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Abstract

Background Globally, women 15-24 years are at heightened risk of sexual violence victimization, a risk factor

for adverse mental, physical, and behavioral health outcomes. Sexual violence is common at universities and most
often perpetrated by men, yet few evidence-based prevention strategies targeting men have been tested in low-
and middle-income countries. GlobalConsent is a six-module, web-based educational program adapted from an effi-
cacious U.S.-based program. Nine months post-treatment in a randomized trial in Vietnam, GlobalConsent reduced
men'’s sexually violent behavior (odds ratio [OR] = 0.71, 95%CI 0.50-1.00) and increased prosocial intervening behavior
(OR=1.51, 1.00-2.28) relative to an attention-control. Evidence regarding optimal implementation strategies for scale
up is needed.

Methods We will randomize six medical universities in North, Central, and South Vietnam to deliver GlobalConsent
using two different packages of implementation strategies that vary in intensity. Higher-intensity strategies will
include greater (1) pre- and post-implementation engagement with university leaders and faculty and (2) greater pre-
implementation outreach, follow-up, and incentives for students to promote engagement and completion of Global-
Consent. Higher intensity universities will receive additional training and support for their added activities. We will
compare implementation drivers and outcomes, intervention effectiveness, and cost-effectiveness across the two
implementation bundles. Our mixed-methods comparative interrupted time series design includes (1) qualitative
interviews and quantitative surveys with university leaders and implementation teams to assess implementation bar-
riers and facilitators; (2) repeated surveys with leaders and faculty, implementation teams, and male students to assess
multilevel implementation drivers and outcomes; (3) repeated surveys with male students to assess behavioral out-
comes (sexual violence and intervening behavior) and mediating variables (knowledge, attitudes, affect, and capaci-
ties); and (4) time diaries and cost tracking to assess cost-effectiveness of the two implementation-strategies bundles.

Discussion This project is the first to assess packages of implementation strategies to deliver an efficacious
web-based sexual violence prevention program for undergraduate men across all regions of Vietnam and syner-
gizes with a violence-prevention training initiative (D43TW012188). This approach will produce rigorous evidence
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about how to disseminate GlobalConsent nationally, which holds promise to reduce gender-based health inequities
linked to sexual violence as GlobalConsent is brought to scale.

Trial registration NCT06443541. Retrospectively registered with ClinicalTrials.gov. Registered on June 05, 2024.

Keywords Cost-effectiveness, Educational entertainment, GlobalConsent, Implementation trial, Low- and middle-
income country, Primary prevention, Sexual violence, Vietnam
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Introduction

Background and rationale {6a}

Sexual violence is prevalent in adolescence and height-
ens the risk of harmful long-term health effects. Sexual
violence includes any sexual act committed against a
person without freely given consent [1]. All genders may
experience sexual violence, but sexual violence more
often burdens women than men globally [2, 3], and men
most often perpetrate such violence [4, 5]. Adolescence
is a period of vulnerability to sexual violence [6], with
about one in five college women in the USA experienc-
ing a campus sexual assault [7], and 91% of victims being
women [8]. Less is known about rates of sexual violence
on college campuses in LMICs, but estimates from

large, multi-country surveys confirm that young men’s
reported sexually violent behavior [9, 10] and young
women’s reported sexual violence victimization [6] are
high, including in Asia/Pacific. In Vietnam [11], from
2010 to 2019, women’s reports of lifetime sexual violence
by a partner increased (10 to 13%), especially in women
18-24 years (5 to 14%). Such trends may reflect changing
exposure and more openness to discuss sex and sexual
violence. Also, nearly one in ten women (9%) report non-
partner sexual violence since age 15, mostly perpetrated
by non-family male acquaintances, co-workers, or stran-
gers. Young women who are victims of sexual violence
are at heightened risk of acute and chronic mental and
physical health conditions [12].

Evidence-based sexual violence prevention programs
tailored to men are limited. Several reviews since 2016
confirm that interventions to prevent sexual violence in
young men are rare, especially in LMICs, do not follow
best practices for behavioral change, and yield mixed
results. A 2017 review of reviews identified few interven-
tions with adolescents focused on boys or young men
in LMICs [13]. A subsequent review of 44 bystander
intervention studies in North America found that, most
often, programs are conducted in college populations
(75%) and mixed-gender groups (56%) and involve a sin-
gle (75%) in-person (68%) presentation and discussion
(54%) of less than 2 h [14]. Relatively few of these inter-
ventions were tailored to men (27%) or involved technol-
ogy-based delivery using the web (11%), media (36%), or
social media (7%) [14]. Study designs also tended to be
weak, often involving modest sample sizes (mean 536) of
majority-White participants (45%), high attrition (mean
36%), non-randomized controlled designs (62%), infre-
quent follow-up beyond 6 months (11%), and infrequent
measurement of behavioral outcomes (34%) [14]. A third
systematic review [15] focused on interventions to pre-
vent intimate-partner, dating, and sexual violence in men
and boys did find that most of the nine included studies
used cluster-randomized designs and evaluated multis-
ession programs delivered in groups to undergraduates;
yet, most studies were US-based and only one program
reduced men’s self-reported sexually violent behavior
[15]. A fourth review, focused on intervention studies
to change hegemonic masculinities, found that eight of
the 10 included studies were conducted in the USA or
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Africa, only one (in the USA) was web-based (but not
delivered to a mobile device), and impacts on sexually
violent behavior were mixed [16]. Finally, one review of
31 mHealth interventions to address partner violence
found that mobile-phone platforms were acceptable, but
that victim response of women was the focus over behav-
ioral prevention with men, and evidence of efficacy was
limited [17]. Thus, especially in low- and middle-income
countries (LMICs), sexual violence prevention programs
tailored to men are rare, and theoretically grounded,
web-based sexual violence prevention with men has not
been implemented at scale.

Effective sexual violence prevention programming for
men requires a cross-cultural theory of change. Given
the limitations of prior prevention interventions tai-
lored to men and expanding needs in LMICs, our team’s
long-term research agenda has been to develop, test, and
scale an efficacious sexual violence prevention program
for young men in LMICs. To do so, our team has been
guided by an integrated theory of change, drawing on
social cognitive theory [18], social norms theory [19], and
the bystander education model [20] (Fig. 1). Social cogni-
tive theory posits that behavior is influenced by and influ-
ences socio-contextual factors and personal factors, in a
dynamic known as reciprocal determinism. Social norms
are important socio-contextual factors that may promote
sexually violent behavior through men’s perceptions
or misperceptions of socially expected behavior. These
expectations may be communicated through the media
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or socialization processes in families, peer networks, or
institutional settings. Personal factors, including cogni-
tions, attitudes, affect, and biological events, interact with
perceived or misperceived social norms, by countering or
reinforcing them. For example, a young man with more
knowledge about sexual violence may be able to counter
perceived messaging of sexual violence as normal, but a
young man with less knowledge about sexual violence
may be unable to counter such messaging. Finally, sexu-
ally violent behavior is a manifestation and perpetuation
of perceived or misperceived social norms about sexual
violence, whereas prosocial intervening behavior con-
veys the act of intervening as normal and sexually violent
behavior as abnormal. Thus, one man’s behaviors can
reinforce or modify social norms about sexual violence
and, in turn, the behaviors of peer witnesses. The nature
of and interactions between socio-contextual factors,
personal factors, and sexually violent behavior may vary
across societies and cultures, but the interplay of these
factors is thought to be widespread [21].

Thus, the program we adapted and tested in Viet-
nam, GlobalConsent, was designed to disrupt the
reinforcing interplay between (1) pro-violence socio-
contextual factors including perceived or misperceived
social norms that sexually violent behavior is normal,
(2) pro-violence personal cognitions, attitudes, and
affect, and (3) weak social norms of intervening behav-
ior. By disrupting this interplay, GlobalConsent was
able to reduce sexually violent behavior and to increase

GlobalConsent

Socio-Contextual

Factors

(perceived norms,
observed behavior)

Personal

Factors

(knowledge, attitudes,
affect, capacity)

Behavior
(sexually violent behavior,
prosocial intervening
behavior)

- = = = = =

Fig. 1 Cross-cultural theory of change: effects of global consent on sexually violent behavior and prosocial intervening behavior
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prosocial intervening behavior among men attending
two universities in Vietnam. In sum, the scale of sexual
violence in adolescence, its long-term health effects,
the strong theoretical premise of GlobalConsent, its
efficacy, and the need for national programming in
Vietnam motivate our team’s next step—to test two
strategies to implement GlobalConsent at scale. This
step is unprecedented in the global violence-preven-
tion field and paves a path for national uptake.

Implementation strategies may need to be bundled for
public health impact. A key question now is how best
to implement GlobalConsent to achieve broad pub-
lic health impact. Research has confirmed that strong
implementation is needed to continue to see outcomes
obtained in clinical trials [22, 23] and that very sim-
ple implementation methods often do not yield imple-
mentation, implementation with fidelity, or sustained
implementation [23]. Though the field of implementa-
tion science still is young, several theoretical models
specify (1) the stages and processes of implementation
and (2) multilevel influences that act as barriers or
facilitators of implementation. For example, the Reach-
Effectiveness-Adoption-Implementation-Maintenance
(RE-AIM) model [24] specifies reach, effectiveness,
adoption, implementation, and maintenance as mul-
tilevel outcomes that drive public health impact. An
expanded version of RE-AIM identifies contextual fac-
tors in the outer and inner (organizational) setting
related to these outcomes [25, 26]. The Evidence-based
Practice Implementation in public Service sectors
(EPIS) model [27] specifies stages of implementation for
the adoption of an innovation, including exploration,
pre-implementation, implementation, and sustainment.
At a more micro level, others have identified key pro-
cesses within an implementation that lead to success,
including skills-based training, follow-up coaching,
administrative supports, and examination of implemen-
tation and outcome data to ensure results [28]. Salient
implementation strategies across organizational levels
can be clustered to focus on developing interrelation-
ships between stakeholders and engaging leadership,
training and supporting those delivering the inter-
vention, engaging potential consumers, and address-
ing institutional norms and infrastructure to facilitate
intervention delivery [29, 30]. A key question is how
to employ these strategies efficiently; strong bundled
implementation strategies can be resource intensive,
and understanding their incremental cost-effectiveness
is crucial, especially in LMICs. We aim to compare (1)
the implementation of GlobalConsent, (2) implementa-
tion drivers and outcomes, (3) effectiveness outcomes,
and (4) cost-effectiveness across two bundles of imple-
mentation strategies.
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Objectives {7}

The primary objective of this study is to conduct an
implementation trial of GlobalConsent in six univer-
sities across Vietnam. We will use the RE-AIM (24, 31]
and Proctor et al. [32] frameworks and a mixed-meth-
ods, comparative interrupted time series (CITS) design
to compare implementation, implementation drivers
and outcomes, implementation effectiveness, and cost-
effectiveness of lower-intensity implementation strategies
(LIS) versus higher-intensity implementation strategies
(HIS) to deliver GlobalConsent. Pair-matched study uni-
versities will be assigned randomly to LIS or HIS groups,
and a local implementation team at each university will
support the intervention (which is delivered digitally).

Implementation strategies will target multiple
stakeholder groups—university leaders, faculty, and
students—to address barriers and facilitators to imple-
mentation at multiple institutional levels. The LIS univer-
sities will deliver basic implementation strategies often
used to deliver online programs at US universities [15].
The HIS universities will deliver additional strategies
and at a higher intensity [30] that were identified in the
GlobalConsent trial [33] and from learning-collaborative
research [34] and that align with interviews [35] with
influential university leaders across Vietnam. Leaders in
both groups will receive pre-implementation educational
outreach to address knowledge and normative institu-
tional barriers to implement GlobalConsent. University
leaders in the HIS group will receive additional outreach
during and after implementation. University faculty in the
HIS group, but not the LIS group, will be engaged around
supporting the implementation. University students in
both groups will receive remote invitations to take part in
and reminders to complete GlobalConsent. Students in
the HIS group also will receive from internal facilitators
pre-implementation in-person outreach, incentives to
increase demand, and more frequent reminders to pro-
gress and complete the program.

Regarding training and support, internal implementa-
tion teams in both groups will receive manualized pre-
implementation training on how to support and deliver
GlobalConsent. Implementation teams at HIS universi-
ties will receive more intensive training and support than
those at LIS universities to implement the additional
strategies, described above, including pre-implementa-
tion leadership training to champion GlobalConsent with
internal and external stakeholders.

Our four specific aims are to:

Aim 1. Compare implementation (barriers, facili-
tators, modifications) of delivering GlobalConsent
in LIS versus HIS groups [36]. Separate focus group
discussions with university implementation teams
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and the purveyor/training entity (CCIHP) will iden-
tify implementation barriers, facilitators, and modi-
fications for HIS and LIS universities. Key inform-
ant interviews with university leaders will be used
to identify organizational, internal, and external
policy conditions that may affect implementation. A
checklist to male students will identify modifications
to intended program delivery at the user level.

Aim 2. Compare implementation drivers (e.g., insti-
tutional norms) and outcomes (e.g., penetration) in
LIS and HIS universities. Assessments will be based
on repeated surveys with university leaders, imple-
mentation teams, faculty, and male students and
administrative data on program adoption and pene-
tration among male students. We expect implemen-
tation drivers and outcomes to be more favorable in
the HIS versus the LIS group over time because of the
implementation efforts.

Aim 3. Compare effectiveness outcomes (knowledge,
attitudes, affect, capacities, and behavior related
to sexual violence) in the LIS and HIS groups using
6-monthly surveys with male university students.
We expect that men in the HIS group will report
more favorable, more sustained outcomes in all
domains than men in the LIS group.

Aim 4. Evaluate the cost-effectiveness of implement-
ing GlobalConsent in the HIS group versus the LIS
group. We expect that HIS will be cost-effective rela-
tive to LIS, e.g, HIS's additional costs will be justi-
fied by the greater impact on reducing sexually vio-
lent behavior and increasing prosocial intervening
behavior when compared to LIS.

This study is the first to assess two multifaceted imple-
mentation strategies to deliver a theoretically grounded,
efficacious web-based sexual violence prevention pro-
gram to male students attending six universities across
Vietnam. If successful, our multidisciplinary, cross-cul-
tural team will be the first to bring rigorous evidence to
university and national leaders of the contextual effec-
tiveness of these strategies for delivering web-based
sexual violence prevention programming to large popula-
tions of men in adolescence, a period of heightened risk
for sexually violent behavior. Our choice to develop, test,
and scale GlobalConsent with universities in Vietnam is
strategic, given the scale of sexual violence among young
people, expanding rates of university attendance [37-39],
and the openness of several university leaders to effica-
cious programming about sexual violence. Our choice
to engage universities across all regions of Vietnam pro-
vides a novel test of these implementation strategies in
different structural and sociopolitical environments, with
promise to advance sexual violence prevention policies
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in university systems at regional and national levels.
Evidence for the effectiveness and incremental cost-
effectiveness of these implementation strategies across
regions will pave the way for GlobalConsent to address
an important, gendered risk factor for chronic mental,
physical, and behavioral health conditions over the life
course. Thus, by providing novel evidence about how best
to bring GlobalConsent to scale nationally, our team has
the potential to reduce gender-related health inequities
and to improve quality of life by averting acts of sexual
violence that may lead to chronic health conditions over
the life course among victims. By partnering with univer-
sities engaged in CONVERGE, an ongoing violence-pre-
vention training program in Vietnam (D43TW012188),
these innovations will be achieved through synergistic
investments to strengthen local capacity for implemen-
tation research, data harmonization, and stakeholder
engagement to manage and to prevent sexually violent
behavior in young people.

Methods: participants, interventions and outcomes
Trial design {8}

The present study is a mixed-methods, comparative
interrupted-time series (CITS) study [40, 41] to com-
pare the implementation metrics, drivers and outcomes,
effectiveness, and cost-effectiveness of two bundled
implementation strategies to deliver GlobalConsent to
men attending six pair-matched universities in North,
Central, and South Vietnam. The Framework for Report-
ing Adaptations and Modifications-Expanded (FRAME)
[36] guides the aim 1 implementation assessments. The
RE-AIM ([24, 25, 42] and Proctor et al. [32] frameworks
guide the aim 2 implementation drivers and outcomes
and aim 3 implementation effectiveness assessments. A
micro-costing approach guides the aim 4 cost-effective-
ness assessment [43, 44].

Study setting {9}

Table 1 provides details on the six universities taking part
in this proposed study, including location, year founded,
programs of study, and faculty/student population sizes.
Partnering universities have experience collaborat-
ing on studies supported by major funders, including
the National Institutes of Health (NIH), World Health
Organization (WHO), United States Agency for Interna-
tional Development (USAID), and the President’s Emer-
gency Plan for AIDS Relief (PEPFAR)/Substance Abuse
and Mental Health Services (SAMHSA). Several uni-
versities are partners in an ongoing science leadership
program in violence prevention [45]. Several also have
partnered with the primary institutions (Emory Univer-
sity and the Center for Creative Initiatives on Health and
Population [CCIHP]) on prior projects and, thus, have
experience with the kind of collaboration proposed here.
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Table 1 Characteristics of participating universities in Vietnam
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University Founded Region

Primary undergraduate (UG) programs

of study

Fulltime
lecturers
(estimate)

Depts

2021 1st year
undergrad
enroliment

2021 1st year
undergrad men
(estimate)

1 1979

2 1902

3 1957

North

North

Central

General/Traditional Medicine, Dentistry,
Public Health, Nursing, Medical Testing,
Pharmacy

General/Traditional/Preventive Medicine,
Nursing, Medical Lab. Techniques, Public
Health, Ophthalmic Refraction, Nutrition
General/Traditional/Preventive Medicine,
Odonto-Stomatology, Pharmacy, Nursing,

72 406

80 1000

30 456

1249

1200

1599

625

600

800

Medical Testing, Medical Technology,
Public Health, Midwives
General medicine, Pharmacy, Nursing,

Medical Testing, Medical Technology,
Rehabilitation, Public Health

4 1963 Central

5 1947 South

General/Traditional, Medicine, Pharmacy,

21 186 897 449

7(14/162) 1038 2403 1202

Odonto-stomatology, Nursing and Medical

Technology, Public Health, Basic Sciences,

Rehabilitation

6 1979 South

Health, Basic Sciences, and Traditional
Medicine

Total

Medicine, Odonto-stomatology, Pharmacy, 56 446
Nursing and Medical Technology, Public

2200

3532 9548 4776

Universities are numbered to protect their privacy. The figures are estimates based on 2021 data

Lastly, across universities, there is substantial interest
in sexual violence and intersecting health-related top-
ics, including HIV prevention, sexual and reproductive
health, general violence prevention, and preventive medi-
cine. These interests and strong letters of support bode
well for ensuring a strong commitment to the proposed
project.

Eligibility criteria {10}

University leaders (aim 1)

We will sample university leaders purposively to iden-
tify those most knowledgeable of and critical to the
implementation of GlobalConsent [46, 47]. To the extent
possible, leaders will be matched on position and rank
across LIS and HIS groups (e.g., Dean/Vice Dean and
Department Head/Deputy Head). If necessary to achieve
saturation, we will use snowball sampling based on rec-
ommendations from interviewed stakeholders to identify
additional leaders to serve as key informants [48].

Implementation team members (aims 1, 2, and 4)
Implementation team members will be sampled purpo-
sively to identify those with the most relevant expertise
for the implementation of GlobalConsent. To the extent
possible, implementation team members will be matched
on position and rank (e.g., lecturer and/or staff by rank)
across LIS and HIS groups.

University faculty (aim 2)

All fulltime, permanent lecturers who are currently
working (not on extended leave) and not in the leader or
implementation team samples at the time of the baseline
faculty survey will be eligible to participate. The list of eli-
gible lecturers will be refreshed before each survey wave
to ensure that all eligible lecturers are included at each
wave.

First-year male students (aims 1 and 3)

Eligible student participants will be male (sex assigned at
birth), 18—24 years old at first contact, self-identified as
heterosexual or bisexual (are attracted to women), and
matriculating into the study universities in project year 2.

Who will take informed consent? {26a}

Key informant interviews (Klls) and focus group discussions
(FGDs) and reflections (aim 1)

Researchers at CCIHP who will conduct the key inform-
ant interviews and who will facilitate the focus group
discussions will obtain consent from each participant.
Because written informed consent is not considered suit-
able for this setting, local interviewers and group facili-
tators will digitally record verbal informed consent with
a witness before starting the qualitative interviews and
group discussions. Informed consent for the qualitative
research will require a clear understanding of the study’s
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purpose; voluntariness, nature, extent and duration of
participation; procedures to ensure confidentiality; and
right to not answer questions or to withdraw from the
study at any time. Participants will be informed that,
with permission, interviews will be digitally recorded,
and interviewers will keep field diaries of their observa-
tions and experiences with participants. All qualitative
data collection will be conducted in private settings at
the study sites, where the interviewers and facilitators
will provide more detail about the exact nature of the
study, procedures, and any expected risks and benefits
to eligible participants. If necessary, interviews and focus
group discussions may be conducted via HIPAA-com-
pliant video-conferencing software. Participants will be
informed that (1) digital recordings and fully de-identi-
fied Vietnamese and English transcripts will be uploaded
to separate folders on a HIPAA-compliant, secure net-
work drive maintained by Emory University, with access
limited to the study team for a specified duration before
being destroyed; (2) that analysis of the transcripts will
take place on a secure, password-protected computer in
a private space that can be locked; and (3) that all par-
ticipants will be compensated for their time and will be
offered refreshments (for in-person interviews and group
discussions). Participants also will be informed that the
study team will recontact them at a later point in the
study for follow-up interviews and/or focus group dis-
cussions (Appendix).

Online quantitative surveys (aims 2-3)

Eligible participants in the quantitative portions of the
study will read an informed consent form provided in
an online REDCap survey [49]. Eligible participants will
indicate with check boxes that they have read each par-
agraph in the consent form and will be provided with a
phone number to call if they have any questions that
a non-study team member can answer. After all para-
graphs are checked, the eligible participant will be invited
to provide a response to confirm their consent or non-
consent to participate in the study. Informed consent will
be obtained before participants will be allowed to view
and to participate in the online REDCap survey for which
they are eligible (Appendix).

Costing surveys (aim 4)

CCIHP staff (including external facilitators and admin-
istrative staff involved in GlobalConsent) and university
GlobalConsent implementation team members will com-
plete costing forms regularly, either monthly or weekly,
depending on the implementation phase. These individ-
uals will receive a consent form to sign, indicating their
agreement to participate. The consent form will include
an information sheet, a statement confirming that they
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have read and understand the information sheet, a state-
ment agreeing to participate in the survey, and contact
information for a person who can answer any ques-
tions or concerns. The information sheet will cover the
purpose of the costing surveys, how the data will be
collected, used, and stored, the voluntary nature of par-
ticipation, an assurance of confidentiality, risks and ben-
efits of participation, and procedures to manage any risks
(Appendix).

Additional consent provisions for collection and use

of participant data and biological specimens {26b}

There are no additional consent provisions for the collec-
tion and use of participant data in this study. No biologi-
cal specimens are being collected.

Interventions

Explanation for the choice of comparators {6b}

A local implementation team at each participating uni-
versity will deliver the GlobalConsent intervention. This
study will vary the implementation strategies that are
delivered, with some universities using lower-intensity
implementation strategies (LIS) and other universities
using higher-intensity implementation strategies (HIS).
Implementation strategies in the LIS group model stand-
ard approaches to deliver online sexual violence primary
prevention programs in universities in the USA. Imple-
mentation strategies in the HIS group were selected from
those used in the GlobalConsent efficacy trial [33, 50, 51],
from the literature on learning collaboratives [34], and to
address barriers and facilitators to program implementa-
tion that are common to university settings in Vietnam
[35] (Table 2). Nomenclature for specific implementa-
tion strategies follows the Expert Recommendations for
Implementing Change (ERIC) project [30]. The LIS and
HIS implementation strategies are discussed by cluster
and organizational level, where key stakeholders were
identified to understand the implementation process
(aim 1), drivers and outcomes (aim 2), and effectiveness
(aim 3).

Develop interrelationships between stakeholders and
engage university leaders Given the demonstrated effi-
cacy of GlobalConsent and the need for high-level insti-
tutional commitment for successful implementation,
some strategies with university leaders [52] (Deans, Vice
Deans, Department heads, Deputy heads) are common
to both groups, and the HIS group will receive additional
strategies (Table 2). Implementation strategies in both IS
groups include prework to obtain formal commitments
[30, 34], passive external web-support with educational
materials [34], and pre-implementation educational out-
reach [34]. Prework, led by CCIHP, involves invitations
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to each university to take part, a written summary of
the proposed project, site-specific dialogue, and written
commitments to participate. External web-based support
typically is available to US universities delivering online
sexual violence prevention programs [53, 54]. Our Viet-
nam-based website will include links to the open-access
GlobalConsent study protocol and impact assessments
[33, 50, 51], short videos providing an overview of sexual
violence and GlobalConsent in Vietnam and explaining
findings in lay terms, one-page briefs with overviews of
GlobalConsent and sexual violence among young people
in Vietnam, one-page briefs about these findings and sex-
ual violence among young people in Vietnam generally,
and answers to frequently asked questions. The 2-h pre-
implementation educational outreach led by CCIHP will
address misinformation about sexual violence as uncom-
mon, the normative climate for evidence-based preven-
tion, and a description of the GlobalConsent program.

Engage potential consumers (university student users of
GlobalConsent) Internal facilitators in both IS groups
will prepare students to become active consumers of
GlobalConsent with an email introduction to the pro-
gram, process and schedule for delivery, procedures for
data collection, and consent to take part.

Train and support internal implementation facilitators
and teams Internal implementation facilitators and
teams in both IS groups will receive passive external
web-support with educational materials and 3 days of in-
person pre-implementation manualized educational out-
reach on how to deliver GlobalConsent to eligible under-
graduate men at their university (Table 3). The 3 days of
in-person training will cover procedures about how to:
maintain records on program adoption and penetration
among students; identify and invite eligible students to
complete an online informed consent and, if completed,
a series of short surveys; and send text and email remind-
ers to complete each module within two weeks.

Intervention description {11a}

Implementation strategies in the HIS group include
additional strategies (1) to develop inter-relationships
between stakeholders and to engage university leadership
and (2) to engage potential consumers (student users) of
GlobalConsent (Table 2). CCIHP will provide additional
training and support to the implementation team facilita-
tors and members who are delivering GlobalConsent, in
service of carrying out the intervention (Table 3).

Develop interrelationships between stakeholders and engage
university leaders Additional implementation strategies to
develop interrelationships and to engage university leaders
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only in the HIS group will include internal-facilitator efforts
to inform local opinion leaders [34] about implementation
progress via regular emails to university leaders. Additional
efforts to inform local opinion leaders will involve meetings
with the university faculty (organized and led by university
implementation teams) about sexual violence as a problem
and prevention with GlobalConsent. Post-implementa-
tion educational outreach will entail a 1-h webinar jointly
organized by CCIHP and internal implementation teams
sharing anonymized findings by IS group and discussing
plans to sustain GlobalConsent with future cohorts of
university men.

Engage potential consumers (university student users of
GlobalConsent) Students only in the HIS group addi-
tionally will receive the following: educational outreach
in a pre-implementation in-person orientation to Global-
Consent covering similar topics and three monthly 1-h
learning sessions during implementation in which tech-
nical questions about program access or progression
can be addressed, more intensive intervention to enhance
adherence with more frequent email/SMS completion
reminders (weekly versus every 2 weeks for 12 weeks),
and demand generation with an option to enter a lottery
to win prizes upon program completion.

Train and support internal implementation facilitators and
teams Internal implementation teams and facilitators
only in the HIS group additionally will receive leadership
training before implementation and external support and
technical assistance (TA) during implementation. The 2-day
leadership training will cover skills needed to champion
GlobalConsent with diverse internal stakeholder groups.
Topics will cover leadership styles, managing teams, influ-
ence without authority, managing conflict, emotional intel-
ligence, negotiation, and leading institutional change. The
leadership training also will cover effective ways to facilitate
a student orientation to GlobalConsent, facilitate faculty/
staff town halls (outreach sessions) about sexual violence,
and send effective communications to leaders on implemen-
tation progress (Table 3). Ongoing external support and TA
will involve six 1-h quality-improvement team consultations
with CCIHP to provide refresher training, discuss imple-
mentation progress and modifications, build peer networks,
and discuss anonymized data on implementation progress
for shared problem-solving. Consultation sessions will be
recorded and later coded as part of data collection activities.

Criteria for discontinuing or modifying allocated
interventions {11b}

CCIHP will encourage adherence to the implementa-
tion plan of the LIS and HIS groups in response to any
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questions that are posted to the GlobalConsent website
regarding deviations to the implementation plan. CCIHP
also will encourage adherence to the implementation
plan of the HIS group in its regular consultative meet-
ings, when it provides technical support. The study team
will conduct regular focus group discussions with imple-
mentation teams to monitor modifications to implemen-
tation strategies that LIS and HIS implementation teams
may apply (aim 1). The decision to discontinue a student’s
participation in GlobalConsent will be made based on an
adverse event protocol that is described elsewhere in this
study protocol.

Strategies to improve adherence to interventions {11c}

To improve implementation-team adherence to the LIS
and HIS implementation strategies protocols, Emory and
CCIHP will establish deliverable-based contracts with
each university clarifying the terms of reference (TOR)
and payment schedule for mutually agreed implementa-
tion activities. At the time of implementation team train-
ing, each team member at each participating university
will assume specific roles and responsibilities, and a team
supervisor will be responsible for overseeing the activi-
ties of all implementation team members. The comple-
tion of all activities will be assessed at the time that each
university invoices CCIHP for its work, and payment of
invoices will be based on the demonstrated completion of
implementation activities in the TOR.

To support students’ adherence to the GlobalConsent
program in the HIS group, the contracted IT company
(with support from internal implementation team mem-
bers) will send students weekly email and/or text remind-
ers to complete each program module. In the LIS group,
the contracted IT company, with support from internal
implementation team members, will send students email
and/or text reminders once every 2 weeks to complete
each program module. Students will be offered to enter
their unique ID into a lottery to win a small prize for
completing each module. Student adherence to program
participation will be monitored with a short survey after
each program module and with passive monitoring by
the IT company delivering the program (times module
opened, time spent with module open).

Relevant concomitant care permitted or prohibited

during the trial {11d}

There is no concomitant care that is specifically permit-
ted or prohibited during the trial.

Provisions for post-trial care {30}
A case management protocol for post-trial care is applied
to all students who participate in the GlobalConsent
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program and each survey wave. First, near the end of each
survey, all student participants are provided a compre-
hensive resource list of local fee-based and non-fee-based
services. This resource list is provided to all participants.
Second, after providing the resource list, all participants
are asked to report their level of distress (1 = not at all
distressed to 10 = extremely distressed) and the man-
ageability of their reported distress (0 = manageable,
1 = manageable with resources, or 2 = not at all manage-
able). Any participant who reports extreme distress (= 10)
or “not at all manageable” distress (= 2) regardless of the
distress level reported will receive an emergency contact
number in REDCap and will be offered the opportunity
to follow-up with a professional counselor. The message
will read: “Your wellness is important to us, and someone
outside of the study can follow-up with you, if you wish.
They will have no information about your answers. Please
indicate how you are most comfortable seeking help” If
the participant reports that they want someone to follow-
up with them, their ID will be shared with a non-study
staff member at CCIHP. Within 3 days of the participant’s
responses being submitted in REDCap, this staff member
will introduce the case and his contact information to an
expert (clinical psychologist) who is responsible for sup-
porting participants in the relevant geographic region
(North, Central, South). Within 1-3 days after the expert
receives the participant’s contact information, the expert
will contact the case via phone call to introduce themself
and their professional background and to set an appoint-
ment for an online or in-person assessment. The expert
will attempt to contact the participant over three days.
If unsuccessful, the expert will re-confirm or correct the
contact details and attempt contact again. If successful,
the expert will schedule an appointment and complete
an assessment, including whether the unmanageable dis-
tress was study-related. The expert will make recommen-
dations regarding strategies for intervention, including
fee-based and non-fee-based services. If the case refuses
support at the time of the expert’s call, the expert will
inform the case about available fee- and non-fee-based
services. In all cases, the expert will report the general
outcomes of their follow-up attempts and whether any
unmanageable distress was attributable to the study or
the intervention. The study team will report the findings
of all adverse events (extreme distress and/or unmanage-
able distress, regardless of the distress level reported) to
the responsible IRBs, independent data safety and moni-
toring board (DSMB), and study sponsor, in accordance
with the timetable required by the National Institutes of
Mental Health Reportable Events Policy [55]. In each case,
determination about continuation or discontinuation of
the program will be made by these parties independently.
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Table 4 Data collection methods for implementation assessment (aim 1)

Method Stakeholder group N # of rounds Total
Team reflections with CCIHP CCIHP (external facilitators) NA (external) 12 12
Key informant interviews (Klls) University leaders 5 per university 2 60

15 per IS group

30 total
Focus group discussions (FGDs) University implementation teams 1 per university 4 24

3 per IS group

6 total
Modification checklist First-year male student participants 637 per university 1 ~3821

1910 per IS group
3821 total

IS Implementation strategy

Outcomes {12}

Implementation process outcomes (aim 1)

We will conduct multimethod qualitative research to
document all implementation strategies done, to assess
modifications to the implementation of GlobalCon-
sent and to implementation plans, and to understand
barriers/facilitators to implementation across HIS and
LIS groups (Table 4). Twelve group reflections between
CCIHP and the study team will be conducted to under-
stand the GlobalConsent implementation process and
modifications to the implementation plan in the LIS and
HIS groups. Two key informant interviews (Klls [46])
with each of 30 university leaders (five [56] leaders per
university; 15 leaders per IS group; 60 KlIs total) will
collect in-depth data from individuals who are knowl-
edgeable about external factors (policies, regulations,
funding) and organizational factors (resources, time con-
straints, institutional climate, leadership support) that
may explain modifications to GlobalConsent and imple-
mentation plans [46]. A semi-structured interview guide,
with open-ended questions and prompts, will guide the
KIIs (Appendix). Focal topics before implementation will
include (1) perceptions about sexual violence among uni-
versity students and (2) perceptions about the feasibility,
acceptability, and suitability of sexual violence prevention
programs at universities. Focal topics after implementa-
tion will include these topics as well as (1) attitudes of
university leaders, faculty, and students about continued
implementation of GlobalConsent, (2) barriers and facili-
tators of future implementations with detailed probes,
and (3) external contextual factors that may affect future
implementation.

Longitudinal focus group discussions (FGDs) will entail
four discussions with each of six groups of 5-8 [57]
implementation team members (one group per univer-
sity; 24 FGDs total). These FGDs will provide detailed,
near-real-time data on the project’s dynamic implemen-
tation context, including features of the implementation

setting; modifications to GlobalConsent or implementa-
tion plans; changes in the university, local, regional, or
national context that may affect implementation; and
team sense-making and learning [58]. The FGD guide
[46] includes open-ended questions aligned to FRAME;
the rationale, timing, and guidance for each question;
and probes about the use of core implementation strat-
egies (Appendix). Some questions in the FGD guide are
like those in the KII guide to facilitate triangulation of the
data during analysis.

A brief checklist will be added at the end of every pro-
gram module of GlobalConsent (Appendix). This check-
list will be based on the Modifications and Adaptations
Checklist [59, 60], a coding scheme for recording modi-
fications to evidence-based interventions. The check-
list will ask participants to self-report any modifications
they made to planned use of GlobalConsent. As students
cannot skip segments or modules in GlobalConsent, the
checklist will focus on the following major modifications:
(1) device used to view each module of GlobalConsent,
(2) percentage of module watched, (3) number of ses-
sions required to watch the module, (4) whether or not
they watched part or all of each module mor than once,
(5) “drift” by multi-tasking or doing other things while a
module was open, ,6) “drift” by stepping away from the
computer or mobile device while a module was open, (7)
extent of satisfaction with the content of the module, and
(8) any comments about the module.

Implementation drivers and outcomes (aim 2)

Table 5 summarizes the constructs to be measured, data
sources, study samples, number of assessment points
by focal population, and for variables measured in sur-
veys (indicated with a superscript), the number of items
per construct. The main constructs to be measured
are drawn from implementation science and based on
the hypothesized processes and outcomes in the pre-
sent study. Scales that were created to assess general
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Table 5 Implementation outcomes and potential drivers aligned with RE-AIM [24, 25] and Proctor et al. [32] for comparison across

implementation strategies groups

Construct Measures #items Study samples # waves
Potential drivers of implementation outcomes
Demographics Common questions: age, sex assigned at birth, gender, sexual orien-  8-20°  Leaders (administra- 1
tation, ethnicity [33, 61] tors) 1
General faculty 1
Implementation teams 1
Students
Institutional norms about sexual  Participation in SV programming 3 Leaders 2
violence (SV)P Perceptions of SV at one’s university 3 General faculty 3
Perceptions of campus climate [62] 6 Implementation teams 4
Legal knowledge of SV [33, 63] 12 Students 3B/3A
Active consent knowledge [33] 12
Rape myth acceptance [33, 64, 65] 15
Implementation leadership® Implementation Leadership Scale [66] 13 Implementation teams 4
Implementation collaboration®  Cultural Exchange Inventory [67] 7 Implementation teams
Implementation climate® Implementation Climate Scale [68] 12 Implementation teams 4
Implementation outcomes
Intervention acceptability? Acceptability of Intervention [69] 4 Leaders 2
General faculty 3
Implementation teams 4
Students 2B/2A
GlobalConsent acceptability? Acceptability of GlobalConsent (adapted) [69] 4 Leaders 2
General faculty 3
Implementation teams 4
Students 2B/2A
Intervention appropriatemessb Intervention Appropriateness Measure [69] 4 Leaders 2
General faculty 3
Implementation teams 4
Students 2B/2A
GlobalConsent appropriateness®  GlobalConsent Appropriateness Measure (adapted) [69] 4 Leaders 2
General faculty 3
Implementation teams 4
Students 2B/2A
Intervention feasibility® Feasibility of Implementation Measure [69] 4 Leaders 2
General faculty 3
Implementation teams 4
Students 2B/2A
GlobalConsent feasibilityb GlobalConsent Feasibility of Implementation Measure (adapted) [69] 4 Leaders 2
General faculty 3
Implementation teams 4
Students 2B/2A
Implementation adoption Administrative records: # of students consenting to take part N/A Students C
in GlobalConsent
Implementation penetration Administrative records: # of students completing GlobalConsent N/A Students C

@ Number of demographics questions varies across samples

b Variables derived from surveys with target samples

B before implementation, A after implementation, C continuously measured; implementation teams include team supervisors and team members

implementation of evidence-based practices in a medi-
cal or social-service setting are adapted to fit the current
context of implementation by modifying item wording to
focus generally on sexual violence prevention program-
ming and specifically on GlobalConsent in a university
context (Appendix).

Demographic implementation drivers that are meas-
ured in all focal populations include age in years, sex

assigned at birth, gender identity, sexual orientation,
and ethnicity. Questions on sex, gender, and sexual
orientation are based on recommendations from the
National Academies of Sciences, Engineering, and Medi-
cine (NASEM) [61]. Normative implementation drivers
include pre-implementation perceptions in all focal pop-
ulations about sexual violence as a problem to address,
perceptions of campus climate, legal knowledge of sexual
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violence, knowledge about active consent, and rape myth
acceptance. Other implementation drivers include per-
ceptions of implementation (1) leadership, (2) collabora-
tion, and (3) climate.

Implementation outcomes include the (1) perceived
acceptability, appropriateness, and feasibility of gen-
eral sexual violence prevention programming in all focal
populations, (2) perceived acceptability, appropriateness,
and feasibility specifically of GlobalConsent in all focal
populations, (3) implementation adoption among eligible
students consenting to take part in GlobalConsent, and
(4) implementation penetration among eligible students
consenting to take part in GlobalConsent. Intervention
adoption and penetration will be measured continuously
using records from the collaborative IT company on the
implementation of GlobalConsent by tracking the num-
ber of eligible male student participants who consent to
take part in GlobalConsent (adoption) and who com-
plete the intervention (penetration). Notably, the norma-
tive climate among leaders, faculty, and implementation
teams at baseline also may change as a result of imple-
mentation, so these measures are listed as implementa-
tion outcomes.

Implementation effectiveness outcomes (aim 3)
Student-level primary outcomes (sexually violent behav-
ior; prosocial intervening behavior) and student-level
secondary outcomes related to cognition/knowledge,
attitudes/beliefs, affect, and capacity are summarized in
Table 6, and all question sets are provided in English and
Vietnamese in the Appendix. Table 6 also includes the
National Institutes of Health (NIH) common data ele-
ments to be collected.

Incremental cost-effectiveness outcomes (aim 4)

The primary effectiveness outcomes for the cost-effec-
tiveness analysis will be the frequency of sexually violent
behavior and prosocial intervening behavior. The costing
items are organized sequentially based on the implemen-
tation phases: pre-implementation, implementation, and
post-implementation. Each phase includes a detailed list
of activities (Tables 2 and 3), with costs related to per-
sonnel, travel, space, and supplies/equipment collected
for each activity. We will estimate the aggregate costs for
each university and then divide this aggregate by the total
number of participants at that university to determine
the cost per participant.

Participant timeline {13}

Figure 2 summarizes the start dates and end dates
for enrolment (beginning March, 2024), interven-
tions (implementation activities and delivery of
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GlobalConsent), and assessments (quantitative surveys,
key informant interviews, focus group discussions, modi-
fication checklist, and costing forms) with each focal
population in the “high intensity” implementation strate-
gies group.

Sample size {14}

Focal populations for each of these assessments include
university leaders who support the GlobalConsent imple-
mentation (n = 5 per university, total of 30), members of
implementation teams (n =~ 5 per university, total = 30
members), fulltime permanent faculty at each university
(estimated mean 589 per university, range 186-1038,
total 3532; based on official figures for 2021), and male
student participants in GlobalConsent (estimated mean
n = 796 per university, range 449-1202, total = 4776
18-24 year-old, first-year undergraduate, heterosexual
or bisexual men, who are attracted to women; based on
official enrolment figures for 2021). We will assume 80%
participation and 90% retention in each focal population.

Recruitment {15}

University leaders (aim 1)

University leaders will be identified purposively via dis-
cussions between CCIHP key personnel and implemen-
tation team focal persons. Eligible participants will be
informed during the online informed consent process
that they will be compensated $10 for completing each
of two online surveys and $20 for completing each key
informant interview (KII), for a total compensation of
$60 for completing all assessments.

Implementation team members (aims 1, 2, and 4)
Implementation team supervisors and team members
will be identified purposively via discussions between
CCIHP key personnel and the identified focal imple-
mentation team member in each university and finally
approved by the leaders of that university. Eligible imple-
mentation team members will be informed during the
online informed consent process that they will be com-
pensated $10 for completing each of four online surveys
and $16 for participating in each focus group discussion
(FGD), for a total compensation of $104 for completing
all assessments.

University faculty (aim 2)

Each university will submit to non-study staff the list
of all permanent, fulltime faculty (lecturers) at their
university, with professional contact details. All eligi-
ble lecturers will receive an email invitation from staff
within the university introducing the study and inviting



Yount et al. Trials (2024) 25:571

Page 16 of 31

Table 6 Primary and secondary implementation effectiveness outcomes among students

Construct Original scale #items, Example item
response
coding
Primary behavioral outcomes
Prosocial intervening behavior Bystander Intervening Behavior [20, 33, 7 I have told guys not to talk about women
50, 70] 0-2+ in sexually degrading ways.
Sexually violent behavior Sexual Experiences Survey [71] 45 I watched someone while they were
0-3+ undressing, were nude, or were having sex,
when they did not agree to it.
Secondary cognitive/knowledge outcomes
Sexual violence legality and harm Legal Knowledge Scale [33, 63] 10 Taking a sexual photo or video of someone
0-2 without consent
Active consent Sexual Consent Scale [33, 72] 6 A person can express non-consent for sex
0-4 atany time during sexual contact.

Secondary attitudinal/belief outcomes

Rejection of rape myths
[337°

Secondary affective outcome

Empathy for rape victims Rape Empathy Scale [73]°

Secondary capacity-related outcomes

Sexual communication
Self-efficacy

Bystander self-efficacy Bystander Efficacy scale [20]

Bystander intention to intervene Readiness to Intervene [75]

NIH common data elements
Generalized anxiety GAD-7

Depressive symptoms PHQ-9

Cross-cutting mental health domains

DSM-5 cross-cutting adults

Difficulties due to health conditions WHODAS 2.0

Vietnamese Rape Myth Acceptance Scale 9

The Sexual Communications Scales [74]

In the majority of rapes, the victim is promis-
0-4 cuous or has a bad reputation.

10 During a trial, | empathize more
0-1 with the feelings of the rapist than of the
victim.

Talking about sex with a dating partner.

5
0
11 Express your discomfort if a guy makes a joke
0-2 about a woman’s body.
5
0

I am planning to learn more about the prob-
-2 lem of sexual violence on campus.

Over the last two weeks, how often have you
-3 been bothered by trouble relaxing?

7

0

9 Over the last two weeks, how often have you

0-3 been bothered by feeling tired or having
little energy?

23 During the past two weeks, how often
0-4 have you been bothered by feeling down,
depressed, or hopeless?

12 In the past 30 days, how much difficulty did
0-4 you have in your day-to-day work?

2Based on lllinois Rape Myth Acceptance scale [64] and College Date Rape Attitudes & Behaviors Scale [65]

b Based on Deitz et al. (1982) [76]

their participation. Two days later, each faculty member
will receive a secure REDCap link to the informed con-
sent form. While completing the online consent form,
the faculty will have an opportunity to call a non-study
staff member to answer any questions about the study,
as needed, before consent and participation. The fac-
ulty will be informed during the consent process that
they will receive $10 for completing each online sur-
vey. If consent is confirmed, the faculty member will
be directed immediately to the online REDCap sur-
vey. Any faculty member who has not completed the
online survey will receive up to five automated remind-
ers from REDCap at 2.5-day intervals over 2 weeks. In

addition, on days 8 and 15 of the survey period, all fac-
ulty will receive a reminder invitation from within their
university to complete the survey. On days 22 and 29
of the survey period, any faculty member who has not
completed the survey will receive additional reminder
invitations. During the 2 weeks following day 15, any
faculty member who still has not completed the survey
will receive up to two standard SMS text reminders with
their unique survey link encouraging them to complete
the survey. If, after 4 weeks, the faculty have not yet
completed the faculty survey, they will receive a standard
follow-up reminder and unique survey links via Zalo and
a call via Zalo, an encrypted Vietnamese communication
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Schedule Of Enrolment, Interventions, and Assessments

STUDY PERIOD

Enrollment and Baseline

Intervention Allocation

Post-
Intervention

TIMEPOINT

University
Enrollment
(-12to -6
months)

Participant
Enrollment
and
Baseline
(-5to -1
months)

Pre-

implementation

Intervention
Strategies

(0 to 18 months)

GlobalConsent
Program
Implementation
(19 to 21
months)

Post-
implementation
Intervention
Strategies
(22 to 27 months)

Post-
intervention
Endline
(28 to 48
months)

ENROLMENT:
Identify Eligible
Universities
Contract with
Participating X
Universities
Randomization X
Eligibility Screen of
Participants
Informed Consent
of Participants
INTERVENTIONS:
Higher-Intensity
Implementation
Strategies
Lower-Intensity
Implementation
Strategies
ASSESSMENTS:
Faculty
Quantitative X X X
Survey

Key Informant
Interviews with X X
Leaders

Leader
Quantitative X X
Survey

Focus Group
Discussions with
Implementation
Team Members
Implementation
Team Quantitative X X X X
Survey

Student
Quantitative X X X X
Survey
Modification
Checklist for X
Students
Completion of
Costing Forms

Fig. 2 Schedule of enrolment, interventions and assessments

L 4
L 4

L 4
L 4

X X X X X

First-year undergraduate male students (aims 1 and 3)

All eligible students will be invited to participate in six
6-monthly surveys and the GlobalConsent program. For
the LIS and HIS groups, implementation team members

application similar to WhatsApp. Once this protocol is
completed, implementation teams will send a general
reminder through informal faculty networks at their uni-
versities for faculty to complete the survey.
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will send a standard email invitation to all eligible men
with a description of the GlobalConsent program, a
description of the study, and an invitation to participate.
They will separately receive a secure REDCap link to the
online informed consent form and, if completed, the
online survey (Table 6). For the HIS group, internal facili-
tators will organize an orientation session for all eligible
male students to describe these elements in person and
to answer any questions about participation. All eligible
participants will be informed during the online informed
consent process that they will be compensated $5.50 in
average for completing each survey assessment, for a
total compensation of $33 for completing all six assess-
ments. All eligible participants also will be informed dur-
ing the online informed consent process that they will
be eligible to enroll in a lottery to receive a prize (e.g.,
smartphone) after completing three survey assessments
and that they will be eligible to enroll in a second lottery
to receive a prize (e.g., smartphone) after completing six
survey assessments. All eligible participants in the HIS
group will be informed about this compensation sched-
ule during the recruitment orientation meeting.

Assignment of interventions: allocation

Sequence generation {16a}

All universities in the sample are broadly matched on
programs of study (health sciences) and are pair-matched
on region (North, Central, South). Within matched pairs,
universities will be randomized using a computer ran-
dom number generator to receive “lower intensity” (LIS)
or “higher intensity” (HIS) implementation strategies to
deliver GlobalConsent to eligible undergraduate men.

Concealment mechanism {16b}

The team will separate the act of randomization from the
recruitment of participants as follows. First, CCIHP will
be responsible for completing the randomization of uni-
versity to IS groups. Second, a staff member at each par-
ticipating university will be responsible for recruitment
strategies within their respective university. Third, Emory
study staff will pre-program the REDCap data system to
send automated reminders to participate in each study
wave, at the schedules described previously.

Implementation {16c}

Non-study staff at CCIHP will generate the allocation
sequence, randomly assign universities to study arms,
and upload contact lists for eligible participants in each
focal population into REDCap. Formal invitations to
participate will be sent automatically via the customized
REDCap data system, or for university leaders, by the
staff member at CCIHP conducting KlIs.
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Assignment of interventions: blinding

Who will be blinded {17a}

Implementation teams at each university will be blinded
to the bundle of implementation strategies to which
they are being compared. Students will be blinded to the
implementation strategies being implemented at their
and other universities, except for the strategies to which
they are directly exposed. Study team members at Emory
University and Georgia State University will be blinded
to the assignments of universities until analyses are com-
pleted by using a non-ordered numerical assignment
to university and study arm in the REDCap database.
Members of the data safety and monitoring board will
be blinded to implementation strategy assignments until
they request to be unblinded.

Procedure for unblinding if needed {17b}

Unblinding of implementation strategies assignments
may occur before study completion if the Institutional
Review Boards, data safety and monitoring board, or
study sponsor deem that unblinding is necessary. Other-
wise, unblinding of the study team members will occur
upon completion of aims-specific analyses.

Data collection and management

Plans for assessment and collection of outcomes {18a}
Group reflections with CCIHP

Each of the 12 group reflections with CCIHP (Table 4) will
be recorded, transcribed, and translated. Session tran-
scriptions and team reflection notes will be analyzed on
an ongoing basis to understand modifications to planned
external training and support provided by CCIHP.

Key informant interviews (Klls) with university leaders

The KII guide will be drafted in English, translated into
Vietnamese, piloted, revised, and back-translated into
English to confirm consistency of the translation with the
original intended meaning. Masters- or PhD-level social
scientists at CCIHP with expertise in qualitative research
and stakeholder interviews on sexual violence will con-
duct the interviews. Interviews will occur in the pre-
implementation phase, before any educational outreach
by CCIHP, and after implementation to assess views and
practices related to sustainment. All interviews will occur
by audio-conference call. Interviews will be recorded,
professionally transcribed, and translated into English.
All interviewers will keep a diary in which they will take
field notes after each KII [77, 78].

Focus group discussions with implementation teams
The FGD guide will be finalized in English, translated into
Vietnamese, piloted, revised, and back-translated into
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English to confirm consistency of the translation with
the original intended meaning. Similar staff at CCIHP
will facilitate the FGDs with implementation teams.
Discussions will be structured as 45-60-min in-person
discussions [79] held before the start of implementa-
tion training and then immediately before, during, and
after implementation of GlobalConsent. FGDs will occur
on-site at universities. Interviews will be recorded, pro-
fessionally transcribed, and translated into English. All
facilitators will take field notes after each FGD [77, 78].

Survey-based data collection (aim 1 checklist; aims 2-3)
Survey-based data from all target populations will be col-
lected via REDCap [49], a HIPAA-compliant, web-based
data system that allows for the secure collection, transfer,
storage, and analysis of study data. Customized surveys
will be piloted with individuals like the focal popula-
tions but at non-study universities to gauge acceptability,
inform final revisions, and assess timings to minimize
respondent burden (e.g., 1015 min for each leader, fac-
ulty, and implementation team survey; 16 min for each
student survey). The survey implementation protocol
described, above, under the “Recruitment {15}" sec-
tion, will be followed for at each survey wave for faculty,
implementation teams, and students to maximize their
participation at baseline (~80%) and retention at endline
(~90%), based on prior experience surveying students in
Vietnam [51].

Measurement time points will vary for each target
sample, according to the project timeline (Fig. 2). Lead-
ers will be assessed twice, once before and once after
implementation. Implementation teams will be assessed
quantitatively at four time points: once before the start
of any implementation activities and once immediately
before, during, and after implementation of GlobalCon-
sent. Other data on the implementation will come from
administrative records collected by the IT company that
is responsible for delivering GlobalConsent. Faculty will
complete one assessment before implementation (year
1) and two after the planned 12-week delivery period
of GlobalConsent (years 3 and 5). Three surveys will be
administered to students at 6-month intervals before the
planned 12-week delivery period of GlobalConsent, and
three 6-monthly surveys will be administered at the same
interval after implementation, for a total of six assess-
ments. At each occasion, we will send to students’ smart-
phones an encrypted link to a REDCap survey with ~189
questions measuring two primary behavioral outcomes
and seven cognitive/knowledge, attitudinal/belief, affec-
tive, and capacity-related secondary outcomes validated
in the efficacy trial [33, 50, 51] (Table 6). Secondary out-
comes that are included align with our theory of change
(Fig. 1) and showed evidence of mediation in the trial
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[50]. A short modification checklist of 5-10 questions
will be administered at the end of each GlobalConsent
program module to understand participants’ engagement
and satisfaction with the module (Table 4).

Costing surveys (aim 4)

Cost elements for activities involving CCIHP staff and
university implementation team members are detailed
in the Appendix. The costing items for CCIHP should
be completed monthly for each CCIHP staff member
involved in the GlobalConsent intervention activities. For
university implementation teams, costing items should
be completed monthly outside the 12-week program
implementation period and weekly during the 12-week
program implementation period for each team member
involved. CCIHP will collect all costing forms monthly
outside the 12-week program implementation period
and weekly during the 12-week program implementation
period, de-identify the data, and then send the forms to
the health economist for cleaning and analysis.

Plans to promote participant retention and complete
follow-up {18b}

To maximize retention across occasions, we will conduct
brief cognitive interviews and pilot all REDCap surveys
in similar populations at other universities in Vietnam.
These steps will ensure comprehension of the questions
as intended, acceptability of the questions, and appropri-
ate length to minimize participant burden. Implementa-
tion teams and the REDCap application will administer
a standard protocol of internal and automated reminders
to complete each survey. To clarify institutional support
and to encourage participation, leaders and/or imple-
mentation team members at each participating univer-
sity will send invitation letters via email prior to survey
launch. After the initial survey launch, a standard proto-
col of follow-up communications will be implemented for
all survey waves with faculty, students, and implementa-
tion team members to maximize enrollment and reten-
tion. University leaders will receive a survey link from the
CCIHP study member who conducts their KII, who will
confirm individually that they have completed the survey.
In addition to implementing a systematic protocol for
outreach, participants who complete at least part of each
survey will be compensated for their time. Also, for stu-
dents, we will offer options to enter a lottery to win prizes
(a smartphone) after completing all pre-implementation
surveys and then all post-implementation surveys.

Data management {19}

Qualitative data (reflections, Klls, FGDs, field notes for aim 1)
KIIs and FGDs will be digitally recorded, and all record-
ings will be numerically labeled. Digital files will be
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transcribed verbatim, and all Vietnamese transcripts
will be fully de-identified, with participants identified
numerically or by pseudonym. De-identified Vietnamese
transcripts will be translated into English. One CCIHP
non-study staff member will check one random segment
of each digital file against the transcription and one ran-
dom segment of each transcription file against the trans-
lation to ensure accuracy and/or to make any corrections.
Digital files and de-identified transcribed and translated
files will be uploaded to separate folders maintained on
a HIPAA-compliant, secure network drive maintained by
Emory University. Each folder will be accessible only to
selected study staff for the purposes of data management
and/or analysis. Upon completion of the analyses or
within a suitable timeframe, digital files will be destroyed
to protect the confidentiality of study participants.

Quantitative data (aim 1 checklist, aims 2-3)

The REDCap data system will be used to facilitate secure
data collection, transfer, processing, and storage of quan-
titative data. Data-collection modules for each wave
will be built in a REDCap project and self-administered
on personal devices to ensure flexibility and privacy. All
required fields (e.g., documentation of consent) are speci-
fied as such, and participants cannot continue with the
survey until required responses are completed. Allowable
response options for each question are programmed into
the data system, and participants are asked to correct or
to confirm any missing or out-of-range responses. Each
page of the application includes a check at the bottom to
ensure that participants correct or confirm any missing
responses to questions on the page. The web application
then transmits data entered by each participant through
an encrypted network connection to a centralized data-
base running on a secure network and infrastructure
maintained by Emory University, ensuring secure elec-
tronic data movement.

Each participant is assigned a unique random num-
ber identifying him/her across study waves and REDCap
projects. All identifiable data (names, contact info, etc.)
and randomized “lower-intensity” or “higher-intensity”
study arm assignment will be stored with the unique ID
and accessible only to non-study staff. The Emory and
Georgia State study teams will receive randomization
data only after completing the main study analyses but
will not have access to identifiers in the REDCap pro-
ject. CCIHP and Emory staff will create and run appli-
cations for more refined range and consistency checks
in the centralized database. Systematic data collection
errors for each wave of data collection will be identified,
resolved, and documented using the logging application
in REDCap. For analyses done with external statistical
software, de-identified data will be extracted and held
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on HIPAA-compliant, secure networks and computing
workstations.

Cost data (aim 4)

The completed costing forms will be checked for consist-
ency and missing information upon receipt. If any incon-
sistencies or missing information are found, the forms
will be returned to CCIHP or the specific university via
CCIHP for correction. Once the forms are verified as
complete, they will be stored with a unique university ID
and personnel ID in a folder accessible only to the health
economist.

Confidentiality {27}

Qualitative data (reflections, Klls, FGDs, field notes for aim 1)
No identifying information will be recorded on the
KII guide or FGD guide. All digital files will be labeled
numerically. All Vietnamese transcripts will be fully de-
identified, with participants identified numerically or by
pseudonym. All translation files, likewise, will be fully de-
identified. Digital files and fully de-identified transcription
and translation files will be uploaded to separate fold-
ers on a HIPAA-compliant, secure network drive main-
tained by Emory University. Digital files will be accessible
only to selected CCIHP staff for quality management.
De-identified transcription and translation files will be
accessible only to selected study staff for the purposes of
analysis. Upon completion of the analyses or within a suit-
able timeframe, digital audio files will be destroyed to pro-
tect the confidentiality of study participants.

Online quantitative survey data (aim 1 checklist, aims 2-3)
Procedures to minimize loss of confidentiality include the
encrypted entry, transfer, and storage of data collected
via REDCap. Collected data also will be identified only
by unique, random identification numbers with no per-
sonal identifiers. Personal identifiers, for the purposes of
recontacting participants for follow-up data-collection
waves, will be accessible only to non-study-team mem-
bers. Confidential data will be maintained on a HIPAA-
compliant, secure network drive with user-defined access
to selected study team members. Data that are extracted
for analysis using other statistical software will be ana-
lyzed on password protected computing systems in
locked offices. Quantitative study data will be presented
in aggregate form only, and participating universities will
not be named in the dissemination of study findings.

Cost data (aim 4)

The costing data will be presented at an aggregate level,
comparing the HIS group to the LIS group. Participating
universities will not be identified in the dissemination of
study findings.
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Plans for collection, laboratory evaluation, and storage

of biological specimens for genetic or molecular analysis

in this trial/future use {33}

This section is not applicable, as the study team is not
collecting biological specimens.

Statistical methods for primary and secondary
outcomes {20a}

Qualitative data analysis (aim 1)

Our analysis of qualitative data will be based on
FRAME [36] to enable us to characterize and explain
contextual facilitators and barriers to the imple-
mentation of GlobalConsent as well as planned and
unplanned modifications to implementation strate-
gies in the HIS and LIS groups. We will use rapid con-
tent analysis [80, 81] and a hybrid inductive-deductive
approach [80, 81] to analyze the data. We will trans-
fer all reflection notes, field diaries, and transcripts of
KIIs and FGDs into matrices and use matrix analysis
methods to examine core FRAME constructs of (1)
engagement with the implementation training materi-
als; (2) GlobalConsent delivery practices; (3) program
modifications; (4) implementation strategies over
time, including the nature of, timing, reasons for, and
decision-makers involved in planned or unplanned
implementation modifications; and (5) factors in the
outer context or internal organizational context that
may explain these modifications. Prior constructs and
assumptions will be evaluated against the data, and
new themes will be incorporated into the matrix coding
scheme [82]. Matrices will systematically note the simi-
larities, differences, and patterns in responses across
participating universities and implementation-strate-
gies groups, for a comparative synthesis of the findings
[83]. Identifying these barriers, facilitators, and modi-
fications, and their potential influence on implemen-
tation drivers and outcomes (aim 2) and effectiveness
(aim 3) by implementation strategies group will provide
insights about recommended adaptations to proposed
implementation strategy bundles here as well as the
time and skills needed to facilitate the implementa-
tion of GlobalConsent by operational partners at other
universities.

Analysis of quantitative data from leaders

and implementation teams (aim 2)

One set of analyses to explore primary hypotheses
for aim 2 will examine changes over time across LIS
and HIS groups in implementation drivers and out-
comes among university leaders and implementation
teams (Table 5). Quantitative analyses will focus on
the same measures across implementation groups for
comparisons within and across periods. Cronbach’s «

Page 21 of 31

will be estimated with the total sample (N = 78) using
pre-implementation baseline survey data to confirm
the internal consistency of each scale. Quantitative
responses within item sets will be summed, and scores
will be standardized by averaging the items in each
scale. We will examine correlations of scale constructs
at each time point. Comparisons between HIS and
LIS groups will be conducted within each time period
by target (i.e., faculty, leaders, implementation teams)
to examine whether mean differences are statistically
significant, at p < .05. We also will examine HIS and
LIS group differences in means for implementation
drivers (e.g., perceptions of leadership, collaboration,
climate) and implementation outcomes (e.g., interven-
tion acceptability, appropriateness, feasibility) at each
time point. We will test for differential change over
time in mixed models by testing Group X Time interac-
tions with target responses nested within participating
university.

Statistical power for analyses of leader

and implementation team data

We estimated power to test differences in implementa-
tion drivers and outcomes of leaders and implementa-
tion teams in the HIS and LIS groups. A power analysis
was conducted using G*Power [84] and entering a sample
size of 78 (39 per group) with four measurement points.
Based on repeated measures ANOVA for continuous
variables, with alpha set a .05 and assuming a correla-
tion between repeated measurements of .50, the sample
of 78 provides excellent power (.95) to detect a small
to medium difference (d = .33) in differences over time
between LIS and HIS groups. We expect little missing
data from this collection, but assuming attrition of 20%
and a sample size of 62 (N = 31 per group), power still is
sufficient (.95) to detect a small-to-medium effect size of
d=.39.

Analysis of quantitative data from the general faculty (aim
2)

Our analytical approach for general faculty targets will
leverage their larger population sizes across universities
(Table 1). We will use difference-in-difference (DD) mod-
els to assess the effects of being in the HIS group ver-
sus being in the LIS group on changes among faculty in
norms about sexual violence and awareness of sexual vio-
lence as a problem, operationalized using identified scales
(Table 5). We will use pre-post implementation data in
project years 1 and 3 to assess short-term effects of expo-
sure to HIS versus LIS on faculty knowledge and atti-
tudes about sexual violence and pre-post implementation
data in project years 1 and 5 to assess longer-term effects
of exposure to HIS versus LIS on these outcomes. A basic
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DD model for our study would take the following form:
Y, = a; + BP, + YHIS;; + SHIS;*P, + &, where Y, is the
value of the outcome observed for person i in university
J at time ¢, HIS;; is an indicator of person i in university
J being in the HIS (treatment) group (HIS; = 1) versus
the LIS (comparison) group (HIS; = 0), and P reflects
the time period (pre = 0 vs post = 1 implementation of
GlobalConsent). The parameter § is the DD estimator;
the point estimate of ¢ from this model is equivalent to
a non-parametric approach that takes the difference in
the changes over time between the two implementation
strategies groups.

Statistical power for analyses of faculty data (aim 2)

We estimated the power to test the DD models that
tested for differences in the knowledge of sexual violence
legality and harm between LIS and HIS groups. Using
estimates for the mean score measuring the knowledge
of sexual violence legality and harm in the GlobalConsent
Trial [50, 51], we computed the statistical power with a
linear regression model allowing a separate intercept for
each university via a simulation. We used the Stata com-
mand (ipdpower, model 1, a simulations-based command
that calculates power for simple linear regression mod-
eling) to perform the simulation. With a retained sample
size of ~2543 faculty (3532 x 0.80 participation X 0.90
retention at wave three; ~1272 in each implementation
group), a point estimate of § of 0.12, alpha level of .05,
and 5000 simulations, the estimated power was .85.

Analysis of quantitative data from students (aim 3)

To explore the public-health impact of GlobalConsent in
the two implementation-strategies groups, we will esti-
mate comparative interrupted time series (CITS) mod-
els for student-level primary outcomes (sexually violent
behavior; prosocial intervening behavior) and student-
level knowledge, attitudinal, affective, and capacity-
related secondary outcomes (Table 6).

As a first step in the analysis, we will inspect pretreat-
ment data closely to select the modeling approach that
best fits the data. Given the multi-module nature of
GlobalConsent and evidence from the efficacy trial [51],
we expect to see immediate level changes (improve-
ments) in all outcomes at the first post-test survey and
slope changes for all outcomes, as cognitive, attitudinal,
affective, and behavioral change attenuate partially but
not entirely [51]. We expect to see greater immediate
improvement and less attenuation in the HIS group than
the LIS group. A basic CITS model for the frequency of
men’s sexually violent behavior may take the following
form: log(E(Y};)) = By + B, T, + B,Z; + BsP, + B, T,*HIS; +
B;P,"HIS;; + v;, where Y, is the outcome for the ith partici-
pant for the jth university at time ¢, B is a constant term
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showing the average frequency of sexually violent behav-
ior in the reference university before implementation; Z;
is a vector of university dummies to allow a separate inter-
cept for each university; 7, is the time elapsed since study
start, where ¢ = 1,...,10 quarters; B, is the pre-implemen-
tation trend in the comparison (LIS) group, and B, + B,
is the pre-implementation trend in the HIS group; P, is a
vector of indicators for each post-implementation time
period; B is the level change in the reference university
in the post-implementation period; v; is the random effect
for the ith participant at university j which would allow
random subject-to-subject variation in the intercepts at
each university. The difference in the actual post-imple-
mentation performance from the projected post-imple-
mentation performance in the HIS group, less this same
difference in the LIS group, is the estimate of HIS effects
(Bs). This formulation assumes that all universities in the
HIS group share the same trend, and all universities in the
LIS group share the same trend (though possibly different
from the HIS trend). This assumption could be relaxed by
modeling the trends as random effects. To assess whether
the slope of performance changes after implementation,
we may code P, as a dichotomous variable that equals
0 in the pre-implementation period and 1 in the post-
implementation period. The change in slope can then be
estimated by adding a three-way interaction between the
higher-intensity implementation indicator (HIS;), post-
implementation indicator (P,), and linear time trend (7).
In this formulation, P, would be coded to be centered on
the introduction of implementation, so Bj is interpreted
as the immediate shift in outcomes following implementa-
tion. Inclusion of this interaction would allow implemen-
tation effects to grow or decline over time. A similar CITS
model will be applied to investigate the impact of Global-
Consent on the incidents of men’s prosocial intervening
behavior in the two implementation-strategies groups.

Statistical power for analyses of student data (aim 3)

We estimated the power to test models that tested for
differences in the frequency of sexually violent behav-
ior and prosocial intervening behavior between LIS and
HIS groups. Using estimates for the mean frequency of
sexually violent acts in the GlobalConsent Trial [51], we
computed the statistical power with a generalized linear
mixed model with a random intercept for repeated count
measures via a simulation. We used the Stata command
(ipdpower, model 2, a simulations-based command that
calculates power for mixed-effects modeling with ran-
dom effects for intercept) to perform the simulation.
With a retained sample size of ~3439 men (4776 x 0.80
participation X 0.90 retention the final wave; ~1719 in
each implementation group), six counts for the frequency
of sexually violent acts, an incidence rate ratio of 0.825
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(0.65 + (1 — 0.65)/2) for the rate of change after imple-
mentation of GlobalConsent for the HIS group relative to
the LIS group, alpha level of .05, and 5000 simulations,
the estimated power was .91.

Analytical challenges and solutions

Leader and implementation team analysis

A primary challenge for this analysis is the non-random
selection of the sample and relatively small sample sizes
across the LIS and HIS groups. These limitations require
the analyses to be largely descriptive and inferences to
be restricted to the samples rather than to the university
populations from which the samples are drawn. Still, our
mixed-methods study design will allow us to triangulate
findings from the qualitative and quantitative data col-
lected from the university leaders and implementation
teams and both sets of findings with those from univer-
sity faculty. This multi-method, multi-sample approach
will permit a more nuanced understanding of the institu-
tional changes that may be underway and that may facili-
tate or inhibit the implementation of GlobalConsent and/
or planned implementation strategies. Thus, all findings
from our approaches to aims 1 and 2 will inform inter-
pretation of the results for the implementation effective-
ness assessment (aim 3).

University faculty analysis

DD methods provide unbiased effect estimates if the
trend over time would have been the same between the
treatment (HIS) and comparison (LIS) groups in the
absence of the more intense elements of HIS implemen-
tation. However, selection bias may arise if the compo-
sition of these groups changes over time, such that the
faculty population at participating universities changes
systematically, for example, through substantial turnover
or consolidation. One approach to address this issue is
to restrict the sample of faculty to those who are avail-
able across all three survey waves and study years (1, 3,
5). If high turnover risks a substantial loss of power using
this approach, we will consider the use of propensity
score weighting to handle this type of confounding across
four groups (HIS pre, HIS post, LIS pre, LIS post) [85].
Another challenge in this analysis is the cluster-rand-
omized design, where six universities are assigned to HIS
or LIS groups. We will assess the robustness of our DD
findings across a range of small-sample corrections, and
we will report the methods used and findings to ensure
transparency and reproducibility [86, 87].

Male student analysis

(1) We will include the age-standardized male stu-
dent population in person period as an offset vari-
able to convert the outcome into a rate and adjust for
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potential changes in the population over time. (2) We
will consider methods to adjust for seasonality [88] or
other time-varying confounders [89], such as concur-
rent training programs or changes in COVID-related
conditions that alter opportunities for in-person ver-
sus online interactions at participating universities. (3)
We will diagnose and address potential issues of over-
dispersion [88] and residual auto-correlation [90, 91],
and (4) we will conduct sensitivity analyses to test the
impact of varying model specifications, such as whether
a negative binomial regression model fits the data bet-
ter than a Poisson regression model or different lags in
slope changes for behavior and different impact models
(e.g., non-linear trend model, school-year fixed effects
model) [88, 89, 92, 93]. (5) Another potential concern in
CITS analyses of self-reported sexually violent behavior
is systematic biases in reporting, including over time due
to the repeated measurement of this sensitive behavior.
Increased under-reporting over time could lead to falsely
attributing declines in sexually violent behavior to the
implementation of GlobalConsent. However, increased
under-reporting due simply to the repeated measure-
ment of sensitive behavior should not differ across LIS
and HIS groups, such that estimates of differences in
implementation effectiveness across groups should not
be biased. Also, a review of survey experiments suggests
little difference in reports of frequency of sensitive behav-
iors using standard interview methods versus month-by-
month reporting [94]. Still, we will use various strategies
shown to improve the reporting of potentially sensitive
behaviors, including computer-assisted self-interview,
assurances of anonymity, the choice for men to complete
surveys in a private location of their choosing, and the
use of multiple response options to capture the frequency
of reported behaviors [94].

Incremental cost-effectiveness analysis (aim 4)
The cost-effectiveness analysis will be conducted from
the payer’s perspective. Program costs will be calculated
using a micro-costing approach, multiplying resource
use by unit costs. Costs will be divided into the following
two components based on the process necessary to set up
and deliver the GlobalConsent program: (1) set-up costs
(e.g., initial training costs, and set-up before the start of
the program) and (2) program delivery costs (e.g., session
time, preparation time, administrative costs, and materi-
als/supplies). Cost data will be cleaned and used to esti-
mate the total costs, set-up costs, and program delivery
costs per participant for each of the two groups (HIS vs
LIS).

Net costs (the net increase in costs from the HIS vs
LIS) and net effectiveness (the difference in the actual
post-implementation performance from the projected
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post-implementation performance in the HIS group,
less this same difference in the LIS group) will be used to
calculate an incremental cost-effectiveness ratio (ICER)
(costs per additional incident of sexually violent behav-
ior averted or costs per additional incident of prosocial
intervening behavior increased). Bootstrapping tech-
niques will be used to conduct uncertainty analyses to
assess variability in our findings from potential sampling
bias.

Interim analyses {21b}

The team will undertake basic descriptive analyses of
baseline data from each target sample. The team also
will undertake psychometric analysis (exploratory fac-
tor analysis, confirmatory factor analysis, and multiple-
group confirmatory factor analysis) of each scale-related
item set to assess the measurement invariance if item
sets across universities, IS groups, and study wave. The
study team will present interim results to the study’s data
safety and monitoring board (DSMB) biannually dur-
ing data collection, and as needed, to the DSMB, Emory
IRB, and sponsor if a participant reports unmanageable
distress (see the “ Composition of the data monitoring
committee, its role, and reporting structure {21a}” sec-
tion). The DSMB and Emory IRB will make independ-
ent determinations about the need to terminate the trial,
which will be shared with the sponsor for review and a
final decision.

Methods for additional analyses (e.g., subgroup analyses)
{20b}

Each participating university will be invited to propose
subgroup analyses of the data collected at their respective
university. Proposals for these analyses will be submitted
to the SCALE steering committee and reviewed on a roll-
ing basis (Appendix).

Methods for analyses to handle protocol non-adherence
and missing data {20c}

To address protocol non-adherence, we will evaluate
the balance between study arms (HIS and LIS groups)
based on student responses regarding any modifica-
tions to program delivery. If necessary, we will adjust for
these modifications in our analysis to reduce potential
bias. Moreover, we will conduct a per-protocol analysis,
including only those participants who adhered to the
protocol. Comparing the results of these analyses with
analyses of all participants will provide insights into the
impact of non-adherence.

Inadvertent missingness will be minimized at the data
collection stage by pre-programming the REDCap data
system to inform the participant of any missing responses
and to invite them to complete their responses before
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proceeding to the next survey page. Sensitivity analyses
will also be conducted, with missing data imputed under
the assumption of missingness at random.

Plans to give access to the full protocol, participant-level
data, and statistical code {31c}

The full protocol here, including study forms, will be
made available through peer-reviewed publication. Par-
ticipant-level data will be made available through the
National Institute of Mental Health Data Archive (NDA)
and Emory dataverse—Emory’s open-data repository—to
support the preservation, discoverability, and accessibil-
ity of data that team members in this project produce. At
the project’s completion, upon publishing the main find-
ings, we will make study documentation, data dictionar-
ies, and the final, cleaned, recoded, and de-identified data
available through the NDA and Emory’s dataverse. We
will develop a formal data-sharing agreement between
key personnel at Emory University, the Center for Crea-
tive Initiatives in Health and Population (CCIHP), Geor-
gia State University (GSU), and participating universities.
This data sharing plan will describe the subsets of data
to be made available to participating universities and
the timeline for their release. The data sharing agree-
ment with participating universities will provide standard
procedures for applications to use the data and project
guidelines for publication. Statistical code for analyses
will be made available upon reasonable request to the
corresponding author of project-related publications.

Oversight and monitoring

Composition of the coordinating center and trial steering
committee {5d}

The overall structure of the study team will include a cen-
tral steering committee comprised of key personnel, each
of whom is responsible for one or more specific aims
and/or local implementation of the project (Fig. 3). The
principal investigator (PI) at Emory University will chair
the steering committee and will provide leadership for
specific aims 1 and 3, related to implementation fidelity
and effectiveness. The site PIs at CCIHP and at Georgia
State University will provide leadership for specific aim
2 on implementation drivers and outcomes. The health
economist co-investigator at Georgia State University will
provide leadership for specific aim 4 on cost-effectiveness
and will provide overall statistical guidance to the study
team. The site-PI and co-investigator at CCIHP will pro-
vide input on the research design and will lead external
implementation support to participating universities in
Vietnam. The IT company contracted in Vietnam will
deliver the GlobalConsent program to participating stu-
dents, will send reminders to complete each module, and
will track adherence metrics at the student participant
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Fig. 3 Overall structure of the study team

level. The steering committee will meet weekly to design,
implement, and evaluate this initiative. A project coordi-
nator/data analyst at Emory University will support the
steering committee and will receive opportunities for
professional development throughout the initiative. Pre-
doctoral students at Emory University and Georgia State
University will support all aspects of the research, from
design to implementation and analysis, and will receive
capacity strengthening in research and opportunities for
professional development.

Composition of the data monitoring committee, its role,
and reporting structure {21a}

Roles and membership

An independent data and safety monitoring board
(DSMB) will include three experts in (1) implementation
science, (2) sexual violence prevention, and (3) biosta-
tistics. This DSMB is charged with reviewing study data
for quality and integrity, adherence to the protocol, par-
ticipant safety, study conduct and progress, and making
determinations regarding study continuations, modifi-
cations, and suspensions/terminations. The monitoring
responsibilities of the DSMB will enhance, but will not
replace, the monitoring responsibilities of the principal
investigator (PI) and the IRBs for this project. The PI and
study team retain responsibility for real-time manage-
ment of the study.

Independence of DSMB members

DSMB members will be independent from any profes-
sional or financial conflict of interest (COI) with the
research project and/or study investigators. Independ-
ence ensures that competing interests do not unduly
influence the DSMB and supports objectivity that
enhances the safety of participants and the integrity of
the trial data. Potential DSMB members will provide the
NIMH with qualifications and a COI statement indicat-
ing that members have no direct involvement with the
study or COI with the investigators conducting the study.
DSMB members may be affiliated with the investigator’s

institution or other participating sites but cannot be a
scientific collaborator or co-author, supervisor, mentor/
mentee, subordinate of the investigators, or a member of
the investigator’s institutional department within the last
3 years. DSMB fees will be provided, per NIH and Insti-
tutional Policies.

Responsibilities and review

The DSMB will review the DSMP and study protocol
before the first participant’s enrollment to establish a
charter that clarifies what data points will be monitored,
how they will be monitored, and the monitoring sched-
ule. The DSMB review will include, at a minimum: enroll-
ment data, safety data, and data integrity. As this study is
blinded, the DSMB may be blinded or unblinded to the
intervention assignment but will be able to be unblinded
if needed.

Metrics for review

The study team will provide descriptive statistics for
the DSMB’s review at each of its meetings. Descriptives
will cover questions from the following survey modules
for male students and will include information about
missingness/non-response.

1. Demographics (once at baseline)
Knowledge about sexual violence (from each sur-
vey wave)
3. Knowledge about sexual consent (from each survey
wave)
4. Rape Myths (from each survey wave)
5. Skills to engage in healthy communication (from
each survey wave)
6. Rape empathy (from each survey wave)
7. Readiness to intervene (from each survey wave)
8. Bystander intervention strategies (from each sur-
vey wave)
9. Sexual Experiences (from each survey wave)
10. NIMH CDE GAD-7 (to be administered once)
11. NIMH CDE PHQ-9 (to be administered once)



Yount et al. Trials (2024) 25:571

12. NIMH CDE DSM-5 (to be administered once)
13. WHODAS 2.0 (to be administered once)
14. Single question on distress (SRQ-20 item 6)

In addition to the above enrollment and safety data, the
study team will provide data to the DSMB on the follow-
ing study-related variables from male students:

1. Participation rates in the survey, by university

2. Retention rates in the survey at each wave, by univer-
sity

3. Participation rates in the program, by university

4. Retention rates in the program, by university

Review schedule and monitoring reports

The DSMB meeting/review schedule will be commen-
surate with the level of risk involved with the study but
will occur no less than once per year. Additional reports
may be requested, and additional meetings may be called
as needed to address issues regarding participant safety.
Members of the investigative team may be present for the
open portion of a DSMB meeting, but not for the closed
deliberations or the vote to recommend continuation,
suspension, or termination of the study. The DSMB will
issue a monitoring report to the PI after each review/
meeting. This report will include any significant actions
taken and the final recommendation(s) regarding the
study’s continuation. These reports will be submitted to
National Institute of Mental Health (NIMH) program
staff in the annual progress report. The planned fre-
quency of meetings is annually in 2023, 2026, and 2027
before and after the period of data collection and pro-
gram implementation and twice annually in 2024 and
2025, during the period of data collection and program
implementation.

Adverse event reporting and harms {22}
For this study, standard adverse event definitions are
used. An adverse event (AE) refers to any unfavorable
and unintended sign (including distress), symptom, or
disease temporally associated with the use of a medical
treatment or procedure, regardless of whether it is con-
sidered related to participation in the GlobalConsent
program. A serious adverse event (SAE) is any AE that
is life-threatening or results in death, an event requir-
ing inpatient hospitalization or prolongation of existing
hospitalization, or persistent or significant disability/
incapacity.

Adverse events are graded as mild, moderate, or severe.
A mild AE is an experience that is transient and requires
no special treatment or intervention. The experience does
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not generally interfere with usual daily activities. This
experience includes transient laboratory test alterations.
A moderate AE is an experience that is alleviated with
simple therapeutic treatments. The experience impacts
usual daily activities. This experience includes laboratory
test alterations indicating injury, but without long-term
risk. A severe AE is an experience that requires therapeu-
tic intervention. The experience interrupts usual daily
activities. If hospitalization (or prolongation of hospitali-
zation) is required for treatment, it becomes a SAE.

The study uses a standard adverse-event attribution
scale. Not related means that the AE clearly is not related
to the study procedures (i.e., another cause of the event
is most plausible and/or a clinically plausible temporal
sequence is inconsistent with the onset of the event).
Possibly related means that an event that follows a rea-
sonable temporal sequence from the initiation of study
procedures, but that could readily have been produced by
several other factors. Related means that the AE is clearly
related to the study procedures.

A comprehensive list of resources will be made avail-
able to every participant toward the end of every survey
to ensure that all participants have access to confidential
care. In addition, adverse events among students who are
receiving the GlobalConsent program will be identified
with a series of self-report questions at the end of every
survey. These questions will identify the level of distress
the participant is experiencing in the moment and its
self-reported manageability. Any participant who reports
extreme distress (level 10 on a scale of 1-10) or any level
of distress that they identify as “not at all manageable”
will be given a contact number for an experienced pro-
fessional for immediate support. Such participants also
will be invited to have a non-study staff member connect
them with an experienced professional for a confidential
assessment and then appropriate referrals.

Management of risks to participants

Expected adverse events

Expected adverse events associated with the use of the
web-based sexual violence prevention program include
(1) mild distress from participation and potential recall
of incidents of sexual violence and (2) loss of confiden-
tiality related to sexually violent behavior reported by a
participant.

Adverse event management

All adverse events will be reported to the Institutional
Review Boards of Emory University and the Hanoi
University of Public Health our DSMB and our spon-
sor following the National Institutes of Mental Health
(NIMH) Reportable Events Policy (https://www.
nimh.nih.gov/funding/clinical-research/nimh-repor
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table-events-policy). The trial IRBs and DSMB will make
independent determinations about the AE and will make
recommendations regarding next steps in the study and
data collection. The study team will refer any participant
who experiences a stress-related adverse event to con-
fidential counseling in Vietnam, following procedures
already described, above.

Frequency and plans for auditing trial conduct {23}

The study does not have plans for a formal, independent
audit; however, several independent bodies will conduct-
ing regular reviews of the trials conduct and quality. First,
the Emory IRB will provide independent, ongoing over-
sight of implementation of the IRB-approved study pro-
tocol through its annual review. A logging system ensures
real-time documentation of all communications between
study staff and the Emory IRB, including initial proto-
col submission; IRB review and approval; and submis-
sion, review, and approval of all amendments to the IRB
approved study protocol. Second, an independent data
safety and monitoring board (DSMB) will review data
quality and study progress, will make assessments regard-
ing any reported adverse events, will ensure that all par-
ticipants receive appropriate support and care, and will
submit separate determinations regarding study continu-
ation or discontinuation during the annual report to the
NIMH. The DSMB may request documentation of con-
sent and documentation of data management. The RED-
Cap data system is HIPAA-compliant, securely stores all
study data, and includes an automated logging function
that documents any modification that participants and
user-defined study staff make to study data in REDCap.
The project officer at NIMH will review all DSMB reports
to ensure compliance. Emory requires that all investiga-
tors complete an annual financial interest disclosure.

Plans for communicating important protocol amendments
to relevant parties (e.g., trial participants, ethical
committees) {25}

Important protocol amendments will be submitted to
the study IRBs, the DSMB, and the study sponsor as they
arise, so all entitles have an opportunity to offer feedback.
Trial modifications also will be recorded on the trial reg-
istration site of ClinicalTrials.gov.

Dissemination plans {31a}

The final data from this study will include the follow-
ing from six universities in Vietnam: two rounds of key
informant interviews and surveys with 30 university lead-
ers (60 interviews), four rounds of focus group discus-
sions and surveys with six implementation teams (with
approximately 8 members each), three rounds of climate
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surveys with university faculty, and six 6-monthly sur-
veys with male university students. We will work with
the NIMH Data Archive (NDA) and Emory dataverse to
support the preservation, discoverability, and accessibil-
ity of data that team members in this project produce. At
the project’s completion, we will publish the main find-
ings in peer-reviewed journals. We then will make study
documentation, data dictionaries, and the final, cleaned,
recoded, and de-identified data available through the
NDA and Emory’s dataverse. We will develop a for-
mal data-sharing agreement between collaborators at
Emory University, the Center for Creative Initiatives in
Health and Population (CCIHP), Georgia State Univer-
sity (GSU), and all participating universities. This plan
will describe what subsets of data will be shared with
participating universities for analysis and publication,
the timeline for release, and the process of proposing
original analyses and for requesting project data from the
key personnel team. The plan will prioritize the protec-
tion of participant confidentiality, integrity of the study
design, equity among participating universities, and
appropriate oversight of data use by key personnel.

Aggregate project findings also may be disseminated
widely as working papers on institutional websites, pres-
entations at international and regional scientific meet-
ings, dissemination workshops in Vietnam and the USA,
and articles in peer-reviewed journals in the social and
behavioral sciences and public health. We will host dis-
semination seminars at participating universities, at
which the study findings will be shared and discussed
with university leadership, to guide university policy,
campus climate surveys, and campus programming to
reduce the incidence of campus sexual violence, with
robust attention to the experiences of students. As appro-
priate, we also will engage regional and national officials
in dialogue about the findings, to support evidence-based
policies that improve the environment for implementing
sexual violence-prevention programs on university cam-
puses in Vietnam.

Discussion

Our proposed project will be the first to assess two mul-
tifaceted implementation strategies to deliver a theoreti-
cally grounded, efficacious web-based sexual violence
prevention program to undergraduate men attending six
universities across Vietnam. If successful, our multidisci-
plinary, cross-cultural team will be the first to bring rig-
orous evidence to university and national leaders of the
contextual effectiveness of these strategies for deliver-
ing web-based sexual violence prevention programming
to large populations of men in adolescence, a period
of heightened risk for sexually violent behavior. Our
choice to develop, test, and scale GlobalConsent with
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universities in Vietnam is strategic, given the scale of
sexual violence among young people, rapidly expanding
rates of university attendance, and the openness of sev-
eral university leaders to efficacious programming about
sexual violence. Our choice to engage universities across
all regions of Vietnam provides a novel test of these
implementation strategies in different structural and
sociopolitical environments, with promise to advance
sexual violence prevention policies in university systems
at regional and national levels. Evidence for the effective-
ness and incremental cost-effectiveness of these imple-
mentation strategies across regions will pave the way for
GlobalConsent to address an important, gendered risk
factor for chronic mental, physical, and behavioral health
conditions over the life course. Thus, by providing novel
evidence about how best to bring GlobalConsent to scale
nationally, our team has the potential to reduce gender-
related health inequities and to improve quality of life by
averting acts of sexual violence that may lead to chronic
health conditions over the life course among victims. By
partnering with universities engaged in CONVERGE, an
ongoing violence-prevention training program in Viet-
nam (D43TW012188), these innovations will be achieved
through synergistic investments to strengthen local
capacity for implementation research, data harmoniza-
tion, and stakeholder engagement to manage and to pre-
vent sexually violent behavior in young people.

Trial status
Protocol version number 1

Start date of recruitment: March 26 8 pm eastern time
(March 27 8 am Vietnam time), 2024.

Approximate end date of recruitment: June, 2028.

Abbreviations

AE Adverse event

AIDS Acquired immune deficiency syndrome

C Continuously measured

CCIHP Center for Creative Initiatives in Health and Population
CITS Comparative interrupted time series

DD Difference-in-difference model

DSMB Data safety and monitoring board

EPIS Evidence-based Practice Implementation in public Service sectors
ERIC Expert Recommendations for Implementing Change
FGD Focus group discussion

FRAME Framework for Reporting Adaptations and Modifications-Expanded
GSU Georgia State University

HIS High-intensity implementation strategies

HIV Human immunodeficiency virus

ICER Incremental cost-effectiveness ratio

IRB Institutional Review Board

IS Implementation strategies

T Information technology

Nl Key informant interview

LIS Low-intensity implementation strategies

LMIC Low- and middle-income countries

NASEM National Academies of Science, Engineering, and Medicine
NDA NIMH Data Archive

NIH National Institutes of Health

NIMH National Institutes of Mental Health
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RE-AIM Reach-Effectiveness-Adoption-Implementation-Maintenance
OR Odds ratio

PEPFAR President’s Emergency Plan for AIDS Relief

SAMSHA  Substance Abuse and Mental Health Services

SCALE Strategies for Implementing GlobalConsent to Prevent Sexual Vio-
lence in University Men

SPIRIT Standard Protocol Items: Recommendations for Interventional Trials

TA Technical assistance

TOR Terms of reference

us United States

USAID United States Agency for International Development

WHO World Health Organization
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