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Our Goals Today

1. Discuss the benefits of community-engaged
research

2. Explore a tiered approach for community
engagement based on budget and capacity

3. Learn about two successful models (PHACS
and HOPE) at two different budgets

4. Lessons learned and takeaways
Discussion and idea sharing
6. “Don’t forget the human in the data.”

o



Why does community

engagement mattere

Historical lack of Benefits of community
engagement and its partnership:
consequences. * Increased trust in research
« Deep mistrust of research Process
« Outcomes don't reflect full - Establishing new narrative for
spectrum of experiences people of color in research
with a health condition » More relevant research questions
: and sensitive data collection
« OQutcomes don’t franslate
clinically for all patients * Improved data quality
« Wasting resources on * Culturally relevant research,

materials that don't land outcomes, and resources



Question For You

What makes community
engagement meaningful and not
just a checklist item®e




Goals of community engagement

o Bi-directional communication and
partnership between researchers and
community members

o Co-shape the research so it's driven by
Issues experienced by the community

o Who is "*community''¢

« People most affected by what you are studying,
and who you hope hope will benefit from your
research

« Study participants
People w/ lived experience but not in your study
Family members/partners of study participants
Social workers or clinicians
Others who are impacted




The Tiered Model: Engagement at any Budget

=\
—_— ——

o Recognizing different budget constraints h

and different types/sizes of grant
mechanisms
o How to scale engagement over time

o Getfing creative with resources

o Start with what there is capacity for

o Flexibility is key



Health Education Community Advisory ,
and Community Board (CAB) Community Task Force (TF)
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Involvement/ Partnership
Consultation Collaboration ,
High Engagement

Less Frequent Moderate Engagement Joint and equitable decsion-making

Engagement Regular consultation with PHACS investigators

Feedback on for feedback and input

programming
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Solicit HECC feedback on Incorporate CAB Partner with CAB members Co-decide programming
program already developed members’ feedback to develop program with TF members




Tier 1: Foundational Engagement

(lower-budget options)

o Key Strategies:

» Dedicate 20-40% of existing staff member’s salary to community
engagement

« Community Advisory Board (CAB) meet every 1-3 months (virtual or in
person)
 If you have clinics, do they have CABs who can send reps to yourse
* Is there an existing instifutional CAB you could work with /[ visite

» Transparent communication to wider participants and clinical sites
(I.e., bi-annual newsletter with study updates)

- Donated gift cards as remuneration (movie theater, zoo, etc.)

» Utilize existing institutional support as much as possible
« Media/comms office, professional development opportunities, interns



Tier 1: Key Goals

o Establish relationships with
community members

* These could be study participants,
members of other CABs, social workers,
family members, etc.

o Build initial trust and dialogue

o Provide a direct feedback loop 10
engage community in highest priority
areas (given limited time and
resources)




Tier 2: Enhanced Engagement

(mid-level budget)

o Key strategies (added from Tier 1):
. ll?edica)ie part-time of more than one staff member (i.e., have co-
laisons
« Community Advisory Board (CAB) meet every month (virtual or in
person)
« Giff cards or small stipend for attending monthly calls
« Community Task Force (3-5 members) with higher engagement
throughout the month to work on tasks
« Monthly stipend for set # of hours of work per month
» Possible to engage multiingual participants (if bilingual staff)
 Hold annual in-person retreat, if possible

* Engage creative professionals (graphic design, film) even if only in
consultant capacity



Tier 2: Key Goals

o Sustain community participation and
familiarity for the full arc of your study

o Community members are full members
of study teams

o Co-develop study aims and participant
materials with community members

o Provide input for research proposals for
how to use data collected in study

o Develop selected creative resources in
collaboration with community




Tier 3: Comprehensive Engagement

(high budget, full iInfegration)

o Key strategies (added from Tier 1 + 2):

« 1-2 dedicated full-time staff for community engagement,
health communication, and graphic design
« Possible additional part-time staff
« Possibly multiple CABs depending on parficipant population
* i.e., young adults vs older adults, multiple languages
« Community Task Force (5-12 members) with higher
engagement throughout the month
« Monthly stipend for set # of hours of work per month

» Develop cross-functional team (like Health Education and
Communication Committee) of researchers and community

« Apply for grant funding as a Core or Center, or from PCORI
» Co-lead research with community members



Tier 3: Key Goals

o Use a shared-decision making model
for research planning and
Implementation (aims, participant
materials, processes)

o Embed community members on
leadership and working group teams
(I.e., voting members)

o Review all research proposals for
analyzing data collected in study

o Develop high volume of creative
resources in collaboration with
community




Other Tips

o Build CE into IRB protocol

o Options for financial compensation
 Stipend, gift card, ClinCard
« Consider those without SSN

o Recruitment

 Utilize study structure; word-of-
mouth can be best for
stigmatized conditions; ensure
diversity (including in advocacy
& lived experience)

o Language accessibility — franslation
services can be affordable

o Evaluate your programming!

o Be flexible with timing and
communication

o Choose a mascot!

o Use fun/silly icebreakers

o Balance promoting connection with business
o Where possible, have in-person opportunities
o Have a buddy system for calls

o Make them real relationships!

« Check in often, when you don't need
anything




CASE STUDY of Tier 3: Pediatric

HIV/AIDS Cohort Study (PHACS)

o POl mechanism, 3 protocols
« ~6,500 active participants
« ~$17 million / year

o 21 clinical sites, including
Puerto Rico

o 14% speak Spanish as 1+
language

o Longitudinal research into
safety of antiretroviral
medications taken in utero
or in childhood




o Health Education and
Community Core (HECC)

o 2 FTE staff: Director, Creative
Project Manager; 5 staff at 5- il LTI 0y SSNN—G_——————

Board (CAB)

10% effort Y

Involvement/ Partnership

Consultation Collaboration .
O ‘I 5 H ECC me m bers Moderate Engagement High Engagement

Less F reque nt Joint and equitable decsion-making
Engagement Regular consultation with PHACS investigators
Faaaloaa o for feedback and input

programming

o ~ 35 current and former study
participants in 3 CABs la
* YA, Adult, Spanish-speaking "o

Consultation Involvement Collaboration Partnership

ta

High Engagement

Solicit HECC feedback on Incorporate CAB Partner with CAB members Co-decide programming

O ‘I 2 C o m m U n i‘I'y TF m e m b ers program already developed members’ feedback to develop program with TF members
« $30/hour, monthly honorarium




Community Engagement in

o g FAYOR

Set overall research priorities and agenda
Examples: Reproductive health of men born
with HIV; women's mental health; stigma

Advocate for real-world impact of research
Example: Use geocoding data on social
determinants of health to advocate for equity

HECC INPUT THROUGHOUT THE
RESEARCH PROCESS

Review proposed research by investigators

Example: Consider role of life stressors/cortisol in
examining inflammation markers in pregnancy

y,

.

(Creqte educational resources supporting )

study implementation/retention
Examples: Explain vaginal and anal swabs;
address concerns with genetic research




EXAMPLE: Hair Collection Study

Hair Collection

o Asked newly delivered
moms for 100 hairs from
them and newborn

o Testing baby's exposure
to ARVs over whole
pregnancy

o Many were declining;
identified barriers and
created materials with
the Community Advisory
Board

Easy six step process

@ Takes about 2 minutes of time
@ Tiny snip of hair cut from back of the head
@ Painless

@ Sample can be stored at room temperature and
is not hazardous (hair doesn’t transmit HIV)

@ Good acceptability of collection in domestic,
international studies to date

Qe =

Braids or dreadlocks (Step 2):
Collect sample from short strands
between braids

Braids or
dreadlocks (Step 3):
Cut from thatches
between braids

Step 5: Label distal end with patient
label to be taped directly to tin foil




Hair Collection Enroliment Over Time

% of Mothers Who Donated Hair Sample from Newborn
100%

94%
80%
e 78.1%
Consulted with CAB
2
53%
35%
0%
June Dec Jan June

2014 2014 2014 2015 2016 2017



Hair Collection Papers Published

> JInfect Dis. 2021 Feb 24,;223(4):638-644. doi: 10.1093/infdis/jiaa398.

Extent of In Utero Transfer of Tenofovir From
Mother to Fetus: A Paired Analysis of Hair Specimens
Collected at Birth From a Cohort in the United States

Jillian Pintye 7, Yanling Huo 2, Deborah Kacanek 2, Kevin Zhang 3, Karen Kuncze 3,
Hideaki Okochi ¢, Monica Gandhi 3

Affiliations + expand
PMID: 32620015 PMCID: PMC7904286 DOI: 10.1093/infdis/jiaa398

Abstract

Understanding in utero transfer of antiretrovirals is critical for interpreting safety. Hair levels
measure cumulative exposure. We measured tenofovir (TFV) concentrations in hair at delivery
among women living with human immunodeficiency virus receiving TFV disoproxil fumarate-based
treatment and their infants, using liquid chromatography-tandem mass spectrometry. Among 103
mother-infant pairs, the mean log10 ratio of infant-to-maternal TFV levels was 1.08 (95%
confidence interval, .97-1.20). TFV transfer was 60% lower from mothers who had preterm
compared with term deliveries and 42% lower from mothers who had cesarean compared with
vaginal deliveries. Like prior studies assessing transfer via short-term measures (plasma, cord
blood, amniotic fluid), we found high cumulative transfer using hair.

Keywords: HIV/AIDS; antiretroviral therapy; pediatrics; perinatal; pregnancy; tenofouvir.

Observational Study > AIDS. 2021 Feb 2;35(2):267-274.
doi: 10.1097/QAD.0000000000002730.

Detectable HIV RNA in late pregnancy associated
with low tenofovir hair levels at time of delivery
among women living with HIV in the United States

3

Jillian Pintye 7, Yanling Huo 2, Deborah Kacanek 2, Kevin Zhang 2, Karen Kuncze
Hideaki Okochi 3, Monica Gandhi 3; Pediatric HIV/AIDS Cohort Study (PHACS)

Affiliations + expand
PMID: 33055571 PMCID: PMC7775322 DOI: 10.1097/QAD.0000000000002730

Abstract

Objective: We evaluated peripartum tenofovir (TFV) exposure via hair measures among women
living with HIV in the United States.

Design: Observational cohort study.

Methods: Hair samples were collected at or shortly after childbirth among mothers enrolled in the
Surveillance Monitoring for Antiretroviral Therapy Toxicities Study of the Pediatric HIV/AIDS Cohort
Study between 6/2014 and 7/2016. Among mothers receiving TFV disoproxil fumarate (TDF)-based
regimens during pregnancy, TFV hair concentrations were analyzed using liquid
chromatography/tandem mass spectrometry. Weight-normalized TFV concentrations were log10
transformed. Multivariable linear regression assessed correlates of TFV concentrations.

Results: Overall, 121 mothers on TDF-based antiretroviral therapy during pregnancy had hair

specimens tested for TFV concentrations and were included in the analysis. Median age at delivery
was 31 years [interquartile range (IQR) 26-36]; 71% self-identified as non-Hispanic black, and 10%
had unsuppressed viral loads in late pregnancy (HIV RNA = 400 copies/ml). Median time from birth



Additional Examples

Tooth Collection Disclosure Comics

Puerto Rican moms’ responses to

Tooth fairy vs El Ratoncito the image on left

Mom, if | drink some of
ur orange juice, | won't
get HIV, right?




Additional

HIV Medicines and High Blood Pressure
Disorders of Pregnancy

« There are different types of high blood pressure disorders that can develop during pregnancy.
« These are called Hypertensive Disorders of Pregnancy (HDP).
« There s little data on HDPs in pregnant persons with HIV on effective antiretroviral medications
«  We do not know whether development of HDP varies by timing and type of antiretroviral (HIV
medications) use in pregnant persons with HIV.

P

WHO PARTICIPATED

Pregnant women living with HIV and enrolled in
SMARTT (Surveillance Monitoring for ART Toxicities)
from 2015 to 2019.

N\

WHAT WE DID

We evaluated participants’ medical records to understand:

1. How common were blood pressure disorders in pregnancy?

2. Was there any connection between HDPs and either
the timing of starting ART or using a certain type of ART?

WHAT WE FOUND

o The risk of HDP was greater for people
with diabetes or who had a low CD4
count early in pregnancy.

Compared 'ro] 5%
of the general population,

1 0% of people in
the study had a
form of HDP

« The risk of HDP was also greater for
people who started taking ART after the
20th week of pregnancy.

« We found no connections between X
HDPs and any certain types of ART.

Higher viral loads in early pregnancy
was related to greater risk of HDPs.

It is important to have regular visits with your
health care provider during pregnancy to
monitor your health.

Yee LM, Jacobson DL, Haddad LB, et at. Evaluating the association of aniretroviral thr: mmune stas with M) romoe
( s anacom

fhe PHACS Health Education
Ac
hypertensive disorders of pregnancy among people with HIV. AIDS (London, Engla (2023): 1715-1725. PMID: 37260289 | eLon

ontact
‘phacs hecc loodershipdts

Creative Examples

WP]GT is Th.e
Microbiome?

: 7
Y /

SMARTT TOOTH
COLLECTION

Overview | Instruction Manual

SMARTT Study

Pediatric HIV/AIDS Cohort Study(PHACS) Network

Research Highlights
Milestone: Over 5,000 Children Enrolled

Opened 2007

[ S piics




Additional Creative Examples

HOPE

TERBO BRAIN STUDY

(&
e
to get an MRI!

llustrated by

(your name here)




CASE STUDY of Tier 2: Health Outcomes around

Pregnancy and Exposure to HIV/ARVs (HOPE)

St.Jude Children’s

o ROT mechanism e
« Utilizes PHACS infrastructure ch
« $3 million / year, 1 protocol
« Goal: 1,620 participants

o 14 clinical sites, including
Puerto Rico

o 14% speak Spanish as 15t lang,
other languages represente

o Longitudinal study of health of .........
women living with HIV over
reproductive life course (ages |
18-45) et

h
BronxCare
Health S

University of Florida Health
Science Center (Jacksonville)

Children’s Diagnostic &
Treatment Center (Ft. Lauderdale)

University of Miami



o 3 part-time community
licdisons
« ~ 5 hours per month

o Single, unified CAB with
up to 17 members
« English only
o 5 Community TF
memlbers
« $30/hour, monthly
honorarium

o 5-10% effort of HECC
Director

o 5-10% effort of Creative
Project Manager

Health Education
and Community
Committee

Community Advisory
Board (CAB)

Involvement/
Collaboration

Moderate Engagement

Community Task Force (TF)

Partnership
Consultation

Less Frequent
Engagement

Feedback on
programming

la

Low Engagement

Consultation

High Engagement

) Joint and equitable decsion-making
Regular consultation with PHACS investigators

for feedback and input

1~ ®
L]
High Engagement
Partnership

Involvement Collaboration

Solicit HECC feedback on Incorporate CAB Partner with CAB members Co-decide programming
program already developed members’ feedback to develop program with TF members




Examples from HOPE

Anal/Vaginal Swabs

o Body-inclusive images to aid in collection




Examples from HOPE

Wearable Device Study

o CAB gave extensive input on
Initial design of study and on
materials

« Addressed multiple identified
barriers to study completion
prior to launching

o Goal was to enroll 30 women in
6 months

o Enrolled 30 women in 2 months

FITBIT INSPIRE 3

FITBIT INSPIRE 3

FITBIT INSPIRE 3

GETTING

FAQs

& TROUBLESHOOTING

WEARABLES PILOT STUDY,
ay N




Impact of CE on participants

Out of 21 respondents from 2 cohorts (2021-2023 and 2023-2025):

o 18 (85%) felt they gained more knowledge about the research process

o 20 (95%) felt they gained more knowledge about PHACS/HOPE protocols

o 21 (100%) felt stronger in “being an advocate for others in my community”

o 21 (100%) felt stronger in “being an advocate for my own health”

o 21 (100%) felt stronger in “being an advocate for myself in general”

o 19 (90%) felt stronger in “feeling empowered as a study participant” (2 neutral)
o 21 (100%) felt stronger in “feeling resilient when | encounter stigma”

o 19 (90%)) felt stronger in “social support”

o 20 (95%) rated experience of Task Force participation as “very positive,” including those who left
TF before the full 2-year term had ended. (1 neutral)



Even though it was
remote, | felt my
opinion was heard
and valued. | like
how thoughtful the
team was in
seeking feedback.

Being a part of PHACS has
definitely helped me shed some
of the stigma on myself that |
didn’t know | was holding. |
was able to be open with my
partner about issues in the HIV
community and have been able
to connect on a deeper level.”

“I really enjoy having a voice in
subjects that affect those that
are like myself or within the
community of HIV. | enjoy
being able to give a different
perspective other than just a
clinical perspective. | also
cherished having the

community feel.”

“Being a part of the PHACS
community has impacted my life
in a good way. | am more
thoughtful about my health. | am
able to work with world-class
professionals, and most
importantly, |....contribute to
medical research that will
have impact on lives and
generations to come.”

One of the biggest things that
| would like to tell is seeing
our projects come full
circle. And being able to
explain to our local cab when
a new study is out the ins
and outs of that particular
study.




“All of the
participants were
part of the studies
that we were
surveyed on. |
believe that helped
our responses be
more personal.”

“Before joining the Community
Task Force, | used to be
bashful about HIV and not be
open to talking about it. Now |
share all of my knowledge with
my partner and mom and am
open about sharing my
opinions.”

“| love being a part of
real change.”

“It has allowed me to
understand studies that |
participate in better. They

make sense and | don't see
a bunch of scientists

judging my lifestyle
choices, but looking for
ways to understand me.”

“What | love about the CTF is the
sense of knowing | am heard.
It's like-minded people
exchanging thoughts on matters

that they are affected by.”




“I will never forget my
second call. | disagreed
with something that
was said and | played
the devils advocate. My
opinion was well received
and opened up others’
minds to my
perspective.”

“One of the most important
things that | love about
being apart of the
Community Task Force is
that | know that not only
my voice is being heard ,
but my local CAB
members are as well.”




Choosing the right tier for your research

o Consider possible budget and funding sources

« % staff fime, grant funding (either standalone or embedded),
institutional fundraising office

« Canincentives be donated (i.e., museum, movie theater, zoo,
bowling alley)?¢

o Assess current staff skills and expertise

« Think outside the box: who's a people person, who's bilingual, who is
a good game show host, who has tech skills, who is an artfiste

o Assess and utilize institutional support

« Admin supporte Media or communications office¢ Professional
development trainingse



Choosing the right tier for your research

o Study size, # participants, participant demographics
 Tier 1 could be appropriate for smaller study; Tier 3 for large study
» Do participants have kidse Are they young adulisg Children?
« Can you recruit via clinics, via email, etc. (IRB considerations)

o Is your study local or does it cover a large geographic area?
* This will determine in-person vs virfual meetings

o How to scale up over time
« Write community engagement into new roles you're hiring for
» Collect evaluation data where possible to make your case to funders
« Add components into new grants or funding opportunities



Overcoming challenges

IN community engagement

o Addressing skepticism from researchers and communities
« Appeal to shared values, to value-add in quantitative terms

o Limitations in disbursing payments
o Institutional limitations of disbursing stipends; consistency is key

o Ensure sustainability of engagement efforts
« Consistent staffing, frust, document processes, in-person meetings

o Tips for maintaining trust and transparency
» Create real relationships, not fransactional; respect confidentiality
 Follow through on promises, including incentives/payments
« Communicate clearly, esp with budget issues; best to tell a hard
truth than inadvertently undermine trust with sugarcoating



FURTHER RESOURCES

www.phacsstudy.org
WWW.ouUrprojectpositive.com

“Don’t forget the
human in the data.”


http://www.phacsstudy.org/
http://www.ourprojectpositive.com/

Past and Current PHACS US Clinical Sites

Ann & Robert Lurie Children’s Hospital of Chicago

Baylor College of Medicine

BronxCare Health System

Children's Diagnostic & Treatment Center
Children’s Hospital, Boston

Children’s Hospital of Philadelphia
Harvard T.H. Chan School of Public Health
Jacobi Medical Center

New York University School of Medicine
St. Christopher’s Hospital for Children

St. Jude Children's Research Hospital

San Juan Hospital/Department of Pediatrics

SUNY Downstate Medical Center

SUNY Stony Brook

Tulane University Health Sciences Center
University of Alabama, Birmingham
University of California, San Diego
University of Colorado Health Sciences Center
University of Florida/Jacksonville
University of lllinois, Chicago

University of Maryland, Baltimore
Rutgers- New Jersey Medical School
University of Miami

University of Southern California

University of Puerto Rico Medical Center



PHACS is funded by:

m National Institutes of Health

Under cooperative agreements HD052102 (Harvard T.H. Chan School of
Public Health), HD052104 (Tulane University School of Medicine), and
POTHD103133 (Harvard T.H. Chan School of Public Health for the Pediatric
HIV/AIDS Cohort Study (PHACS) 2020).

We thank the study participants, clinical sites,
PHACS Community Advisory Board, Frontier
Science, and Westat.




REACH OUT

Claire Berman:
www.ClaireABerman.com
claireberman@gmail.com

Amanda Flores:
amanda.caitlin.flores@gmail.com
Website coming soon!

Kimbrae S:
Kimbraels@gmail.com



http://www.claireaberman.com/
mailto:claireberman@gmail.com
mailto:amanda.caitlin.flores@gmail.com
mailto:kimbraels@gmail.com
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