enhance the ethical rigor and methodological
quality of HIV stigmaresearch, contributing to improved health
equity and reducing unintentional harm in research practices.

Methods

Study Objectives

Our study is designed to address a critical gap in existing HIV
stigmaresearch with transgender and nonbinary individuals by
examining experiences of stigma within the research context
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and identifying strategies for improving data quality and
reducing unintentional harmin study recruitment, methodol ogy,
implementation, and dissemination. This study will engage in
primary data collection using both qualitative and quantitative
data collection methodology. To accomplish the study aimswe
will first, conduct in-depth interviews with transgender and
nonbinary individuals (n=30) to better understand how they
understand and experience participation in HIV-related stigma
research, including willingness to respond to questions about
stigma and factors that may contribute to or mitigate potential
distressing or stigmatizing experiences within the research
context. Second we will conduct in-depth interviews with 2
groups: investigators who conduct HIV-related stigmaresearch
with transgender and nonbinary individuals, to better understand
perceptions of and experienceswith conducting stigmaresearch
with transgender and nonbinary individual s and compile existing
strategies for mitigating harm (n=15) and menta health
professionals (n=15) who provide care to transgender and
nonbinary individuals to better understand ways in which
experiences of stigma can be measured and studies can be
conducted in amanner that is person-centered, trauma-informed,
and actively destigmatizing. Third, we will develop a set of
empirically informed guidelines for conducting HIV stigma
research with transgender and nonbinary individuals. We will
use a modified Delphi technique to engage a panel of
transgender and nonbinary individuals, mental health providers,
and researchers in a consensus building process to identify
practical recommendationsfor person-centered, traumarinformed
recruitment, measurement, and conduct of HIV-related stigma
research with transgender and nonbinary individuals.

The sample sizes for this study were designed to ensure robust
data collection and meaningful analysis across all phases. For
ams 1 and 2, the sample size was chosen based on
recommendations for similar qualitative inquires to ensure
thematic saturation and demographic diversity [66-69]. In aim
3the Delphi panel will consist of 75 participants (25 transgender
and nonbinary individuals, 25 researchers, and 25 clinicians),
aligning with best practices for achieving reliable consensus
and providing robustness against attrition [68,70,71]. These
sample sizes ensured methodological rigor, demographic
representativeness, and the capacity to develop empirically
informed, trauma-informed research guidelines.

Qualitative I nterviews

Aim 1: Semistructured Qualitative | nterviews With
Transgender and Nonbinary I ndividuals

Overview

Inaim 1, we will conduct a series of in-depth semistructured
qualitative interviews with 30 transgender and nonbinary
individuals.

Participants

Our samplewill be stratified by gender identity and HIV status.
We will ensure that >40% of participants will be aged 18-29
years and at least 70% people of color, due to the
disproportionately high HIV infection rates among these
populations and lack of accessto HIV prevention and treatment
services. Eligible participants will be aged >18 years; identify
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as transgender, nonbinary, or gender diverse; and have
participated in an HIV prevention or treatment related research
study.

Recruitment

Participants will be recruited through existing research panels,
transgender health-related social mediaand listservs, and word
of mouth. Interested participants will fill out an eligibility
screener survey. For those who are deemed eligible, they will
be provided a link to the study website [72] to schedule their
interview at a day and time of their choice, with the study team
member of their choice. Participants will be provided with a
link to an electronic consent form on the study website, aswell
as the interview guide before the interview. The interviewer
will review the consent form with the participant and obtain
verbal consent before conducting the interview.

Interview Procedures

Interviews will be designed to last no longer than an hour and
a half, and participants will be compensated US $80 for their
time. All interviewswill contain acore set of questionsto assess
how transgender and nonbinary individuals understand and
experience participation in HIV-related stigma research,
including decision-making processes around participation,
perceptions of study purpose, risks and benefits, participants
willingness to respond to questions on stigma, factors that may
contribute to or mitigate potential distressful or stigmatizing
experiences within the research context, and opinions of the
research after participation. Participants will also be asked to
identify specific strategies to enhance researcher’s capacity to
design and implement stigma research that is person-centered,
traumarinformed, and actively destigmatizing.

Aim 2: Semistructured Qualitative | nterviews With
Researchers and Mental Health Professionals

Overview

Inaim 2, we will conduct a series of in-depth semistructured
qualitative interviewswith 2 groups, investigators who conduct
HIV-related stigma research with transgender and nonbinary
individuals (n=15) and mental health providers who provide
care to transgender and nonbinary adults (n=15).

Participants

Investigators (n=15) will be stratified by career stage: early
(n=5), middle (n=5), or late (n=5) stage investigatorsto represent
arange of perspectivesand experienceswith conducting stigma
research with transgender and nonbinary individuals. Our sample
of mental health professionals (n=15) will include mental health
clinicianswith amaster'sdegreein either social work, marriage
and family therapy, or mental health counseling or a doctoral
degree in clinical psychology (PhD or PsyD) who provide
individual or group therapy to transgender and nonbinary adults
(aged 18 years or older) and have training in providing
traumarspecific or trauma-informed clinical practice.

Recruitment

Early, middle, or late-stage investigators with existing
HIV-related transgender health research will be identified by
Google Scholar and the National Institutes of Health (NIH)
RePORTER. Investigators will be contacted by a study team
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member by email and invited to participatein our study. Mental
health professionals will be recruited through professional
networks and word of mouth. Interested participants will fill
out an eligibility screener survey. For those who are deemed
eligible, they will be contacted by a study team member to
schedule their interview. Participants will be provided with a
copy of the study consent form. The interviewer will review
the consent form with the participant and obtain verbal consent
before conducting the interview.

Interview Procedures

Aim 2 will consist of 30 semistructured interviews with 2
groups, investigators who conduct HIV-related stigmaresearch
with transgender and nonbinary and mental health clinicians
who provide counseling to transgender and nonbinary adults
(aged 18 yearsor older). Interviews are designed to last no more
than an hour and a half, and participants will be compensated
US $50 for their time. Interviews with investigators will assess
understanding experiences of conducting HIV-related stigma
research with transgender and nonbinary individuals, including
perceptions of study purpose, risks and benefits, question and
measurement selection and creation, and factors that may have
contributed to or mitigated against distressful or stigmatizing
experienceswithin the research context. I nterviewswith mental
health professionals will focus on identifying ways in which
experiences of stigma can be measured in a manner that is
person-centered, traumarinformed, and actively destigmatizing,
including  suggestions for using  person-centered,
trauma-informed language when developing questions or
measures, and strategiesto assist researchers around developing
protocols and procedures to assess for and address potential
distressful situations within the research context.

Development of Interview Guide (Aims 1 and 2)

The interview guide was developed through a collaborative,
traumarinformed approach to ensure that all protocols and
procedures reflected the study’s goals and minimized potential
harm to participants. This process involved a 3-step
methodology with the transgender-identified research team.
First, the team conducted an in-depth review of existing
traumarinformed care models and adopted the framework
developed by The Ingtitute on Trauma and Trauma-Informed
Care (ITTC) at the University of Buffalo, which emphasizes
the principles of safety, choice, empowerment, collaboration,
and trustworthiness. Second, components from ITTC's
Trauma-Informed Organizational Change Manual [73] were
adapted and integrated into the research procedures, including
participant recruitment, consent, interview data collection, and
analysis, to align all research activities with atrauma-informed
approach. Third, the interview questions, prompts, and scripts
were mapped to the ITTC framework to minimize risks of
retraumatization and ensure a supportive environment for
participants. Interview questions were refined to align with the
study’s 4 overarching research questions and tailored to the
perspectives of the 3 participant groups, researchers, community
stakeholders, and mental heath clinicians, ensuring
comparability and analytic integrity across the study phases
(Multimedia Appendix 1).
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Qualitative AnalysisPlan (Aims 1 and 2)

Data collected in aims 1 and 2 will be analyzed using rapid
qualitative analytic methods, [74-77] to identify key themes
that best reflect the research decision-making process,
perceptions and experiences of transgender and nonbinary
individuals. We will assign four trained team members to
summarize a subset of the interview transcripts independently,
extracting key data into a summary template based on our
framework and interview guide; triangulate key themes in the
transcript through documenting observations, quotations, and
reflections into the summary template; meet to compare and
combine templates for each interview; and create a
comprehensive matrix identifying common themes and contrasts
across and within stakeholder groups.

Application of Knowledge Gained in Aims1and 2 to
Aim 3

In preparation for aim 3, we will use the themes that were
identified in the qualitative interviewsto develop a preliminary
list of survey items for use in the first stage of the modified
Delphi process (aim 3) [78]. The use of qualitative interviews
inapre-Delphi phase[78-80] allowsfor all relevant stakehol der
groups to guide the Delphi process by contributing to the
development of the first round Delphi survey. To ensure that
the Delphi survey items describe and capture the perceptions
and experiences of al the stakeholder groups participating in
aim 3, we will develop items using the language and narratives
participants use during their interviews[78,80,81] . For example,
the language used to describe and the meaning behind core
concepts within stigma research may differ distinctly between
stakeholder groups and could contribute to inaccurate
measurement and interpretation of research findings. By
integrating language from each stakeholder group into the
Delphi survey we hope to better reflect the experiences of all
relevant stakeholders involved in this process [79,82,83]. We
will then compare the themes and associations derived from
Aims 1 and 2 to better understand areas of concordance and
discordance between stakeholder groups [78-81,84]. For
example, it is possible that interview findings highlight similar
domains across participant groupsthat are key to understanding
and improving stigmaresearch procedures, yet what isimportant
to address within these domains may differ by stakeholder
group. Theuse of qualitativeinterview findingswill help further
parse out and include survey itemsthat addressthis complexity.

Aim 3: Development of Empirically I nformed
Guideinesfor Conducting Stigma Resear ch With
Transgender and Nonbinary Individuals

Overview

To accomplish aim 3 we will use a 3-round modified Delphi
method [85] to develop aset of empirically informed guidelines
for conducting HIV-related stigma research with transgender
and nonbinary individuals. The modified Delphi method will
include 4 structured steps: panel formation, quantitative survey
development, data collection and anaysis, and guideline
development [68,69,85,86].

JIMIR Res Protoc 2025 | vol. 14 | €66800 | p. 5
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR RESEARCH PROTOCOLS

Panel Formation

Wewill recruit 75 participants from the following 3 stakehol der
groups, transgender and nonbinary individuas (n=25),
researchers (n=25), and mental health professionals (n=25). Our
samplesizeisbased on previous studies which demonstrate that
this sample size provides stable results robust to participant
attrition or inconsistent responding [68,70,71]. Individualswho
participated in aims 1 and 2 will be recruited to participate in
am 3.

Survey Development

Survey development will occur in 3 steps. First, the transcripts
and codesfrom aims 1 and 2 will bereviewed to draft theinitial
survey items based on the most salient themes and domains
pertinent to all aspects of the research process, including
recruitment, measurement, retention, and dissemination. Each
survey item will be designed to capture a single idea and be
easily understood by participants. Second, we will develop a
rating scale for the Delphi survey items that best capture the
original content from aims 1 and 2. Third, we will finalize the
items and organize the survey into the following 3 sections,
Trauma-Informed  Principles for Research  Practice,
Trauma-Informed Research Standards, and Trauma-Informed
Research Competencies.

Quantitative Data Collection and Analysis

A survey will be administered online by REDCap (Research
Electronic Data Capture) [87,88] at 3 time points (rounds 1-3).

Textbox 1. Decision matrix for developing expert consensus.

Kleinetal

Participants will be compensated US $40 for their time after
the completion of each survey. In each round, participants will
be asked to rate each item on a 5-point scal e indicating whether
the item should be included in the research guidelines. Survey
items will be categorized according to the decision matrix in
Textbox 1, which has been widely used in previous studies
[85,86]. Inround 1, all items created by our study team will be
included in the survey. At the end of each survey section in
round 1, participants will be encouraged to provide feedback
onitems(ie, how to improve wording or messaging) and suggest
novel itemstoinclude[68,85,86]. After round 1, wewill analyze
survey responses, including participant comments, and edit
existing or draft new itemsto beincluded in the round 2 survey
based on participant suggestions. In the second-round survey,
participantswill rerate itemsthat receive anear missin thefirst
round and rate new items the research team crafted based on
suggestions from participantsin round 1. At the end of rounds
1 and 2, participants will be sent a report outlining survey
results. Statements to be rerated will be displayed with the
overall percentages for each rating and then by stakeholder
group so participants can compare their response with others
responses. Thereport will allow participantsto consider whether
to retain or change their ratings in the next round. Finaly, in
round 3, only itemsrated for thefirst timein round 2 or received
anear miss rating will beincluded in the final survey (Textbox
1).

Endorsed

. |If between 80%-100% of participants of each group rate a statement as either essential or important, it will be endorsed as aguideline.

Re-rated (near miss)

. |If between 80%-100% of participants of each group rate a statement as either essential or important, it will be endorsed as aguideline.

Rejected

« If none of the above conditions are met, a statement will be rejected for inclusion as a guideline.

Guideline Devel opment

At theend of round 3, the research team will create adocument
comprised of the endorsed items to be widely disseminated.
Once the document is completed, participants will be invited
to attend a 1-day virtual convening where we will present and
discuss the final guidelines document as well as the goals and
next steps for dissemination and implementation.

Ethical Consider ations

Ethics Approval

The study received expedited approval from the City University
of New York Human Research Protection Program
(#2022-0280-Hunter).

Informed Consent

Participants were electronically sent a consent form and
interview guide in advance to review at their own pace once
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their interview was scheduled. Before the start of each interview
atrained study team member reviewed the consent form with
participants and obtained verbal consent to participate. Before
completing the Delphi survey participants affirmed that the
agreed to participate.

Privacy and Confidentiality

All data were anonymized to protect participant identities.

Compensation

Participants were compensated US $40- US $80, depending on
the study phase, to ensure fairness.

Results

The study wasfunded by the National Institute of Mental Health
from July 1, 2022, to June 30, 2024. The study successfully
achieved its specific aims. We successfully completed data
collection and anaysis for ams 1 and 2 recruiting 30
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transgender and nonbinary participants (aim 1) and a total of
34 participantsin aim 2 (17 researchers and 17 clinicians). As
outlined above, we directly applied the knowledge gained to
the development of the preliminary set of guidelines voted on

Table 1. Study timeline and progress by aims.

Kleinetal

inaim 3. The Delphi processfor aim 3isentering itsfina survey
round, and we are actively preparing the finalized guidelines
for dissemination (Table 1).

Phase Planned timeline Current progress

Aim 1: interviews January 2023-June 2023 Completed (30 participants)
Aim 2: interviews July 2023-December 2023 Completed (34 participants)
Application of knowledge gained from aims 1 and 2 January 2024-March 2024 Completed

Aim 3: Delphi survey

March 2024-June 2024

Ongoing (final survey round)

Discussion

Principal Findings

This study addresses a critical gap in HIV-related stigma
research by devel oping trauma-informed guidelinesto improve
the quality of research involving transgender and nonbinary
individuals. HIV stigma research has historically documented
the pervasiverole of stigmain shaping health inequities but has
largely overlooked the unintended harms participants may
experience within the research process itself. By using an
interdisciplinary, trauma-informed approach grounded in
qualitative data collection and a modified Delphi method, this
study emphasizes principles of safety, trustworthiness,
collaboration, empowerment, and cultural sensitivity. The
findings am to enhance participant engagement, reduce
emotional distress, and improve dataquality, thereby advancing
ethical and effective research practices. Through active
collaboration with community members, researchers, and
clinicians, this project provides a model for addressing stigma
while centering participant well-being and resilience.

The study’s findings underscore the critical importance of
adopting a trauma-informed approach to HIV stigma research
with transgender and nonbinary individuals. Interviews with
community members, researchers, and clinicians revealed the
significant benefits of traumarinformed principlesfor enhancing
participant trust, retention, and engagement while also improving
the quality of collected data. Key findingsinclude thefollowing.

Higher Data Quality and Participant Engagement

Stakeholdersacrossall groups emphasized that traumarinformed
practices create safer and more supportive environments for
participants, leading to more honest and comprehensive data.
For instance, researchers noted that flexible interview formats
and clear communication protocols increased participant
willingness to share sensitive information.

I mproved Team Dynamics and Research Outcomes

Researchers and clinicians reported that adopting
traumarinformed principles, such as trustworthiness and
collaboration, not only benefits participants but also enhances
team cohesion and efficiency in implementing study protocols.

Ethical and Methodological Standards

Thefindings contributed to the devel opment of trauma-informed
research standards, including guidelinesfor ethical recruitment,

https://www.researchprotocol s.org/2025/1/e66800

harm minimization, and culturally sensitive data collection
protocols. These standards prioritize participant autonomy and
recognize the compounded effects of intersecting identities,
such as race, gender, and sexual orientation.

I nstitutional Support Needs

Participants consistently highlighted the necessity of ingtitutional
support  for implementing traumainformed practices.
Recommendations include increased funding, researcher
training, and revisions to institutional review board protocols
to ensure systemic integration of these practices into research
frameworks.

Guidelines for Trauma-I nformed Research

Preliminary guidelines developed through this study emphasize
the integration of traumarinformed principlesinto every aspect
of the research process. These include ensuring safety and
dignity, using affirming language, and providing participants
with opportunities for feedback and choice throughout their
involvement in studies.

Thefindings collectively highlight the transformative potential
of traumarinformed approaches for improving HIV stigma
research practices. By addressing participant needs and
mitigating harm, these practi ces ensure ethical rigor and enhance
the impact of research on health equity for transgender and
nonbinary populations.

Comparison to Previous Work

Previous research on HIV stigma has predominantly focused
on documenting stigmaand its health impactswithout critically
examining research practices themselves. Our study extends
theNIH’s Stigmaand Discrimination Toolkit [89] by addressing
the need for guidelines to reduce stigma within the research
context. This complements existing frameworks and fills a
critical gap. By focusing on the process rather than outcomes
alone, thisresearch provides a novel contribution to the field.

Strengths and Limitations

The study’s strengths include a diverse, multidisciplinary
research team with significant community representation,
innovative use of the Delphi method, and the integration of
traumarinformed principles. Limitationsinclude the absence of
abioethicist on theteam and potential challengesin generalizing
findingsto other populations beyond transgender and nonbinary
individuals. Future research could explore the applicability of
these guidelines in other contexts and popul ations.
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Future Directions

Key next steps include developing researcher training modules
and advocating for institutional review board and institutional
policies that mandate trauma-informed practices. These
guidelines could extend to other areas of health inequities
research.

Dissemination Plan

Thisstudy prioritizestransparency and community engagement
in disseminating findings. The dissemination plan aligns with
traumarinformed principles by emphasizing accessibility,
mutuality, and collaboration with the community and
stakeholders.

Community-Focused Dissemination

A dedicated study website was created to provide participants
and stakeholders with clear and accessible information about
the study aims, process, and team. This platform has been
instrumental in sharing updates, progress, and findings during
the study period.

Two newsletters were distributed to participants and posted on
the website to update stakeholders about study progress and
preliminary findings. These newdletters ensured continuous
engagement with the community and maintained trust.

Final study findingswill be summarized in community-friendly
formats, such as infographics and plain-language reports, and
shared through newsletters and the website. This ensures that
findings are accessible to diverse audiences, including those
with varying levels of education and technical expertise.

Academic and Professional Dissemination

Findings have been shared at nationa and international
conferences, ensuring visibility within academic and
professiond circles. Future presentationswill focus on engaging
institutional review boards, research ingtitutions, and policy
makers.

The trauma-informed research guidelines will be published in
academic journals and policy briefs, targeting audiences
involved in HIV research, social work, and public health.

Workshops and webinarswill be conducted for researchers and
community health organizationsto facilitate theimplementation
of the guidelines. These sessionswill provide practical strategies
for adopting traumarinformed practices.

Collaborative Dissemination

The final guidelines will be shared during virtual or in-person
gatherings with study participants and community members.
These sessions will include opportunities for participants to
provide feedback and discussthe next stepsfor implementation.

Findings will be disseminated through partnerships with
community-based organizations and health centers. This
approach ensures that the guidelines reach the people and
institutions directly involved in HIV stigma research and care.
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Sustainability and Long-Term I mpact

Recommendations for integrating trauma-informed practices
into ingtitutional review board review processes, funding
applications, and researcher training will be disseminated to
key institutions. This will include targeted briefings and
resource-sharing with institutional review boards and funders
to encourage systemic change.

Training materials, including video tutorials and toolKkits, will
be developed to help researchers and institutions adopt the
guidelines. These materials will be shared through academic
and community networks. By using these dissemination
strategies, this study aims to ensure that its findings are
accessible, actionable, and impactful across diverse audiences,
including researchers, policy makers, and the communities at
the center of the research.

Conclusion

To make meaningful stridesin stigmaresearch, it isimperative
to examine experiences of stigma within the research context
and identify strategies to improve data quality while reducing
unintentional harm in study recruitment, methodology,
implementation, and dissemination. This study addresses these
criticl needs by developing empirically informed
traumarinformed guidelinesfor conducting HIV-related stigma
research with transgender and nonbinary individuals.

Grounded in interdisciplinary theoretical frameworks and
extensive collaboration with transgender and nonbinary
participants, researchers, and clinicians, this study highlights
the transformative potential of trauma-informed approaches.
These guidelines emphasize the principles of safety,
trustworthiness, collaboration, empowerment, and cultura
sensitivity, demonstrating their capacity to enhance participant
engagement, foster trust, and mitigate risks of retraumatization.
Findings further underscore the importance of systemic
ingtitutional support, including training programs, funding
mechanisms, and policy revisions at the ingtitutional level, to
ensure the widespread adoption of these practices.

The study achieved its goals by developing and refining these
guidelinesthrough rigorous qualitative analyses and amodified
Delphi process. By embedding trauma-informed principlesinto
research methodol ogies, thiswork setsanew standard for ethical
and effective research practices. These guidelines have the
potential to increase researchers’ capacity to recruit and retain
transgender and nonbinary participants in stigma research,
improvethe quality of collected data, and reduce the unintended
harms of research participation.

Next stepsinclude broad dissemination of the guidelinesthrough
community-friendly formats, workshops, and academic
publications. These efforts will ensure that the findings are
accessible to a diverse range of stakeholders, including
researchers, clinicians, policy makers, and community
organizations. By reshaping HIV stigmaresearch methodologies,
this work contributes to advancing health equity and ethical
research practices, with implications for other high-priority
populations and fields of health disparity research.
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