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Outline for Today

◼ Value of behavioral and social sciences (BSSR)

◼ Frameworks for incorporating BSSR in HIV 

therapeutic research

◼ Specific uses and methods of BSSR

◼ Barriers and strategies for success

◼ Long-acting ART: examples

◼ Conclusions/Discussion



Lessons Learned
When asked to reflect upon mistakes in his tenure as NIH 

Director, Dr. Francis Collins said:

“Maybe we underinvested 

in research on human 

behavior.”
PBS Newshour 12/20/21

About 1 of 5 American adults 

have not received any 

Covid-19 vaccination 
(CDC, 2022; Mayo Clinic, 2022)  



Lessons Learned -II

Former NIMH Director  Dr. 

Thomas P. Insel oversaw  $20 billion 

in federal funds and sharply shifted 

the focus of  the NIMH away from 

behavioral research and toward 

neuroscience and genetics.

In his 2022 book Healing: Our 

Path From Mental Illness to Mental 

Health, he confessed:  “I should 

have been able to help us bend the 

curves for death and disability, but I 

didn’t.

NY Times, 2/22/2022

For the most part [advances in 

neuroscience] haven’t  yet 

benefitted patients.”



Lessons Learned -III

Upon departing as chair of the 

White House Council of 

Economic Advisers, Dr. Cecilia 

Rouse repeatedly emphasized 

the need for humility in 

evaluating the Biden 

administration’s policy choices 

in responding to the Covid 

epidemic and deeper economic 

problems, adding:

“Sometimes I, in this course of 

the last few years, I wished my 

Ph.D. was in psychology.”

NY Times, 4/2/2023



Without attention to BSSR, the promises of even the 

greatest biomedical breakthroughs can fall short . . . 

Oral PrEP could be a game-changer but for

-stubbornly low uptake (CDC, 2021)

- initial resistance from HIV care systems 
(Mayer, et al 2020)  

-“PrEP whore” stigma in the community 
(Calabrese & Underhill, 2015; Rosengren, et al, 2021)

In the VOICE trials, we learned that we can 

not determine a product’s efficacy if people do 

not use it                                      (Marazzo, et al., 2015)



False Dichotomy

◼ Treatment/cure/vaccine research vs. 

“prevention” efforts

◼ “Hard” vs. “soft” science (yet BSSR “hard” or 

difficult)

◼ BSSR often viewed as applicable only in the 

realm of prevention (e.g., for behavioral 

interventions, user-centered design, uptake 

enhancement)



“The behavioral and social sciences play a key role in 

HIV prevention research, because every strategy that 

can be utilized for preventing the acquisition or 

transmission of HIV has one or more associated 

behavioral components that can influence its efficacy.  

These components may affect the adoption and 

acceptance of a specific prevention approach or may 

be critical in determining the use, acceptability, and 

potential efficacy of these strategies.

NIAID. Behavioral and social science and HIV.



But therapeutics research also can benefit 

from BSSR; indeed, it is essential to making 

trial results valid and interpretable and, if 

products are successful, to making them 

acceptable to communities and widely 

adopted with no disparities in uptake or 

effectiveness.



CNICS Study

31,931 PLWH

2010-2015:

No concomitant increase in 

ADH (82% with >90% 

ADH) or decrease in illicit 

substance use (18%/yr)

Integrase strand inhibitors 

associated with greater viral 

suppression

Disparities:

Younger age

Black race



BSSR can be Impactful

When we do conduct rigorous BSSR, we see results, even 

on biomedical outcomes such as viral suppression and 

even with a range of different interventions …









Frameworks for BSSR in 
Therapeutics Research



A Framework for BSSR (Gaist & Stirratt , JAIDS 2017)
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Supportive BSSR
Support and strengthen the development and clinical testing 

of biomedical approaches to HIV/AIDS prevention, treatment, 

and cure

▪ BSSR information and support need to be considered and 

incorporated into the planning, implementation, data 

collection, analysis, and interpretation phases of any 

clinical trial testing a biomedical product

▪ Integration of BSSR into all stages of biomedical product 

development will strengthen clinical trial conduct and help 

to optimize the ultimate uptake and use of the product or 

strategy

▪ Supportive really “essential”
Koblin BA, Andrasik M, Austin J. Preparing for the unexpected: the pivotal role of social and behavioral sciences in trials of biomedical HIV prevention  

nterventions. J Acquir Immune Defic Syndr. 2013;63(suppl 2):S183–S186. 

Rausch DM, Grossman CI, Erbelding EJ. Integrating behavioral and biomedical research in HIV interventions: challenges and opportunities. J Acquir Immune Defic 

Syndr. 2013;63(suppl 1):S6–S11.





MTN: Insights on Integrating BSSR 

Research 
process

What are effective practices for conducting social and 
behavioral research in HIV prevention trials? 

Integration
How can social and behavioral research be effectively 
integrated with clinical research and product development? 

Presenting 
choice

How can researchers offer options and study end user 
choices among multiple products and adherence support 
strategies? 

Measurement
How can adherence effectively be supported and 
measured? 

Community 
engagement

How can researchers effectively build relationships with 
communities, especially with diverse populations and/or in 
restrictive policy environments? 







Trial 
Phase

Ethics
Participant
Preferences

Stakeholder
Engagement

Heath
Communication

Fairness,
Equity, 
Disparities

Health
Systems
Research

Health
Policy 
Research

3 Insure that IC 
processes 
evolve to meet 
the needs of 
the broader 
group of 
participants   
who will be 
involved with 
phase 3 trials. 
Perhaps start 
to study the 
quality of the 
IC process

Develop and 
implement 
short, 
standardized 
methods to 
assess 
participants’ 
experiences 
in trial, both 
to be able to 
do CQI and 
to compare 
quality 
across sites

Apply 
methods 
developed in 
earlier 
phases to 
implement 
the kind of 
broad 
stakeholder 
engagement 
practices 
across many 
sites that will 
be required 
for multisite 
phase 3 
studies. 
Study 
stakeholders 
to examine 
and compare 
engagement 
across sites.

Implement the 
communications 
strategies 
developed 
during phases 1 
and 2. Compare 
quality across 
sites. Test 
quality 
improvement 
interventions.

Phase 3 
studies 
would 
ideally be 
done in 
sufficiently 
diverse 
settings to 
allow 
reasonably 
well-
powered, a 
priori subset 
analyses 
(e.g., men vs 
women). 
Studies of 
rates of 
enrollments 
in different 
sites that 
serve 
different 
populations 
could be 
informative. 

If this 
treatment 
works, how 
do we work 
with health 
systems to 
do broader 
implementat
ion. This 
includes 
things like 
workforce 
issues.

If this 
treatment 
works, what 
health 
policy issues 
are raised, 
e.g., access, 
payment, 
cost, cost 
effectivenes
s.

Ira Wilson (2015) Framing HIV CURE related social and behavioral science research



BSSR Methods and Tools
Name, abbreviation Description

In-depth interview, IDI
Qualitative, open-ended and sometimes unstructured interviews with a single participant to gather 
detailed information

Focus group discussion, FGD
Qualitative, open-ended and sometimes unstructured interviews with a group of participants to gather 
detailed information about the group’s experiences or perceptions. 

(Audio) computer-assisted self-
interview, (A)CASI

Structured data collection on a computer or tablet using specialized software. ACASI includes audio 
prompts, which participants can listen to with headphones. 

Discrete choice experiment, DCE
Structured data collection and analysis method that indirectly assesses preference by asking participants to 
make a series of choices between two alternatives. 

Ethnography
An approach to research derived from anthropology, which involves in-depth exploration of social or 
cultural phenomena using a variety of methods. 

Body mapping
An approach to data collection using drawings of the human body to identify or clarify specific anatomical 
regions or to encourage discussion around health-related topics. 

Debrief reports Structured forms completed after IDIs or FGDs to summarize key information. 

Interactive voice response
Automated approach to data collection using pre-recorded questions played during a phone call, with 
participants recording answers through voice responses or keypad entries. 

SMS data collection/SMS CASI Automated approach to data collection using SMS messaging. 

Convergence interviews Brief, structured interview to gain insight into discrepancies between different adherence data sources. 

Counseling session analysis Analysis of audio-recorded and transcribed counseling sessions. 

Pile sorting
Structured qualitative data collection where participants sort cards, containing names of items or 
attributes, into related piles. 

Emoji stickers and opinion tool
During IDIs, participants used emojis to express opinion about the ring and described why these were 
selected. Probing explored likes, dislikes, and changes in attitudes over time.

Home mapping Visual data collection; participants draw their home environment to facilitate discussions. 

Voting activity FGD participants vote on their choice of specific options or scenarios. 

Market research Research involving end users to assess their needs and preferences. 

Couples interviews Structured or unstructured interviews with couples. 

11/2021 from MTM Team: Kathleen Ridgeway, Ariane van der Straten, Kristine Torjesen, Neeraja Bhavaraju, & Mary Kate Shapley-Quinn  



Uses for Supportive BSSR in HIV 
Therapeutics Research

◼ Product development

◼ Product use

◼ Social context

◼ Trial design

◼ Measurement/assessments

◼ Adherence monitoring and promotion

◼ Community integration & implementation



Product Development
▪ Pre-trial biomedical product development is key

▪ Supportive BSSR can determine preferences for 

hypothetical products and likely acceptability

▪ Via qualitative methods such as interviews and 

focus groups as well as sophisticated quantitative

methods such as conjoint analysis and discrete 

choice experiments.



Product Use

▪ Supportive BSSR Data can yield data on 

actual product use, potential barriers to be 

addressed, and acceptability during early 

stage clinical trials

▪ Can guide decisions on which products, 

dosing intervals, and supports are needed



MTN: Insights on Product Development, Use, and Introduction

Acceptability

What factors affect product acceptability, and how does acceptability influence product 
use?
Who influences an end user’s acceptability of a product (e.g., partner, family, community), 
and in what ways? 

Adherence
What are the most accurate and reliable measures of product adherence, and how can 
multiple adherence assessments be triangulated to obtain accurate estimates? 
What types of support do study participants need to effectively use study products? 

Social factors

How do male partners influence women’s experience with and use of HIV prevention 
products? 
How can male partners better support product use? 
What roles do peers and family play in product acceptability, use, and continuation? 

Contextual factors

For women using vaginal products, how do cultural practices around menstrual cycle 
management affect product use and acceptability? 
How does social and cultural context, including community beliefs, practices, and family 
members, affect trial participants' attitudes about the study and product use? 

Sexual behavior
Which approaches can best elicit accurate data about stigmatized sexual behaviors? 
How can researchers work within norms that discourage explicit language around bodies 
and sex? 

Multipurpose 
prevention 
technology (MPT)

What product characteristics influence choices and preferences for an MPT? 
For women in heterosexual relationships, what role does a male partner play in choosing 
MPT options?



Community Context

Supportive BSSR can provide systematic data on 

◼ Key populations and communities 

◼ Local environments

◼ HIV landscape

◼ Social and historical context

Robust, triangulated, multilevel data, along with ethnographic 

surveys and participant observations, can yield important 

insights into complex systems and experiences navigating HIV 

prevention and care.

Emily Arnold, et al.:  The innovative use of qualitative and mixed methods research to advance improvements along the 
HIV prevention and care continua



Trial Design

▪ BSSR  can strengthen the design, implementation, 

and interpretation of trials

▪ Early testing of proposed trial procedures with 

process evaluation to evaluate their feasibility and to 

identify any operational obstacles

▪ Qualitative studies of the user experience, such as 

around the ethics of consent and limiting potential 

harms in studies of new treatments, exit interviews





Measurement /Assessments
Of behavioral and psychosocial factors

Often necessary for eligibility or to elucidate findings, 

especially with null findings or intergroup differences

Ex: Mental health (depression, anxiety, PTSD

Quality of Life

Adherence (need to document adherence to 

determine safety and efficacy) 

Need psychometrically sound measures – i.e., valid and

reliable for the  population under study

Harmonization across studies for better comparison across

protocols



Adherence Monitoring & Promotion

BSSR can provide strategies for improving product adherence in trials and 

strengthening adherence through monitoring and feedback approaches

Gaist & Stirratt: Brief BSSR theory-based adherence counseling is an

essential component of any clinical trial protocol

Evidence-based counseling interventions have more favorable outcomes 

than non-specific counseling or supportive counseling

Training of counselors:

▪ Research shows that workshops are not sufficient to change 

counselor behavior long-term, with initial gains in new skills 

diminishing after a couple of months

▪ Coaching and counselor support help maintain and gain new skills

▪ Fidelity monitoring is critical to ensure that key components of the 

interventions are delivered so the interventions retain their efficacy.   



Community Integration & 
Implementation

▪ Community member perspectives are essential 

to trial success

▪ They can provide insight into subjective, 

multifaceted, complex, and contested realities 

within the daily lives of PLWH

▪ Critical to recruitment

Increasing BIPOC participation in clinical trials through 

community engagement and recruitment goal 

establishment. Andrasik et al. (2021) PMID: 34665829

▪ Critical to addressing disparities in efficacy and 

uptake

https://pubmed.ncbi.nlm.nih.gov/34665829/


BSSR to Support Adoption/Implementation



Summary: Supportive (“Essential”) BSSR 
Gaist & Stirratt, 2017

▪ When used from planning stages to interpretation of 

outcomes, BSSR can improve development and clinical 

testing of biomedical products

▪ BSSR facilitates selection of the most acceptable 

products and identification of adherence support 

approaches to ensure proper proof-of-concept testing 

▪ Helps plan for and better execute biomedically centered  

intervention and product-oriented research



Barriers to BSSR in Therapeutics
◼ Ignorance (see no need because premise or value not 

well articulated)

◼ Traditional pharma focus on “compliant subjects”

◼ Active, blanket refusal/dismissal (“don’t want to 
waste time asking participants questions”)

◼ Avoidance of unwanted findings (study/regimen 
burden may actually be too high)

◼ Restrictive funding structures (no $$ for qualitative 
interviewers or analysis)

◼ Insufficient BSSR expertise on team 

◼ Reluctance to further delay trial time lines (want to 
avoid protocol “creep” and cost increases)



Strategies to Surmount Barriers

◼ Continue to conduct impactful BSSR studies

◼ Publicize advantages of BSSR-informed trials

◼ Form interdisciplinary teams

◼ Support harmonization among the major 
DAIDS networks 

◼ Lobby NIH to require incorporation of relevant 
BSSR into therapeutics trials and networks

◼ Propose BSSR investigations within the 
networks



Long-acting Injectable ART



UW Project PREFER – A discrete choice experiment (DCE) of 
patient preferences for long-acting ART 

(R01 MH121424, MPI Graham/ Simoni)

◼ Conducted 12 key informant interviews to refine attributes and 
levels based on the full range of products in the pipeline

◼ DCE design features choices between either of two hypothetical 
LA options and current daily oral ART

◼ Developed and pilot tested a survey and DCE with 50 
participants in Seattle

◼ Conducting full DCE with 350 participants in Seattle and 350 
participants in Atlanta

◼ Will analyze final data to identify patient preferences that may 
predict uptake and associations with those preferences

◼ Will repeat process in Kenya in 2022-2024



UW Project PREFER – A discrete choice experiment (DCE) of 
patient preferences for long-acting ART 

(R01 MH121424, MPI Graham/ Simoni)



Interventions to Support Adherence to 
Long-Acting Injectable ART

22 May 2023

Michael Stirratt, Ph.D. Jane M. Simoni, Ph.D.
Senior Behavioral Scientist Chair, ACTG Behavioral Science Sub-
Committee

NIMH Division of AIDS Research University of Washington

ACTG ARTS TSG Presentation

March 7, 2023



The science of behavior change:
Use theory to guide interventions

42

Examples of intervention 
targets/approaches

Education/Information
Skills training
Mental health

Monitoring/feedback
Conditional incentives
Motivational interviewing

Housing
Transportation
Stigma reduction

“COM-B Model”

Michie 2011 Implement Sci



Offer multiple forms of support in combination: 
“Monotherapy” is not effective for ART, and the same is true with 
behavioral support. 

Meet deeper needs: 
People with adherence and care retention challenges often have 
comorbid concerns including issues with mental health, substance 
use, and housing. 

Principles for Reaching
the “Hardly Reached”

43



Options for combination support
Strategy Approaches Resources 

(staffing; 
cost)

Use standard tools Regularly updated contact info/locator forms
Appointment reminders and travel reimbursement

Low

Enhance motivation Rapid point-of-care feedback on VL or drug levels
Conditional financial incentives for appt attendance 
(lottery)

Medium

Meet “deeper 
needs”

Case management services
Outreach workers for regular contact, patient 
navigation & no-show follow-up

High

Pioneer community-
based care delivery

Community-based delivery of long-acting ART (via 
home visits, mobile vans, or socially-oriented 
“adherence clubs”)

High



Thank You



Jane Simoni
jsimoni@uw.edu


