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Goals of this 
webinar

To equip you to: 
Conduct meaningful 
and rigorous 
community-
engaged 
randomized 
controlled trials.  



The Research 
Process



• CBPR Defined:

• W.K Kellogg- Community Health 
Scholars Program

• A collaborative approach to 
research that equitably involves 
all partners in the research 
process and recognizes the 
unique strengths that each 
brings. CBPR begins with a 
research topic of importance to 
the community and has the aim 
of combining knowledge with 
action and achieving social 
change.

• CBPR involves community 
partners at all stages of the 
research process.

• Roots: 1940 Social and Political 
Movements

• Kurt Lewin Action Research
• Supported by Dr. Paulo Freire in the 

1970s



CBPR Principles



Benefits of CBPR

• Increases accurate and culturally 
sensitive interpretation of 
findings 

• Facilitates effective dissemination 
of findings to impact public 
health and policy

• Increases translation of 
evidence-based research into 
sustainable community change

• Provides resources and benefits 
to communities

• Joins partners with diverse 
expertise

• Increases research trust
• Provides equity, not equality

– The people who need to 
be heard the most gets a 
louder voice



Handley et al., 2010      Community Engaged Research Guide        www.ctsl.ucsf.edu/research/community











NIH  Report on CE and 
Clinical Research



Framework 
for Clinical 
Research 

Engagement



Questions so far?



Applying 
community 

engagement to 
randomized 

controlled trials



Features of randomized controlled trials

Prospective with rigor, reproducibility, masking, randomization, standardized protocols, 
control condition
Open science: trial registration, protocol/statistical analysis plan, data sharing, 
funding/conflicts of interest
Introduction: background & rationale, specific objectives
Methods: patient/public involvement, trial design, changes to trial protocol, setting, 
eligibility criteria, intervention & comparator, outcomes, harms, sample size, 
randomization, masking, statistical methods
Results: Participant flow diagram, recruitment, intervention & comparator delivery, 
baseline data, numbers analyzed, outcomes and estimation, harms, ancillary analyses
Discussion: interpretation, limitations.  



Continuum of community engagement in research

Key et al., 2019. The continuum of community engagement in research: A roadmap for understanding and 
assessing progress.  Prog Community Health Partnersh 13(4):427-434. 



It’s OK to mix and match
No comm 

involvement
Comm 

informed
Comm 

consultation
Comm 

participation
Comm 

initiated
CBPR Community 

driven/led

Idea to have a trial X
Awareness of funding opportunity X
Why the project matters: 
background & rationale

X

Trial design X
Setting X
Eligibility X
Interventions to test X
Acceptable control condition X
Important outcomes X
Recruitment X
Interventionists X
Assessment of harm X
Analysis X
Interpretation X
Hiring X
Budget X
Letters of support X
Disseminating results X

Always feed back results!



Principles to 
maximize 

partnership 
and rigor 

1. It’s OK for different projects (or components 
within projects) to use different parts of the 
engagement continuum

  Consider situation and research question

2. PROSPECTIVE: Be extremely partnered in 
how the study is designed before you submit 
the application

3. Budgets, titles, and contributions reflect 
partnership



Misconceptions

But it’s slow!  It doesn’t 
have to be

But they are not experts 
on X, Y, Z.  Learn from 
each other.  Biosketch 
tip.

This can’t be done with 
basic science.  Yes it can



U54 MD011227 (2016-2021)

Community brought Investigators brought
Knowledge of community needs and priorities
Knowledge of interventions existing in community &  

feasibility
Awareness of other clinicians/researchers doing work in 

the area who could help
Immense social capital
Ability to get wide-ranging letters of support

Awareness of funding opportunity
Knowledge of how to write strong Center 
grants & create NIH biosketches reflecting 
partner expertise
Knowledge of research design
Collaborations with methodologists
Ability to write quickly

Origin story: community-partnered faculty job interview
Structure: fast; academic and community PIs of each project; extensive partnership; $ to 
community partners and organizations; included multiple RCTs



MIRACLE R01 MD016003 (2020-2025)

Origin story: Investigators saw opportunity to support goals of two communities.  Community and academic 
contributors (equal #s) met weekly to conceptualize, enact, and problem-solve the proposal
Structure: Community Co-Is are intervention developer and interventionists; 46% of direct cost $ to partners; 
team representativeness
Protocol: https://pmc.ncbi.nlm.nih.gov/articles/PMC9809987/

Community brought Investigators brought
Desire to re-provide and sustain previously successful 

program
2 communities created intervention materials, 

manuals, feasibility and effectiveness data for all 3 
tested interventions

Interventionists
Paper-writers

Knowledge of community wishes for program/s
Watched for appropriate funding opportunity 

announcement
Methodological and statistical expertise
Grant-writing & partner biosketch expertise
Ability to formalize and disseminate (properly credited) 

intervention manuals
Paper-writers



R01 MD016003 (2020-2025)

 

“Community” Table D2: Role to date  Role in proposed study 
AA women from 
target counties 

Developed, implemented, and tested the level 
2 intervention  
Informed the Level 1 intervention 

Inf
or

m 
all

 
int

er
ve

nti
on

 
lev

els
 

Lead level 2  intervention 
 

EPC staff, leaders Co-developed the Level 1 intervention 
Led level 3 (AIM-CCI quality bundles) inter-
vention development 

Lead level 1 and 3 (telehealth 
and quality bundles) interven-
tions 

Physicians, provid-
ers, health systems 

Provided input into the telehealth (level 1) and 
AIM-CCI quality bundle (level 3) interventions 
 

Develop mechanisms to inte-
grate Level 2 training into clini-
cal practices  

What does this look like in the grant 
application? 


		“Community”

		Table D2: Role to date

		

		Role in proposed study



		AA women from target counties

		Developed, implemented, and tested the level 2 intervention 

Informed the Level 1 intervention

		Inform all intervention levels

		Lead level 2  intervention





		EPC staff, leaders

		Co-developed the Level 1 intervention

Led level 3 (AIM-CCI quality bundles) intervention development

		

		Lead level 1 and 3 (telehealth and quality bundles) interventions



		Physicians, providers, health systems

		Provided input into the telehealth (level 1) and AIM-CCI quality bundle (level 3) interventions



		

		Develop mechanisms to integrate Level 2 training into clinical practices 









Opportunity: 

Origin story: Partners and we had been working together on >=5 related 
projects (building department, MIRACLE R01, evals of community programs, and 
digital interventions).  We coalesced next steps when NIH IMPROVE Center call 
came out.   Community, clinical, and academic partners met weekly during 
proposal period.

Structure: Formal community and academic PIs of the overall Center and every 
project/core.  There are three research projects, a community partnership core, 
and a training core

Protocol: mimiracle.org

U54 HD113291 (2023-2030)



Community brought Investigators brought
Project 1: Co-developed intervention being tested, operational 

leadership in setting in which to test
Project 2: Identified needs & priorities, “appathons” providing 

intervention modules for this RCT
Project 3: Developed and tested guidelines being scaled in 

this randomized implementation trial, knowledge and data 
on what has worked well in previous implementation efforts 

Community partnership core: Decades of skill in partnership 
and strong community networks in maternal health

Training core: Experience training community and academics 
in partnering together

Awareness of funding call
Ability to create biosketches for partners
Methodological expertise in research design, 

randomized trials, implementation science, 
statistics

Knowledge of what NIH looks for in Center grants
Ability to write and stitch pieces together
Development of platform and structure for Project 

2 intervention
Co-developed Project 1 intervention
Years of relationships with community partners

U54 HD113291 (2023-2030)

Mimiracle.org



Origin 
story



Structure: national, 4 proposed research projects + 4 pilot projects, 
methods core, administrative core with national Consortium Partners.
48 investigators, 19 institutions, 21 Consortium Partner organizations.  
Community/clinical partners are PIs/Co-Is.  

Protocol: https://nchats.org

Community brought Investigators brought
Found and enacted a practical solution to a problem in the 

field that had been unsolved for decades
Were willing to conduct the n~45,000 RCT with guidance 

from investigators
Understanding and interpretation of claims data patterns
National network of 100+ cross-sector partnerships in 

opioid prevention to approach about suicide prevention 
& relationships with them

Willingness/ability to nurture partnerships for the Center
Expertise in marketing, communications 
Interventions, settings
Opinion leaders & national network to disseminate results

Recognition of how revolutionary the solution was
Strong clinical suicide prevention experience
Decades of experience working with jails and other 

criminal and legal systems to improve health
Evidence of intervention effectiveness and risk 

algorithms from previous studies
Knowledge of the literature on evidence-based suicide 

prevention approaches
Ability to write grants, knowledge of NIMH priorities
Methodological expertise in statistics, health economics, 

biomedical informatics, implementation science, 
research design

Theory-based dissemination expertise

P50 MH127512 (2022-2027)



Start somewhere (my first R01)
Interpersonal psychotherapy (IPT) for major depression in state prisons

No comm 
involvement

Comm 
informed

Comm 
consultation

Comm 
participation

Comm 
initiated

CBPR

Community 
driven/led

Idea to have a trial X
Awareness of funding opportunity X
Why the project matters: 
background & rationale

X

Trial design X
Setting X
Eligibility X
Interventions to test X
Acceptable control condition X
Important outcomes X
Recruitment X
Interventionists X
Assessment of harm X
Analysis X
Interpretation X
Hiring X
Budget X
Letters of support X
Disseminating results X



Consider 
community 

benefit



Questions?



Contact 
Information

nchats.org
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