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About the Report Cover
During a study team meeting, co-investigator Mei-Ling Isaacs proposed a fish as a metaphor to represent communities
in research that strongly resonated with the rest of the team.

[ imagined. . .the outline of a fish. You have that main bone going all the way from the tail all to the head. And
connecting to all these outlying bones...there are similarities, which was the main bone of the fish, leading from the
beginning, the tail to the head...it signals everyone is on a developmental line, ending with what we consider self-
determination. And what are those main things that we’re all trying to do here? It has to do with research, need,
protection, authority, advocacy, and making it all work. Because the whole fish is really ‘research’ and how we can
make life better for all of us. The whole fish really is bringing together our communities with science and scientists.

In thinking about the shared guiding core values of the “fish”, team members spoke about the importance of communi-
cation, advocacy, community-centeredness, protection, cultural appropriateness, self-determination, and transparency.
The fish metaphor further touched upon the importance of a healthy environment, or as one study member shared, “we
had to be careful what you put in the water so that it promotes growth and healthfulness and thriving and try to eliminate
the toxicity.”

Continuing with the fish metaphor, the study team displayed an interactive poster at Community-Campus Partnerships
for Health’s 13* International Conference, April 30-May 3, 2014 in Chicago, IL. We asked conference attendees that
walked by to write on a colored construction paper fish what matters to them in ensuring that community-engaged
research is done right. The photo on the cover of this report shows the result. The core values and practices that resonated
with the study team were echoed and expanded upon by the more than forty people who participated. Their responses
included:

* Nothing about us without us!

* We don’t work for free.

e All the community-based participatory research work must lead to change...policy, systems, institutional or social
change.

* Listen to the community. Respect the people. Show up. Follow through.

A copy of the poster along with a complete list of participants’ responses can be found at:
https://ccph.memberclicks.net/conference-presentations.
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About the Co-Sponsoring Organizations

Community-Campus Partnerships for Health (CCPH) is a national non-profit membership organization that
promotes health equity and social justice through partnerships between communities and academic institutions,
including those that involve research. CCPH’s strategic goals are to leverage the knowledge, wisdom and experience
in communities and in academic institutions to solve pressing health, social, environmental and economic challenges;
ensure that community-driven social change is central to the work of community-academic partnerships; and build
the capacity of communities and academic institutions to engage each other in partnerships that balance power, share
resources, and work towards systems change. http://ccph.info

The University of New England School of Social Work embraces a comprehensive definition of health as a state
of complete physical, emotional, social, and spiritual well-being and not merely the absence of disease or infirmity. We
believe that health, defined in this way, is a universal right. The majority of human suffering is embedded in inequity
in the distribution of resources, with vulnerable populations at greatest risk. Thus, our focus is on changing those
structures and relationships that foster the inequities that undermine the promotion of health. The School realizes this
goal by teaching empowering theories for practice and developing collaborative relationships based on mutuality and

respect, at all levels, from direct practice to societal movements. http://www.une.edu/wchp/socialwork

The Center for Community Health Education Research and Service, Inc. (CCHERS) is a community-based
organization that is a community/academic partnership established in 1991 with a $6 million grant from the W.K.
Kellogg Foundation’s Community Partnerships in Health Professions Education initiative. The partnership is comprised
of Boston Medical Center, the Boston Public Health Commission, Boston University School of Medicine, Northeastern
University Bouvé College of Health Sciences and an established network of fifteen community health centers serving
the racially and ethnically diverse populations of the City. Northeastern University serves as its host institution and

sustaining partner. http://cchers.org

The Galveston Island Community Research Advisory Committee (GICRAC) is the brainchild of a devoted
community researcher and concerned community members in Galveston, TX. Serving as gatekeepers for the health
and well being of the African American community in the Galveston County area, GICRAC strives to bridge the
gap between community and research through bidirectional education and meaningful and relative engagement in
community-based participatory research activities.

Guam Communications Network (GCN) facilitates increased public awareness of the issues concerning the Chamorro
people and culture through education, coalition building and advocacy. While we focus our efforts on the Chamorro
community, we collaborate with other community-based service organizations in order to foster solidarity in our diverse
communities and work together toward common goals. http://www.guamcomnet.org/

Papa Ola Lokahi’s (POL) mission is to improve the health status and wellbeing of Native Hawaiians and others by
advocating for, initiating and maintaining culturally appropriate strategic actions aimed at improving the physical,
mental and spiritual health of Native Hawaiians and their ‘ohana (families) and empowering them to determine their
own destinies. One of its programs, POL Institutional Review Board (IRB), seeks to offer community and cultural
perspectives that are lacking in other IRBs, an objective that is critical in light of the distrust by Native Hawaiians of
researchers and the research process. The POL-IRB recognizes that, despite past wrongs, research focused on improving

health programs is valuable for Native Hawaiian communities. http://www.papaolalokahi.org/

Special Service for Groups (SSG) is a nonprofit multi-service agency incorporated in 1952 that serves some of the
hardest-to-reach populations across Los Angeles County. Since 2003, our Research and Evaluation Unit works with
other nonprofit organizations and community members to collect and analyze information they need for planning and
action. We believe that information is power, and we invest in developing these research skills within our communities.
To this end, SSG established an Institutional Review Board in 2004 to ensure ethical research practices and equity

between academic researchers and community members. http://www.ssgmain.org/
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Glossary of Frequently Used Acronyms and Terms

The Collaborative Institutional Training Initiative (CITI): The CITI Program at the University of Miami
is a leading provider of research ethics education content in the United States. Its mission is to promote the
public’s trust in the research enterprise by providing high quality, peer reviewed, web based, research education
materials to enhance the integrity and professionalism of investigators and staff conducting research. https://
wWww.citiprogram.org/

Community-Based Participatory Research (CBPR): CBPR is 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. (W.K. Kellogg Foundation, 2001).

heep://cbpreurriculum.info

Community-Engaged Research (CEnR): In research, community engagement is a process of inclusive
participation that supports mutual respect of values, strategies and actions for authentic partnership of people
afhliated with or self-identified by geographic proximity, special interest or similar situations to address issues
affecting the well-being of the community of focus. Community engagement is a core element of any research
effort involving communities. It requires academic members to become part of the community and commu-
nity members to become part of the research team, thereby creating a unique working and learning environ-
ment before, during and after the research (NIH Council of Public Representatives, 2008). http://www.nih.
gov/about/copr/reports/index.htm

Community Review Process (CRP): An abbreviation used throughout this report referring to a commu-
nity-based process for research ethics review, including federally recognized community-based institutional
review boards as well as community-based research review boards and committees.

Federalwide Assurance of Compliance (FWA): The FWA is a contract that an organization signs with the
federal government allowing research involving human subjects to take place. It is the only type of assurance of
compliance accepted and approved by the U.S. Office of Human Research Protections for institutions engaged
in non-exempt human subjects research conducted or supported by the U.S. Department of Health and

Human Services. Under an FWA, an institution commits to HHS that it will comply with the requirements
set forth in 45 CFR part 46, as well as the Terms of Assurance (HHS, 2011). http://answers.hhs.gov/ohrp/

questions/7142

Institutional review board (IRB): An IRB is a committee established to review and approve research involving
human participants. The purpose of the IRB is to ensure that all research involving human participants be
conducted in accordance with all federal, institutional, and ethical guidelines. In the United States, IRBs are
regulated by the U.S. Department of Health and Human Services. http://hhs.gov/ohrp

Public Responsibility in Medicine & Research (PRIM&R): PRIM&R is a non-profit organization with a
global membership comprised of those working with research ethics, human research participant protections,
animal care and use, and biosafety that advances the highest ethical standards in the conduct of biomedical,
behavioral, and social science research through education, membership services, professional certification,
public policy initiatives, and community building. http://primr.org
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The National Collaborative Study of Community-
Based Processes for Research Ethics Review

Nancy Shore, Alice Park, Paige Castro, Eric Wat, Lola Sablan-Santos, Mei-Ling
Isaacs, ElImer Freeman, John M. Cooks, Elaine Drew and Sarena D. Seifer

ommunity engagement is increasingly

recognized by research funding agencies,

researchers and community groups as
an integral component of clinical and transla-
tional research, health disparities research and
patient-centered outcomes research.''® Substantial
federal
research, including the National Center for
Advancing Translational Sciences’ Clinical and
Translational Science Award (CTSA) program
and the National Institute of Minority Health
and Health Disparities Community-Based
Participatory Research (CBPR) initiative, are

investments in community-engaged

bringing critical research ethics issues to the fore
along with the need for processes, structures and

guidance to address them.""?

Community-engaged research (CEnR) represents
a shift from viewing individual community
members as research subjects to engaging commu-
nity members and the organizations that represent
or serve them as research partners.’*>31° Institution-
based Institutional Review Boards (IRBs), designed
to protect the rights and welfare of individual
study participants, are less equipped to protect
the rights and welfare of communities involved in
research.'*?® Specifically, the Belmont principles
that guide IRBs do not cover the wide range of
ethical issues that arise in CEnR, and thus insti-
tutional IRBs may not provide a thorough ethical
analysis.”'® For example, missing in the Belmont
Report are the CEnR ethical principles of commu-
nity relevance, participation, and benefit. The
forms that guide institutional IRB reviews are also
telling. In a content analysis of 30 university-based
IRB application forms, community considerations
were often missing.Although all of the forms
reviewed inquired about scientific rationale, none
queried the community’s perspectives regarding

& @<

the justification for the study or how barriers to
community participation could be minimized.
Only 4 forms asked about community or societal
level risks and benefits, and only 5 inquired how
the findings would be disseminated. Further, stud-
ies of community-engaged researchers’ experiences
with institutional IRB review reveal significant
concerns about their consideration of partnership
processes and community impacts.'®?° They find,
for example, that institutional IRBs focus on how
a study contributes to the scientific knowledge base
or to society at large but do not usually consider
what the benefits may be, if any, for the involved
community.

With the substantial federal investments being
made in CEnR, more community groups are being
approached by researchers who want to conduct
research in their communities, and more commu-
nity groups are initiating their own research.”> On
one level, the funding for CEnR is a welcomed sign
that it is being viewed as a rigorous, legitimate and
effective approach to research. On another level, it
raises genuine concerns in communities that have
been harmed by research and have experienced
CEnR in practice as no more than being expected
to recruit participants into investigator-initiated
and designed clinical trials.?* To ensure the ethics
and integrity of the research in which they and
their communities are engaged, a growing number
of community groups and Tribes have developed
their own research ethics review processes that
operate independently or in conjunction with
institutional IRBs.!% 2331, 3738

There appears to be growing interest among
community groups in developing communi-
ty-based processes for research review. In the first
systematic study of these processes, investigators
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from Community-Campus Partnerships  for
Health (CCPH) and the University of New
England (UNE) in 2009 identified 109 commu-
nity groups across the U.S. with such processes in
place, described their challenges and benefits, and
documented the ethical issues they consider that
institutional IRBs normally do not.*> * Findings
from the study, supported by a grant from the
Greenwall Foundation, revealed the important role
these processes could play in ensuring the ethics
and integrity of CEnR. The study not only identi-
fied 109 operational processes, but also 30 more in
development.*

Additional evidence pointing to how community
groups have a growing interest in the development
of community-based review processes (CRPs)
includes the outcomes of the National Community
Partner Forums on Community Engaged
Research held in December 2011, December 2012
and April 2014. Approximately 300 community
partners who attended these events indicated that
“community review of proposed research” was
among their four top-ranked priority topics for
discussion. All the forums offered skill-building
workshops on community research review. The
workshops subsequently led to consultations with
several emerging community IRBs. Additionally,
the Community Network for Research Equity and
Impact, a national network of about 300 commu-
nity research partners that grew out of the first
two forums, released a report in February 2013
that includes among its seven recommendations:
“Funding is needed to support the start-up and
continued operations of community IRBs and
community-based research review boards. These
entities — accountable to the communities they
serve and represent — play critical roles in ensur-
ing that community risks, benefits and feasibility
of proposed research are carefully considered.”
National organizations that represent community
groups are also identifying community review of
research as a priority for their members.?*¢

& @<

In order to more fully understand the operations
and impact of CRPs, CCPH and UNE part-
nered with five community-based organizations
(CBOs) that participated in the Greenwall study
to conduct in-depth case studies of their review
processes and analyze the cases for cross-cutting
themes and recommendations (see Table 1). These
review processes were selected based on their
interest in the study as well as diversity in their
geography, racial/ethnic makeup of communities
served, research areas, and type of review process.
Supported with R21 grant funds awarded in 2012
from the National Institute of Environmental
Health Sciences, the National Collaborative Study
of Community-Based Processes for Research Ethics
Review sought to answer these critical questions:

Critical Questions

v" What are the structures and functions
of community review processes?

v" What are the core issues assessed during
their reviews of research?

v" How do these considerations compare

to those typically assessed by institu-
tional IRBs?

v' What kinds of relationships exist
between these
processes and institutional IRBs?

community review

v What are the review processes” benefits
and impacts?

v' What challenges do these review
processes encounter?

Page 3
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The National Collaborative Study of Community-Based Processes for Research Ethics Review

Table 1. Community-Based Study Partners

Name of Organization

Location

Type of CRP

Center for Community Health Education
Research and Service, Inc. (CCHERS)

Boston, MA

Emerging review committee

Galveston Island Community Research
Advisory Committee (GICRAC)

Galveston Island, TX

Research review committee

Guam Communications Network (GCN)

Long Beach, CA

Research review committee

Papa Ola Lokahi (POL)

Honolulu, HI

Community IRB

Special Service for Groups (SSG)

Los Angeles, CA

Community IRB

Study Team & Methods

The National Collaborative Study team is comprised
of Principal Investigators from CCPH (Seifer) and
UNE (Shore), co-investigators from each of the 5
CBO partners (Cooks, Freeman, Isaacs, Sablan-
Santos and Wat), a research coordinator (Park) and
research assistant (Castro) based at CCPH, and a
consultant (Drew). The study was reviewed and
approved by four of the review processes partici-
pating in the study, deemed exempt by the UNE
IRB, and the final partner’s university-based IRB
secured an IRB Authorization Agreement with
UNE allowing them to rely upon UNE’s determi-

nation of exemption.

Between October 2012 and May 2013, the team
gathered data from key stakeholders from each
community-based review process, including indi-
viduals who provide leadership and support for the
review process, reviewers, and research teams who
utilized the review process within the past six years.
Data collection included the following for each
of the case studies: 1) structured interviews with
review administrators and chairs 2) a focus group
with reviewers and 3) review of key documents
guiding the review process. In addition, structured

@<

interviews were conducted with researchers for the
four sites with an operating community review
process and an observation of a review meeting
was completed for two sites. The focus groups,
interviews with administrators and chairs, and
meeting observations were conducted in-person
during site visits. The researcher interviews were
conducted by phone.

For the data analysis, audio recordings of each
interview and focus group were transcribed and
analyzed using NVivo, a qualitative analysis soft-
ware. The study PIs and study staff analyzed each
transcript, identifying themes and sub-themes.
The PIs, study staff and study partners engaged in
ongoing discussion and reflection of the themes
identified across the different study materials (i.e.,
interview and focus group transcripts) and their
meaning. Exemplifying quotes as well as unique
or contradictory information were highlighted.
Ongoing discussion occurred to verify and build
upon data interpretation. Based on the analysis,
each study partner worked with the PIs and study
staff to draft their own case study report.

The study team convened for a two-day meeting
in October 2013 to discuss the similarities and
differences across the individual case studies, and
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to formulate recommendations for 1) community
groups wanting to develop or strengthen their
own review process, 2) institutional IRBs, 3)
policy makers and 4) funders. The discussion was

Our main audience for this report is CBOs that
are interested in developing or strengthening a
research review process. By packaging these pieces
together, our aim is provide CBOs with a rich set

of review process examples, promising practices,
and key considerations that can inform their work.

Contact Information

Community-Campus Partnerships for Health
1107 NE 45th Street, Suite 400

Seattle, WA 98195-4809

(206) 666-3406

info@ccph.info
http://ccph.info

guided by a set of key questions identified by the
study team. The data analysis followed the same
approach used in the individual case studies.

Overview of this Report

This report presents the results of the National

Collaborative Study and is comprised of four

components:

* A glossary of frequently used acronyms and
terms;

e 'This introduction, which explains the study
rationale and methods;

e Each of the 5 case studies; and

* 'The results of the cross-case analysis.

Citation

Shore N, Park A, Castro C, Cooks JM, Freeman E, Isaacs ML, Sablan-Santos L, Wat E, Drew E, Seifer
SD. The National Collaborative Study of Community-Based Processes for Research Ethics Review: A
Cross-Case Analysis. In: Shore N, Park A, Castro P, Wat E, Sablan-Santos L, Isaacs ML, Freeman E,
Cooks JM, Drew E, Seifer SD. Redefining Research Ethics Review: Case Studies of Five Community-
Led Models. Seattle, WA: Community-Campus Partnerships for Health, 2014.
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Papa Ola Lokahi’s Institutional Review Board:

Serving to Protect Native Hawaiians while Advancing
Health Research

Mei-Ling Isaacs, Nancy Shore, Alice Park and Sarena D. Seifer

In the back of the room [at an ethics training] this woman raises her hand. ..and she says, ‘by ethics
do you mean if a researcher like a genetic researcher came into our community and wanted to
take blood samples and skin samples to do a genetic study, does that person need to have informed

consent?’

...[The ethics trainer] said ‘yes you do.”

And she said ‘well our family was told they have a genetic disease that is incurable, there’s no treatment
and researchers and doctors came and took blood and skin samples at our family reunion. We haven't
heard from them in two years. We don’t know where it is, what's going on. They just disappeared.’

These are really innocent people and they were going oh wow maybe there’s a cure as they have
known about this since 1860 as there tends to be this recurrence of a physical disability among
certain family members at a young age and they die usually by 40.

of Papa Ola Lokahi’s (POLs) commitment
to protect and empower Native Hawaiian
communities to ensure ethical research. POLs

S tories such as this underscore the importance

federally registered Institutional Review Board
(IRB) reviews research with a commitment to
apply both the human participant federal regula-
tory considerations expected of IRBs AND a deep
understanding of Native Hawaiian communities.
This case study report provides an overview of POL
including the history behind the development of
its IRB, how it operates, as well as its successes
and challenges. The report furthermore looks at
how POL-IRB compares to institutional IRBs,
as well as its relationship with these IRBs. The
report concludes with a set of recommendations
for community and institutional IRBs. The report
is based upon findings from an analysis conducted
in 2013 of key documents guiding POL-IRB,
an observation of a POL-IRB meeting, a focus
group conducted with seven POL-IRB reviewers,

@<

-POL-IRB Administrator

and separate interviews with 1) the POL-IRB
Administrator, 2) the POL-IRB Chair, and 3)
three researchers who submitted their protocol
to both POL-IRB and an institutional IRB. This
case study is one of five conducted as part of the
National Collaborative Study of Community-
Based Processes for Research Ethics Review. The
study aims and methods are further described in
the first chapter of this report.!

Overview of POL

Papa Ola Lokahi (POL) is a 501(c)3 non-profit
organization in Honolulu, HI founded in 1988 to
improve the health status and wellbeing of Native
Hawaiians and others by advocating for, initiating
and maintaining culturally appropriate strategic
actions aimed at improving the physical, mental
and spiritual health of Native Hawaiians and
their ‘ohana (families) and empowering them to

Yy

Page 9



Redefining Research Ethics Review: Case Studies of Five Community-Led Models

determine their own destinies. Native Hawaiians
refer to individuals who can trace their ancestry
to Hawaii prior to western contact. Through its
Research, Education and Training Department,
POL provides an infrastructure for health research,
education, and training programs that addresses
the disproportionate burden of chronic diseases
among Native Hawaiians. POLs research infra-
structure includes: a clearinghouse for research
and training opportunities, resources, and publica-
tions regarding Native Hawaiians health; stipends
and internships for Na Liko Noelo, “budding
Hawaiian researchers” in cancer prevention and
control; training and mentorship in cancer epide-
miology, research design and methods, proposal
development and implementation, evaluation, and
publications; advocacy and technical assistance
to operationalize community-based participatory
research (CBPR) methods; and administration of
its federally registered POL-IRB.

Overview of POL-IRB

History of review process

‘Imi Hale, POL program funded by the National
Cancer Institute (NCI) in 2000, provided an
educational platform to develop Native Hawaiian
researchers and to educate Native Hawaiian
communities about cancer prevention and control.
These budding researchers needed an IRB that
understood and supported culturally relevant and
tailored research in Native Hawaiian communi-
ties, and Native Hawaiian communities wanted to
understand their role as partners and advisors to
these researchers. The POL-IRB was established to
provide the greater community with an IRB that
had the capacity to educate researchers planning
to do research in Native Hawaiian communities.
The IRB reviews protocols of direct interest to
Native Hawaiians. Groups or organizations that
submit protocols to POL are the 5 Native Hawaiian
Health Care Systems (NHHCS) centers, Tmi Hale

Community Cancer Network, the University of

& @<

Hawaii (the Department of Native Hawaiian Health
and the RMATRIX Research Group), Chaminade
University, Queen Medical Center (in partner-
ship with Tmi Hale), and the Hawaii Youth Drug
Coalition. POL-IRB also reviews studies funded
by POL. POL-IRB Fact Sheet (2013) states “with
initial technical assistance from the Indian Health
Service IRB and ongoing guidance from the NIH
Office for Human Research Protection (OHRP),
the POL-IRB held its first meeting on May 10,
2000.” POL-IRB meets on an as needed basis, with
approximately 26 protocols reviewed each year.

The POL-IRB Fact Sheet indicates that, “the
purpose of the POL-IRB is to maximize the
benefits and minimize the risks of research in
Native Hawaiian individuals and communities.
Additionally it was recognized that existing IRBs
within the state of Hawaii were inappropriate to
address the needs of the Native Hawaiian Health
Care Systems and lacking in awareness of potential
harms to Native Hawaiian communities.” Another
aim of POL-IRB is to educate Native Hawaiian
researchers to build capacity within communities
to participate in and partner with research projects
that address existing community health concerns.

The goals of the POL-IRB are to protect Native
Hawaiian communities from exploitive and
demeaning protocols by:

* Increasing cultural awareness of the researcher
and opening pathways in which the Native
Hawaiian community can assist, advise, and
partner with the researcher.

* Delving into the implications of the scientific
construct, especially for genetic studies, and
determine cultural safeguards.

* Increasing knowledge, building collabora-
tion and improving upon relationships with
universities and other educational groups who
conduct research among Native Hawaiians.

* Educating independent researchers who plan to
do research in Native Hawaiian communities.

Yy
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The POL-IRB has developed policies to guide its
work and address concerns of Native communities,
such as group harm and participation in genetic
studies. Several key documents are discussed
below. Please contact the POL-IRB Administrator
to request copies of policies and forms specific to
the review submission and overall process. The
Administrator’s contact information is listed at the
bottom of this report.

IRB application

POL-IRB’s application orients the researcher by
including its mission statement in the application
instructions: “To make sure human participant
research on Native Hawaiians and all related
activities are done in a respectful, culturally appro-
priate, ethically, and legally responsible manner.”
Also included in the written instructions is a
timeline for the review process, indicating that
researchers must submit their materials at least
four weeks prior to the scheduled IRB meeting.
Researchers must respond to all questions and
submit required attachments including certifica-
tion of Human Subjects Protection training. The
instructions mirror content one would expect to
see in institutional IRBs (i.e., “consent form may
only be used if it has been date stamped,” “actual
instruments that are going to be used must be
reviewed, current and up-to-date copies must be
included.”) Perhaps unique to POL-IRB is the
request to see feedback from any other involved
IRBs, and the recommendation to share its
“Participant Bill of Rights” with potential partic-
ipants prior to their signing informed consent
documents. The “Participant Bill of Rights”
reiterates content usually required in informed
consent documents, per the human participants
federal regulations and standard IRB practices.
As an example, one point states that participants
have the right to “refuse to participate, for any

@<

reason, before and after the research study has
started.” POL-IRB adopted this document from
the Indian Health Services IRB.

The actual application consists of eight over-
arching questions, which require the applicant
to reflect on questions traditionally included in
institutional IRB forms. These include questions
requiring the applicant to “outline objectives and
methods” as well as “summarize all involvement
of humans in this [research] project (who, how
many, age, sex, length of involvement, frequency,
etc.) and the procedures they will be exposed to.”
In terms of questions related to potential harm
and benefits, the application primarily asks the
researchers to reflect on individual-level consider-
ations. More specifically the application questions
are:

* How will you detect if greater harm is accruing
to your subjects than you anticipated? What
will you do if such increased risk is detected?

* Briefly describe the benefits that will accrue to
each human subject or to mankind in general,
as a result of the individual’s participation in
the project, so that the committee can assess
the risk benefit/ratio.

Although not specified within the application
researchers complete for POL-IRB review, the
review process itself clearly examines commu-
nity-level concerns. Of note, the POL-IRB
Reviewer Checklist prompts the IRB reviewer to
assess whether the proposed research will “comply
with best practices and POL policies.” As part
of their determination, reviewers must answer:
“Does it minimize harms and maximize benefits
to Native Hawaiians by Participatory Research?”
Verbatim sub-parts to this question are: Whether
or not participatory research, does the research
plan to: 1) work with communities to identify
and minimize harms, 2) report timely results
to the communities and POL, and 3) have the
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POL review all publications? Community-level
concerns are included in the continuing review/
final report form that researchers complete,
specifically within Part C-Presentations and/or
Reports. This form asks researchers to report on
how findings and/or progress have been shared
with various audiences including NHHCS orga-
nizations, other Native Hawaiian communities,
lay groups, as well as research participants or
their families. Researchers are asked a similar set
of questions in the Status Report and Renewal
Application Report Form.

IRB administrator

Central to the functioning of the POL-IRB is a
0.5 FTE IRB Administrator. Across several of the
documents the “required characteristics/consider-
ations/charges” for the IRB Administrator position
are spelled out. Some of these qualities are specific
to Working at POL, given its mission statement.
These include knowledge of Native Hawaiian
communities and culture, and knowledge of
Native Hawaiian health and concerns that affect
minority populations.

The current IRB Administrator was asked to
recall what were the qualifications and experi-
ences discussed when she applied for the position.
Examples of the requirements and “characteristics”
recalled included someone with an understanding
of Native Hawaiian culture, as well as someone
who practices these traditions. The ideal candidate
also needed to have relationships with communi-
ties residing on the different islands and training
in public health specific to Native Hawaiians.

The IRB Administrator’s responsibilities are to:

* Opversee, manage, and evaluate assigned projects
and programs for Papa Ola Lokahi.

* Provide training and technical assistance in
program management and evaluation to Papa

Ola Lokahi board members and staff, Native
Hawaiian community, and the general public.

& @<

* Initiate research and training projects in conjunc-
tion with Papa Ola Lokahi Research Director.

* Seek funding through grants to support Papa
Ola Lokahi sponsored projects and programs.

* Provide ongoing education on CBPR to
Residents/Interns and  first  year medical
students on how to work with Native Hawaiian
communities.

The IRB Administrator is involved in a wide
range of activities, including serving on task
forces assigned by the Executive Director. The
reporting structure at POL mandates that the
IRB Administrator report to the Executive
The Executive Director in turn is
responsible for key actions including, but not
limited to, handling appeals to IRB decisions,
making final determination on IRB membership,
removing IRB members as needed, and designat-
ing the IRB chair and vice-chair. As explained by
the IRB Administrator, this structure is appro-
priate for community-based IRBs given that the
Executive Director is responsible for keeping the
organization afloat and remaining responsive to
the “board, community people, and the feds.” At
times this includes navigating challenges when
the IRB’s decisions are contested or questioned.
As the IRB Administrator shared, the potential
exists for the “IRB to be a trigger for political
things in the community.”

Director.

POL staffing specific to its IRB also includes one
half-time Program Administrator. This position
reports directly to the IRB Administrator. The
Program Administrator is responsible for a wide
range of supportive activities including maintain-
ing documentation of IRB activities, retaining
records in accordance with Code of Federal
Regulations, preparing for and documenting
IRB meetings, as well as maintaining the IRB
database. Qualifications for this position include
“knowledge of Native Hawaiian communities
and cultures.”
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Type of research reviewed

The POL-IRB reviews research involving Native
Hawaiians on diverse topics including behavioral
health, diet, exercise, traditional healing, cancer,
mental health issues, transgender populations,
epigenetics, and genetics. Involvement of Native
Hawaiians must be justifiable, or as the POL-IRB
Policies and Procedures states “there shall be sufh-
cient reason for the proposed research in NH [Native
Hawaiian] community populations as opposed to
conducting the research in non-Native groups.”
The reviewed protocols do not always focus solely
on Native Hawaiians. As an example, POL-IRB
reviewed an exercise protocol for an elementary
school. The protocol did not solely focus on the
Native Hawaiian children, but POL-IRB opted to
review given there was a large population of Native
Hawaiian families at the school.

Membership

Community members sit side by side with scientists
and health professionals on the IRB with equal
weight given to their mana'o (thoughts). As the
IRB Fact Sheet states, “because of the underlying
principal of POL and the NHHCS is to promote
the self-determination and cultural integrity of
Native Hawaiian people, the POL-IRB includes
Native Hawaiian members, whose concerns are
primarily in nonscientific areas, and specifically
in the culture and social situations of Native
Hawaiians.” Members receive NCI and NITH certi-
fication in research ethics, and hold 5 year stag-
gered terms. New members are further prepared to
review protocols by observing a POL-IRB meeting
prior to becoming a voting member. New members
are also given a binder of key human participant
regulatory and POL specific documents, and are
oriented by the IRB Administrator.

Members are recruited in part through recom-
mendations from Native Hawaiian communities,

& @<

current POL-IRB members, and Papa Ola
Lokahi. Per the POL-IRB Fact Sheet, “members
are selected for their expertise in one or more of
the following fields: 1) Native Hawaiian cultural
beliefs and practices; 2) biomedical research; 3)
behavioral research; 4) medicine (allopathic); 5)
public health and 6) legal. Additionally, members
come with local expertise regarding their islands
or catchment areas.” POLs policies further require
that at a minimum 50% of the membership
must be of Native Hawaiian ancestry. Currently
POL-IRB exceeds this minimum with over 80%
of its membership being Native Hawaiian. As one
reviewer shared, the “prized group” is the akamai.
These are cultural practitioners or individuals who
are “culturally astute...[and] know what’s going
on in the community.” Two reviewers shared why

they believed they were recruited to serve on the
POL-IRB:

I was asked to join by Uncle. My background
is not medicine at all or health. I think I was
asked to join because of my work as a commu-
nity activist. I come out ofﬂ community orga-
nizing background. I've always seen my role
such as it is to simply look at some of the ethical
and moral issues and think about how they
affect our community.

So when [the IRB Administrator] asked me it
was one Kokua with Puukohola—reciprocal
help. I am sure I will need her help one of these
days for something or another. But thats a
lifestyle. When people ask, ayou just help out
that’s just how it is whether it is me or someone
else. That’s our nature. And because you can
always learn something. For me coming as a
Hawaiian cultural practitioner, living the
practices on a daily basis and living in aan
extremely rural community. I think those are
the two visions and perspectives that I can
bring to the table.

Yy
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In thinking about how to further diversify the
membership, suggestions included recruiting
young Native Hawaiian researchers as well as indi-
viduals from different neighbor islands. One person
envisioned the ideal membership comprised of at
least one quarter of the members from neighbor
islands. Per the POL-IRB Policies and Procedures,
appointments must be approved and renewed “at
the Executive Director’s discretion upon recom-
mendation of the POL-IRB Administrator.” In
regards to the importance of thinking about the
IRB composition, particularly in terms of commu-
nity members, the IRB Administrator shared
“make sure they are people who actually live in the
community and understand the ways of the people.
Choose them well because they're the only ones in
the IRB that can actually stop or veto a protocol.”
This position reflects POLs stance that the review
process belongs to the community.

Budger

The total budget for the IRB is $102,000, with
the majority of funds covering salaries and
benefits for the IRB Administrator and IRB
Program Administrator. Additional budget
items listed in order of cost include rent, tech-
nical assistance workshops, health promotion/
education, phone, dues/subscriptions, insurance,
supplies, equipment lease, supplies, and postage.
Funds supporting the POL-IRB are primarily
from Public Health Service funds. The risk of
POL-IRB having to cut back on its programs due
to budget cuts is a challenge with this financial
arrangement. Ideally funds to support POL-IRB
would be a line item in POLs overall budget, thus
providing a more reliable source of funding. The
IRB Administrator is not paid for teaching and
training provided to learners such as the medi-
cal residents from the John A. Burns School of
Medicine at the University of Hawaii.

Submission Process &
Review Considerations

Prior to the submission of a protocol, the IRB
Administrator encourages researchers to contact
her and discuss the study plan. As she explains,
“we want them to call us first. And we talk about
the process and we talk about how we would like
to help them through the process because we want
it to be successful for them as well as for us.” This
may entail talking about “what they have in mind,
what their goals are who they are working with, are
they engaging the community.”

To submit a protocol to the IRB, the researcher
completes an electronic application. The IRB
Administrator completes an administrative review
of the IRB application for completeness and
accuracy, and the researcher is consulted if it is
incomplete or has resolvable problems. The IRB
Administrator completes the reviews for possible
protocols that may be exempt or expedited. In
some instances the IRB Chair reviews exempt
and expedited protocols. If a protocol requires full
review, the IRB Administrator assigns a primary
and secondary reviewer, and a consultant is secured
if needed, particularly for genetic protocols. The
primary and secondary reviewers are selected with
the intent to match reviewers expertise with the
substantive focus of the protocol under review. The
primary and secondary reviewers along with the
consultant, if applicable, submit a written report
to the IRB Administrator.
the report identifies significant concerns, the IRB

In instances where

Administrator may work with the researcher on
addressing these concerns prior to the IRB Board
convening. The researcher has the opportunity
to respond to the reviewers’ concerns and make
changes to the protocol. The IRB Administrator

sees her role as a facilitator between the researcher
and the IRB committee. The IRB Administrator
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is the only one who communicates directly with
the researcher, and she does not disclose to the
researcher who completed the written reports. This
ideally allows the reviewers greater freedom to
objectively write their reports.

All IRB members then receive the electronic
version of the protocol, the written reports, and
any possible revisions made by the researchers
based upon the reports. An IRB meeting is then
set within 2-3 weeks to discuss the protocol and
the reviewers’ reports.

IRB meetings occur on an as needed basis,
depending upon when protocols are submitted.
At the meeting, members attend in-person at the
POL office located in Honolulu. Travel support is
offered for reviewers coming from other islands,
as well as parking compensation for those driving
to the meeting. A dial-in option is provided for
reviewers who cannot attend in-person. Previously,
researchers attended the meeting when their proto-
col was discussed, however the policies and proce-
dures were changed due to challenging encounters
with having the researcher present. The POL-IRB
Administrator now serves as the primary liaison
between the POL-IRB committee and researchers.

As observed during a POL-IRB meeting, the
meeting begins with an opening prayer, or pule
wehe. Minutes from the previous meeting are
discussed and voted upon, announcements are
made, and then the review of the protocol begins.
The primary reviewer provides an overview of the
study, identifying key concerns. The secondary
reviewer is invited to provide additional feedback.
The IRB chair then asks for additional comments
regarding the study, followed by a lengthy discus-
sion of the proposal. The outcome of the discus-
sion includes a list of possible contingencies and/
or recommendations required in order for the
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proposal to be approved, assuming the proposal
is something that potentially could be approved.
Contingencies represent items that must be
changed, while recommendations are suggestions
that the researcher may want to consider. Once
the list of contingencies and recommendations is
determined, a vote is taken. While the policies
specify a vote to be taken, some of the reviewers
describe the process as being more about arriving
at consensus. As a reviewer stated, “it is [consen-
sus], the Hawaiian way. It is the local way.” The
IRB Administrator shares the decision with
the POL Executive Director, then informs the
researcher in writing of the IRB decision. There is
an opportunity for re-submission if the protocol
is deferred or denied. Of note, the vast majority
of protocols are ultimately approved. Once a
protocol has been approved and implemented, a
final report to the IRB is required as well as a
community meeting to report findings.

Worth noting is that rarely are protocols exempted,
even when the involved institutional IRB deems a
protocol as exempt. As an example, the involved
university’s IRB deemed one protocol exempt on
the basis that the Native Hawaiian participants did
not represent a “vulnerable population.” POL-IRB
disagreed and required review “as potential study
participants are viewed as vulnerable, particularly
related to past negative research experiences, i.e.,
never seeing study findings.” In this instance the
study required an expedited review with a list of
contingencies. Due to the history and complexity
of genetic and epigenetic studies, POL-IRB has also
developed biological specimen handling require-
ments. Researchers who intend to collect or store
biological materials must agree to these requirements
prior to the review of their protocol. Researchers
are required to sign off on the biological specimen
handling form, which contains requirements for the
current study as well as any future studies generated
from the collection of these same specimens.
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In instances where a protocol requires review by
both POL-IRB and another IRB, the POL-IRB
Policies and Procedures document specifies the
“POL-IRB shall require certification that the
research proposal submitted for review has not been
denied by any other institutional review board. A
research proposal pending approval or having been
denied by the POL-IRB may not proceed with the
approval of another institutional review board.” The
Policies and Procedures document further states
that “disapproval of an activity, suspension or termi-
nation of a previously approved activity, or imposi-
tion of conditions or requirements for approval shall
not be voided or modified by any other authority if
the POL-IRB actions were the result of a process in
conformance with written POL-IRB procedures.”
To facilitate possible multiple review, the POL-IRB
application requests that researchers, if applicable,
submit letters of approval from other involved
IRBs. More specifically, the application states “if
your protocol has been reviewed by another IRB,
it would help if you shared their comments with us.
Many times they will have concerns similar to ours
and by letting us know how they were addressed,
we can avoid duplication.” The application further-
more clearly states that the POL-IRB decision
takes precedent over all other IRBs’ decisions.

In instances where a protocol requires multiple
reviews, a protocol approved by POL-IRB would
likely receive automatic approval by the institu-
tional IRB. However, approval from the institu-
tional IRB does not necessarily equate to approval
by the POL-IRB. The following example shared
by the POL-IRB Administrator exemplifies this:

We have another protocol [that] had to do with
genetics... And their board [referring to the
institutional IRB] exempted it, actually it was
administratively exempt. It went right through
the hopper, whereas we denied it. .. the taking of

specific tissue and the analysis of the tissue using
perbaps a standard and getting results that does
not speak to some biological variable...And she
[referring to the university IRB director] said
...its such a low risk thing. Well it may be if
you are looking at just anybody, but if you are
looking at Hawaiians, this isn’t a low risk, this is

a very high risk deal.

Perceptions of high risk were based upon histor-
ical and ongoing unethical research practices
involving Native Hawaiians as well as important
cultural beliefs regarding the meaning and use of

any body part.

Researchers also must seek continuing or renewal
approval from the IRB. This process requires in part
that the researchers speak to how they have shared
findings with the involved communities. The IRB
Reviewer Checklist also prompts reviewers to deter-
mine whether or not researchers presented findings
back to the community and to POL in a timely
manner. POL-IRB also has instituted a publication
review policy, which requires researchers to submit
any reports generated from their study to POL-IRB
for approval. In the POL-IRB Policies and Procedures
document, it specifies that publication review requires
a quorum. Similar to an actual IRB review of a
protocol, the publication review requires “a major-
ity of members, including the Chair or Vice Chair,
a scientific representative, and a Native Hawaiian
community member whose primary concerns are in
non-scientific areas must be present. This quorum
shall be present at the beginning and throughout the
period of deliberation and decision-making.”

Review criteria

As observed during the POL-IRB review meeting,
it is clear that POL-IRB reviewers consider issues
dictated by the federal human participants regu-
lations and traditional IRB practices, as well as
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community-specific and cultural considerations.
Some of the more traditional considerations
focused upon issues of understandability. More
specifically looking at the consent form, questions
raised include: is the form written at the appro-
priate reading level, are all the acronyms spelled
out, is the intent of the study and its requirements
clearly articulated. Other examples of traditional
considerations focused upon issues of data safe-
guards (i.e., how is data stored, who has access to
data, how long is data stored, and when and by
whom is data destroyed), disclosure of financial
interests, and HIPAA considerations.

The POL-IRB places significant emphasis upon
community or cultural concerns that are not
necessarily assessed by institutional IRBs. These
considerations were discussed at great length
during the observed POL-IRB meeting, as well as
discussed in-depth during the focus group with the
POL-IRB reviewers. Some of the key documents
mentioned above also prompt reviewers to assess
community or cultural considerations. Examples
of these types of questions include:

* Who is doing the research? Are they Native
Hawaiian? Are they culturally aware?

* How is the community involved?

e Are there cultural harms in this research?

® Does it minimize harms and maximize benefits
to Native Hawaiian individuals and communi-
ties by participatory research?

* What new information will be generated, and
how will it be used?

* How is permission from the community group
demonstrated, e.g., is there a memorandum of
agreement?

* Are partnership terms equitable/satisfactory to
the community?

e Who the
gatekeepers?

* How is the community kept informed as the

are community facilitators or

research advances?

* Is there sufficient funding/budget to complete
the research?

* How is the participant/community informed if
there is an adverse event?

* Who owns the data?

To further elaborate upon some of the more
community-specific considerations, one reviewer
explained how at times they might recommend that
the researcher add a community education compo-
nent. This would translate to not only a community
benefit (i.e., learning opportunity), but also poten-
tially to strengthen the research. As an example, in
the observed POL-IRB meeting the proposal being
reviewed assumed that the community knew what
CBPR was, and what were its underlying principles.
The reviewers questioned this assumption, and
suggested that a community forum on CBPR would
ensure that community members were aware of
their rights. This awareness would help the commu-
nity in both current and future research endeav-
ors. 'This in turn may minimize the possibility of
research oz rather than with the community. With
knowledge of CBPR, the community would also be
better positioned to answer this researcher’s study
questions, thus potentially strengthening the study
design. Another question aimed at understanding
the intended community benefit entailed reviewers
asking what happens after the study is completed
other than the researcher receiving a PhD? If best
practices are identified, will they be shared with the
community or perhaps buried in a professional jour-
nal resulting in no actual change? As an example of
community risk, reviewers talked about the potential
harm of findings from a study that looked at a few
Native Hawaiian communities being generalized to
represent the Native Hawaiian perspective. Another
potential community harm entailed asking whether
the study outcomes might create unnecessary and
potentially damaging barriers to doing research
with particular communities. POL-IRB’s intent is
not to stop research from occurring; instead it is to
ensure research is done respectfully.
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The importance of community members is under-
scored in POL-IRB’s policy that states community
reviewers are the only ones that have the power to
veto a proposed study regardless of whether other
reviewers support the research project.

Comparison of POL-IRB &
Institutional IRBs

Researchers identified similarities between the
community and institutional IRB due to adherence
to the same federal regulatory requirements for
human participant protection. One researcher who
had submitted the same protocol to both POL-IRB
and an institutional IRB commented the two
involved IRBs were very interchangeable in terms
of the materials requested and the application ques-
tions. Another researcher indicated similarities by
describing both the involved IRBs as fair.

Researchers and the POL-IRB reviewers also identi-
fied differences between POL-IRB and the involved
institutional IRBs.
perceived the institutional IRB as more anchored in
science, while the POL-IRB seemed to operate from
a political agenda. Another difference discussed
was POL-IRB’s focus upon the wellbeing of Native
Hawaiians, while the institutional IRB’s focus

One researcher interviewed

appeared more on the wellbeing of its host institu-
tion and the participants in the study. POL-IRB’s
in-depth focus on Native Hawaiians was a theme
throughout many of the discussions with the
reviewers. For example, one reviewer shared:

That’s our mandate to protect cultural beliefs
and prevent harm as a result of violating these
beliefs, and yet we still have to do the science as
well, so we got a double whammy coming at us.

In thinking back to the comments received from
the involved institutional IRB and POL-IRB,
some of the researchers identified differences in
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actual feedback received. One researcher recalled
the POL-IRB feedback focusing more on develop-
ing a plan to address possible participant distress
and ensuring the informed consent document was
written at an age-appropriate level. In contrast, the
institutional IRB feedback was more focused upon
data safety considerations. Another researcher
described the POL-IRB feedback as overly focused
on re-writing the proposal as compared to the
involved institutional IRB focus on issues of feasi-
bility and researcher expertise. Another researcher
did not recall receiving feedback from either IRB,
perhaps due to the lower risk nature of the proposed
study. Conflicting feedback from the involved
institutional IRB and POL-IRB emerged for only
one researcher, resulting in the study not being
able to move forward due to denial by POL-IRB.
In comparing their experiences going through
both the involved institutional IRB and POL-IRB,
two researchers did not point out major differ-
ences. Both felt the institutional IRB feedback
was nothing “unusual” and did not require major
changes to their study. One of these researchers
was appreciative of the POL-IRB focus on cultural
considerations given her desire to “not offend
anyone” while the other researcher felt POL-IRB
could have been even “more rigorous” and “more
in depth.” The other researcher described the insti-
tutional IRB more positively by characterizing it as
“challenging, but useful.”

A reviewer further differentiated the POL-IRB and
institutional IRB process by adding that POL-IRB
is not driven by grant money. By not being depen-
dent upon grant dollars, the reviewer asserts that
they can remain focused upon critical cultural

considerations. This POL-IRB member shared:

[Institutional IRBs] don’t take into consider-
ation cultural issues. The educational IRBs are

really designed to push through research projects
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because it means money for the institution. So
they’re going to put through, and they are going
to exempt, expedite whatever they can. They will
ignore cultural issues because it just holds them
back. Theyre not under any kind of mandate

they feel, to recognize cultural issues.

Relationship Between POL-
IRB & Institutional IRBs

The POL-IRB has Federalwide Assurances with
the 5 NHHCS and Chaminade University, as well
as a memorandum of agreement with Chaminade.
In addition, they assess protocols reviewed by the
University of Hawaii School of Medicine, Queens
Medical Center and Western IRB (an indepen-
dent, for-profit IRB). While no formal agreement
exists between the POL-IRB and the involved
institutional IRBs, there is a strong relationship
with two people from Chaminade who sit on the
POL-IRB. In addition, the POL-IRB works closely
with the Department of Native Hawaiian Health
and the RMATRIX staff at the University of
Hawaii (RMATRIX is an NIH-funded Research
Center in Minority Institutions). For instance,
they hold joint study groups with RMATRIX in
preparation for PRIM&R certification as an IRB
professional and the POL-IRB Administrator
presents to their medical students every month.

Suggestions to improve the relationship between
the POL-IRB and involved institutional IRBs
include working to ensure POL-IRB has access
to the key decision-makers within the University,
and that these decision-makers not only under-
stand the role of the IRB but also how a partner-
ship with POL-IRB could be mutually beneficial.
Strategies are also needed to deal with conflict-
ing assessments, for example when POL-IRB
disagrees with a University IRB’s decision to
exempt a study due to perceived minimal risk. As
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discussed in the challenges section below, tension
can exist between POL-IRB and the involved
institutional IR Bs.

Benefits & Impact

A major benefit [of POL-IRB] is we are protect-
ing Native Hawaiians. Universities are really
blind to cultural aspects of what is happening in
the community.

We are all stakeholders as well. The members on
the board are a cross-section of the communities
and we bring to the table our own expertise.

One way we generally approach [our review] is
to try to represent the community’s... to make
sure that there’s a benefit back to the community.
Sort of speaking as an agent for the community.

The POL-IRB protects the Native Hawaiian
community from problematic research through
careful deliberation guided by requisite informa-
tion, cultural awareness, and a belief that harms
and benefits must be considered on both the
individual and community-level. The POL-IRB
seeks expert consultation when proposals include
complex methodologies or require specialized
knowledge. As an example, reviewers described
instances when geneticists were consulted to help
assess the risks and benefits of a proposed genetic
study. The POL-IRB is able to critically think
about the “cultural aspects” due to its policies
regarding committee composition. At a minimum,
the POL-IRB must be comprised of 51% Native
Hawaiians representing the different islands. As
one reviewer stated,

We have a stronger tap into the community
in general, whether it is very rural Hawaiian
communities or even urban Hawaiians as well.
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And also I think in general stronger cultural
background and agenda kind of to assuring that
those aspects rate very high in terms of impor-
tance when it comes to research and protecting
the cultural integrity and the practices of the
participants and the culture in general.

This insight translates to reviews that help raise
cultural considerations to the forefront, which is
often not the case when research is reviewed by
institutional IRBs. As an example, one reviewer
commented,

We are not stopping [researchers]. But we want
you to handle it in a different way, how you
handle this kind of tissue is important to us,
how you destroy it is important to us, who keeps
it is important. We are not saying stop. We are
saying you must be aware of what we consider
to be sacred and handle it in a way that we will
approve.

The need to approach the analysis through a
cultural lens is critical given researchers tend not to
be culturally attuned. In other words, POL-IRB’s
attention to “cultural and spiritual impacts” likely
is not considered by the “traditional university
researcher.” The POL-IRB also requires research-
ers to explain how findings will be reported back
to the community, and what are the potential
benefits of participating to both the individual
and the community. For example, the POL-IRB
continuing application asks several questions such
as “who have you and your team reported results or
progress to about the research during this period?”
Prompts to this question include NHHCS organi-
zations, other Native Hawaiian community orga-
nizations, lay groups, and research participants
or their families. These review considerations and
application questions help to ensure that commu-
nities do benefit from the research, countering
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the experiences described at the beginning of
this report of researchers taking tissue and blood
samples and raising the community’s hope for a
cure, but returning none of the findings to the
family members.

Another perceived benefit of the POL-IRB is its
ability to enhance the methodology or strengthen
the proposal overall. This may occur when propos-
als appear somewhat haphazard, and the reviewers
prompt the researchers to further streamline their
process and sharpen the focus. In other instances
the reviewers identify potential risks and require
researchers to think through how to either mini-
mize these risks, or implement strategies to address
possible harm. As one researcher shared, “what we
did for the study was we administered several ques-
tionnaires to the participants so they [POL-IRB]
wanted to know what the plan was to address
any psychological or emotional distress that may
arise from answering some of the questions. Not
simply stating ‘they don’t have to complete the
survey. They [POL-IRB] wanted an actual plan.”
Other examples of how overall study design were
strengthened included feedback on the consent
form’s reading level, strategies to engage commu-
nity leaders, and measures to ensure confidential-
ity. These examples highlight how the POL-IRB
focuses on BOTH cultural AND regulatory AND
scientific considerations. Through the process,
researchers gain understanding and “insight into
a different world.” As one researcher commented,
POL-IRB has
received additional positive feedback informally
from other researchers. As part of the POL-IRB
Administrator’s job description, she also provides
training. 'This includes frequently speaking to
medical students on working within the Native
Hawaiian community.

“it makes me a better researcher.”

Outcomes of the POL-IRB review that go beyond
strengthening research proposals and educat-
ing researchers include increased use of CBPR
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particularly in rural communities, empower-
ment of communities, increased recognition of
the POL-IRB and benefits to the reviewers. As
evidence to the increased recognition of POL-IRB,
one reviewer shared how different communities
have demanded that researchers go through the
POL-IRB. As the reviewer commented, these
communities in essence say, “‘dont even come
to us unless you've come through the POL-IRB.
We don’t care who exempted you, if you don't
get through Papa’s [POL] we arent talking to
you.” In reference to being exempt by other IRBs,
reviewers shared how the POL-IRB, unlike insti-
tutional IRBs, are not dependent upon research
grants to sustain their activities. This perceived
independence from grant reliance contributes
to the POL-IRB’s ability to focus on prioritizing
cultural and community considerations. Lastly, as
the POL-IRB continues to review proposals, it has
also gained increased recognition within its parent
organization becoming a permanent fixture on the
organizational chart. In describing the impact of
serving on the POL-IRB, reviewers spoke in terms
of enjoying the process and the value gained in
fulfilling a “real duty to protect people.”

Challenges

Three broad categories of challenges to the
POL-IRB emerged: Challenges related to insti-
tutional practices, researchers, and membership
expertise. Challenges with the involved institu-
tion (i.e., university, hospital) typically refer to the
different standards used to determine a proposed
study’s risk level. A powerful story was shared
how an involved university IRB declared a study
exempt, contradicting the POL-IRB assessment.
The proposed study entailed further analysis of
tissue samples without re-consent. As shared by
a reviewer,

[The institution IRB] said that nobody cares,
doesn’t matter. Well it does matter, it matters
to Hawaiians that you re-consent them before

you go off and take tissue samples for a totally
different study.

In another example of different standards,
reviewers shared how the involved university
determined a study exempt due to classifying the
study materials, placenta, as medical waste. This
classification as “medical waste” contradicts Native
Hawaiian beliefs that honor the significance of the
placenta. In fact, Hawaii became the first state
in 2006 to expressly give women the right to take
their placenta home after childbirth. This stance
recognized cultural rights. Challenges associated
with different standards can be escalated when
institutional IRBs “think they have the key to the
kingdom and the secret to life.” Other challenges
associated with working with institutions are
university policies that may, for example, be driven
by research dollars rather than the cultural values
and priorities that guide POL policies.

Researcher beliefs and actions can also translate
to other impediments to the POL-IRB’s ability to
protect the wellbeing of Native Hawaiians from
unethical research practices. More specifically,
some researchers may try to avoid the POL-IRB
process, while others may IRB hop. As one reviewer
shared, “IRB hopping [is] if you don’t get what you
want from one IRB, you go to another.” These
actions may be a result of the POL-IRB’s reputation
as being diflicult to gain approval or lack of famil-
iarity with the POL-IRB process. Interestingly,
several of the researchers interviewed discussed
how they anticipated or desired more feedback
from the POL-IRB. In these instances questions
emerged regarding whether the review process was
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sufficiently rigorous. Other researchers may believe
that a community advisory board is sufficient
for their community-engaged research. As one
reviewer stated, “we need to help the researcher
community to see the IRB process as more than
an obstacle.” This need ties into the ideas put forth
regarding the importance of educating researchers.

A final category of challenges focused upon
membership expertise. Many of the protocols
submitted to the POL-IRB are genetic studies that
require specific expertise. In other words, “some of
the challenges really kind of rear its head like when
we're dealing with difficult protocols, like genetic
protocols, because we may not have the expertise
on the board to really truly understand.” Another
reviewer also pointed out that “just because we're
Native Hawaiian doesnt mean we necessarily
understand all of the cultural context.” While
these comments were framed as challenges, one
can also interpret them as a strength. In numerous
instances across the focus group discussion and
interviews, the POL-IRB practice was described as
seeking consultation from experts in the field on
an as needed basis. These consultants provide crit-
ical feedback, but do not vote. In other instances
reviewers provide peer education opportunities on
issues encountered in the review process. As an
example, during the observed POL-IRB meeting,
a reviewer who is a cultural practitioner provided
a PowerPoint presentation that carefully outlined
the historic and contemporary Native Hawaiian
beliefs regarding the sacredness of the placenta. A
final related challenge discussed was the potential
for community-based IRBs in general to lack the
same scientific expertise as institutional IRBs, such
as specialization in biostatistics.

Recommendations

Recommendations for institutional IRBs
Four main recommendations were suggested for
institutional IRBs. The first is to move beyond the

& @<

idea that having one non-affiliated member provides
sufficient expertise in understanding the communi-
ties often engaged in research. As one reviewer stated,
“the one token native person on the IRB with 15
researchers is not enough to fully prepare an IRB to
knowing how to make decisions about a protocol.”
An increased percentage of community members
can help address potential power imbalances as
well as provide a more comprehensive understand-
ing of the involved communities. Without a more
comprehensive understanding, the concern remains
that institutional IRBs “are seriously unequipped to
deal with the comprehensive issues that a commu-
nity must have to face in regards to community
consent as well as historical trauma and historical
harm.” A second recommendation was to compen-
sate community reviewers. Academics are expected
to fulfill university service requirements as part of
their contracts. Community reviewers typically
volunteer to serve on the institutional IRB and
add this service to their already overloaded work
schedules. To ensure an even more comprehensive
understanding of the communities involved in the
proposed research, a third recommendation was
for institution-based IRBs to hire paid community
consultants. 'This recommendation parallels the
approach POL-IRB already takes when they seek

consultants to help understand complex protocols.

Lastly, institutional IRBs should increase their
understanding of CBPR and incorporate commu-
nity-level considerations into their reviews. In
thinking about CBPR, the researchers interviewed
identified key ethical issues that may not be consid-
ered in institutional IRB reviews. These included
such questions as: what is the proposed study’s
impact on the community, how is the commu-
nity involved in the research process including
designing and implementing the study, what is
the researchers’ relationship to and/or experience
with the involved community, what are the critical
considerations that must be addressed regarding
cultural practices, possible historical harm, and
beliefs regarding community consent?
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Recommendations to strengthen the POL-IRB
Both researchers and reviewers generated recom-
mendations specific to POL-IRB. The ability for
POL-IRB to continue to grow and develop requires
a greater operating budget. An increase in budget
would allow for more frequent trainings on an array
of topics, and the ability to attend relevant confer-
ences such as PRIM&R. Currently training occurs
only every other year. In addition to ethics and
regulatory training, reviewers identified research
methodologies as a desired training need. More
specifically, one reviewer suggested a training on
“how do we evaluate if this research method is in
fact appropriate or not.” Another reviewer recom-
mended working with other indigenous researchers
to gain greater understanding of how to ethically
and respectfully engage with native communities,
and how indigenous research methodologies differ
from western research methodologies. Training
would address a concern raised by a researcher that
the “Native Hawaiian IRB may not be fully skilled
and trained to look at the depth and complexity
they should be looking at.”

A larger operating budget would also allow
reviewers to attend relevant conferences, such
as PRIM&R. Another suggestion was to create
opportunities for reviewers to convene with
members of other community-based IRBs. This
would allow community-based IRBs to learn from
each other and support their continued growth.
Working together, community-based IRBs may
also identify strategies to ensure that funders,
researchers, and institutional IRBs recognize
their rigor and value. A concern exists that some
entities and/or individuals may question whether
a community-based IRB can sufficiently review
research proposals. In response to this concern,
reviewers discussed how the POL-IRB effectively
assesses both scientific rigor and cultural relevance.
As discussed in the challenges section, experts in
the field are consulted when reviewers need assis-
tance in assessing complex proposals.
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The challenge remains, however, that POL-IRB is
underfunded and at risk of more budget cuts due to
such factors as federal sequestration and not having a
dedicated line item in POLs overall budget. A recom-
mendation was to advocate for and secure a more
reliable funding stream to ensure its sustainability.

Recommendations specific to the POL-IRB process
also included developing questions for their IRB
application focusing on community engagement
and benefit that parallel those appearing on the
Reviewer Checklist. Suggested questions included:
How was the research question derived, how
much will the community be involved, what will
be the benefits to the community? As part of the
review, one reviewer also recommended assessing
the proposed study’s budget to determine whether
there’s a justifiable and equitable budget. This
would allow reviewers to minimize the possibility
of “wasting money” when “limited resources [exist]
that come and reach the community.” Given the
scarcity of resources, this reviewer felt strongly that
the budget ought to be viewed as an ethical issue.

Other recommendations to facilitate the review
process focused upon strategies to better prepare
researchers to engage with Native Hawaiian indi-
viduals and communities. In addition to requiring
traditional ethics training (i.e., CITI),* reviewers
discussed the value of developing an ethics guide-
book or manual for researchers. This manual would
expand upon the content covered in traditional ethics
trainings by introducing how these ideas translate
into working respectfully with Native Hawaiians.
Along with the materials to prepare researchers, one
reviewer also suggested that the POL-IRB increase
its marketing. More specifically, this reviewer stated,
“we could do a better job of letting researchers know
that we're there, that we really are trying to educate
and not trying to block you.”

In addition to building relationships with academ-
ic-based researchers, a recommendation was also
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put forth to continue dialoguing and working with
institutional IRBs. Several examples of partner-
ship efforts between POL-IRB and local univer-
sity IRBs are mentioned above in the section,
“Relationship between POL-IRB and institutional
IRBs.” In addition, an institutional IRB has invited
the POL-IRB Administrator to join its accredita-
tion process activities. Additional work, however,
must occur for some of the local institutional IRBs
and their reviewers to gain greater understanding
of and respect for Native Hawaiian priorities and
concerns that inform research practices with Native
Hawaiian communities and shape POL-IRB’s
approach. Supporting the need for this increased
awareness were the examples shared when POL
required a review of a research proposal while the
involved institutional IRB deemed it exempt. In
these instances POL-IRB and the involved insti-
tutional IRB held different opinions regarding
what groups constitute a vulnerable population
and what is sacred. A commitment to engage in
dialogue and teach others about Native Hawaiian
values and practices is aligned with POLs mission.
Ideally, continued engagement between POL-IRB
and surrounding institutional IRBs will prove to
be mutually beneficial, and most importantly of
value to Native Hawaiian communities.

Recommendations for other community groups
interested in developing their own IRB
Researchers and reviewers identified specific recom-
mendations for community-based IRBs in general,
both for existing as well as developing ones. Roughly
these recommendations can be grouped into five
categories: community awareness and respect, infra-
structure, committee considerations, relationships,
and researcher specific recommendations.

Community awareness and respect: Community-
based IRBs must have a deep understanding of the

communities they serve. This includes “what they
think about research and what they want done,
how they want it done, what’s important to them,
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how they want to be treated, all those things.”
Developing this deep understanding takes time,
and must be done with respect. The IRB applica-
tion questions must be infused with this awareness
and respect.

Infrastructure: Community-based IRBs require
ongoing financial support. As discussed above,
money must exist for training reviewers and
supporting the work they do. Given the costs of
developing and sustaining a community-based IRB,
one reviewer suggested that communities consider
collaborating to co-manage a community-based
IRB. One reviewer added that the host agency
support for the community-based IRB is absolutely
critical to the IRB’s sustainability as well as having
a passionate and well-respected IRB Administrator.

Committee considerations: Assess reviewer exper-
tise and identify gaps. Expertise related to under-
standing and connection to the community is
essential. As one reviewer commented, “make sure
they are people who actually live in the community
and understand the ways of the people.” The need
to recruit Native Hawaiian youth is an example of
a gap identified by the POL-IRB. Another example
was the need for reviewers with statistical expertise
in order to ensure scientific rigor. Other commit-
tee considerations focused upon the importance of
the committee remaining critically self-reflective
in order to recognize and address potential biases
and overreach. For one interviewed researcher, the
question emerged as to whether committees ought
to involve themselves in the re-design of protocols,
or if this extends beyond their purview. Another
committee recommendation was to ensure all
reviewers remain engaged. More specifically, even
if there is a primary and secondary reviewer, every-
one must read the protocols and be prepared to
discuss them at the meeting.

Relationships: Build relationships with other

community-based IRBs to create a learning
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community. Developing relationships of open
communication with the researchers’ affiliated insti-
tutions is also important. Partnership or relation-
ship building can help address potential sources of
conflict, build shared resources (i.e., training oppor-
tunities) and perhaps result in shared agreements. A
final key relationship is ensuring that one’s commu-
nity-based IRB continue to nurture and grow the
relationship with the diverse communities it serves.
As one reviewer pointed out, it is also important that
“the parent agency of [the community-based] IRB is
well respected not only locally, but also statewide,
nationally, and internationally.”

Researcher specific recommendations: Researchers
who submitted the same proposal to both a

community- and institutional IRB recommended
that the involved IRBs consider using the same
or similar forms to help streamline the process.
Secondly, that the involved IRBs enhance their
communication with each other, and share mutual
learning opportunities. This ideally would result
in a decrease in conflicting requirements. A strong
call was also made for community-based IRBs to
be rigorous, countering some of the concerns that
community-based IRBs may lack scientific capac-
ity. More specifically, one researcher shared, “there
should be no lack of scientific rigor on a commu-
nity IRB, [and] there should be an added rigor of
having community viewpoints put on it.” A final
recommendation was to reject a proposal rather
than require changes that might fall outside the
perceived scope of IRB reach. Concerns were raised
that it is “unethical to try and change proposals.”

Summary Reflections

POL-IRB’s emphasis on community and cultural
respect was consistently observed throughout the
interviews, focus group discussion and observation
of an actual POL-IRB meeting. This commitment
is further reflected in many of the key documents
including the checklists that guide the reviewers
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and policies related to membership and voting
practices. POL-IRB’s materials for researchers
clearly indicate that their approach is guided by
these commitments to protect and empower the
Native Hawaiian community. While a question
was raised as to whether POL-IRB operates from a
political agenda, one could also re-frame this ques-
tion to see POL-IRB’s orientation as a response to
past abuses and a commitment to ensuring research
occurring within Native Hawaiian communities is
respectful, beneficial, and just. It is not to contra-
dict the guiding ethical principles in the Belmont
Report, but rather to infuse these principles with a
meaningful cultural context.?

In regards to adherence to federal human partici-
pants regulatory requirements, POL-IRB does so
through a thoughtful and critical cultural lens.
This approach translates into a review of added
rigor where researchers must demonstrate the value
and ethics of their proposed research based on more
than the regulatory considerations. Assessment of
scientific rigor or appropriateness is also examined,
and at times requires POL-IRB to seek external
consultants. Perhaps over time the need for consul-
tants will decrease given Ime Hale’s mission to
support the development of young Native Hawaiian
researchers. Ideally these emerging researchers will
share their cultural wisdom and scientific training

as future POL-IRB members.

Contact Information

Mei-Ling Isaacs

IRB Administrator
Papa Ola Lokahi
894 Queen Street
Honolulu, HI 96813
(808) 597-6553

MIsaacs@papaolalokahi.org
http://www.papaolalokahi.org/

institutional-review-board-irb/
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Special Service for Groups’ Institutional Review

Board: Research Equity Is Community Protection

Eric Wat, Alice Park, Nancy Shore and Sarena D. Seifer

... The processes that I've been involved in the past with institutional IRBs. . .the language and the
Jargon...make it a little too formal and they ask you to do things in a more complicated way. And I
think that with the SSG IRB we are very grounded. . .we want to be able to use the language of the
people so they can understand what it is that we are asking of them. ..even with community based
organizations who may be very fluent and much more articulate in the language. .. For me that is
really important because I was always so lost I had to go back to the dictionary and go, what did
they mean by this? ...\Why don’t you just tell me it is just a_fork? Why do you tell me it is this utensil,

make it more complicated?

he above quote illustrates how the commu-
Tnity—based Special Service for Groups’ (SSG)

Institutional Review Board (IRB) differs
from typical institutional IRBs. This case study
report provides an overview of SSG including the
history behind the development of its IRB. The
report also describes how the SSG IRB operates,
as well as its successes and challenges. The report
furthermore looks at how the SSG IRB compares
to institutional IR Bs, as well as its relationship with
these IRBs. It concludes with a set of recommen-
dations for community-based review processes and
future directions for the SSG IRB. The report is
based upon findings from an analysis of key docu-
ments guiding the SSG IRB, an observation of a
SSG IRB meeting, two focus groups conducted
with the SSG IRB reviewers (one in person with
five reviewers and one by phone with two review-
ers), and individual interviews with the SSG IRB
Administrator, the SSG IRB Chair, the SSG IRB
former Chair and five researchers who submitted
protocols to both the SSG IRB and an institu-
tional IRB. This case study is one of five conducted
as part of the National Collaborative Study of
Community-Based Processes for Research Ethics
Review. The study aims and methods are further
described in the first chapter of this report.!
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-SSG IRB reviewer

Overview of SSG

SSG is a 501(c)3 non-profit organization in Los
Angeles, CA founded in 1952 that operates over
25 programs serving diverse populations, includ-
ing some of the most vulnerable populations in
research, such as mental health consumers, ex-of-
fenders, and people who are homeless. In 2003,
SSG established a Research and Evaluation Unit
(R&E). The R&E seeks to build the capacity of
SSG programs and their community partners in
using data effectively for program planning, policy
advocacy and organizational development through
training and technical assistance. The program
provides on-the-ground training for commu-
nity members to design and conduct research in
their own communities and has a track record of
conducting community assessments for larger insti-
tutions, such as hospitals, clinics, and foundations.

Overview of SSG IRB

History of review process

With its many years of experience in communi-
ty-based research dating back to the late-1990’s,
particularly in racial and ethnic health disparities,
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SSG established its own community IRB housed
within R&E in 2004.

The IRB was developed as part of a Centers for
Disease Control and Prevention (CDC) funded
research project, based on SSG’s experience with
institutional IRBs and encouragement by academic
partners. Establishing the IRB was motivated in part
by growth in SSG’s involvement in community-based
participatory research (CBPR) and the recognition
that university IRBs had minimal community
representation and were not positioned to evaluate
community-level considerations of research.

While no specific incident prompted SSG’s deci-
sion to create a community IRB, a combination
of factors led to its formation. Through discussion
with the Papa Ola Lokahi (POL) IRB in Honolulu,
a community IRB was envisioned as a mechanism
for SSG to ensure ethical research that practiced
community-based participatory principles. SSG’s
desire was to create a community IRB where
community researchers would serve on the board as
a means to engage the community, ensure commu-
nity voice and ethical research. Through a year’s
work in research and development and much guid-

ance from the POL-IRB, the SSG IRB was formed.

Review process goals and functions

The goals of the SSG IRB are to:

* Respond to the growing number of commu-
nity-led research projects involving SSG or
its partners, regardless of whether there is an
academic partner; and

* Advocate for and build research and research
ethics skills among community partners, espe-
cially in community-campus collaboration,
by making sure they are engaged or consulted
throughout the research process.

The multi-pronged purpose of the SSG IRB is to:

* Engage and educate community programs
and partners on the importance of research
ethics;
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* Provide guidance for individual participant and
community protections in CBPR;

* Empower community programs and partners
to be equal research partners through the IRB
process;

* Give a voice to under-represented communi-
ties regarding research, especially research that
involves human participants; and

* Build capacity of SSG programs, community
partners and community members to do CBPR.

Type of research reviewed

The SSG IRB reviews research that SSG programs
and community partners are directly involved in.
Three to four meetings are typically held each
year with one protocol reviewed per meeting. The
research is mostly CBPR involving vulnerable
populations and people of color. Specifically, stud-
ies have focused on older adults, Asian, Southeast
Asians and Pacific Islanders, Latino, African-
American, individuals who are HIV positive,
ex-offenders, torture victims, immigrants, people
who have experienced trauma, refugees and sex
workers. The research is typically social/behavioral
in nature, although the IRB also reviewed studies
that are program evaluation, exploratory/needs
assessment and clinical trials.

Almost all of the research is driven by the commu-
nity partners’ research agenda, sometimes involving
an academic partner.  Some research proposals
reviewed by SSG’s IRB have also been reviewed by
the academic partner’s IRB. These have included
IRBs at the University of California Los Angeles,
University of California Irvine, University of
Southern California, Cal State, Fullerton and Rand
Corporation. For studies involving SSG programs
that have an academic partner, it is not a require-
ment to use the SSG IRB. As described by the
IRB Administrator, “with our SSG programs, we
tell our programs that if you feel comfortable with
your academic partners’ IRB you don’t have to go

through our SSG IRB. We are an option for you.”
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Type of education provided

As part of its goal to build research and research
ethics skills among community partners, the
SSG IRB provides free workshops and technical
assistance on various aspects of community-based
research including informed consent, conducting
focus groups, community-based research method-
ology and program evaluation. The R&E Unit of
SSG provides research training that complements
the IRB’s activities.

The SSG IRB also gives presentations, provides
technical assistance and shares resources about its
community-based IRB model and the nuts and
bolts of starting an IRB. During its start-up phase,
the SSG IRB benefited from other community IRBs
sharing information with them, and as explained by
a former reviewer, they have been “paying it forward
and sharing it with others and working with other
organizations to identify and assess if this is some-
thing they can and want to develop and, if they
did, how they would go about doing that...advise
and share resources like our policies and protocols.”
When a person based in Appalachia contacted the
SSG IRB for assistance in reviewing their study, the
IRB Administrator explains, “in those cases [when
the inquiry is from outside of our geographic areal,
we've tried to provide resources...here’s a group
we've heard of locally. Maybe you want to contact
them first because we don’t know if were the
most appropriate.” Former reviewers continue “to
educate other community researchers and commu-
nity members about the existence of the IRB and
why that’s also an important part of empowerment
within our community’s engagement, especially for
conducting research.”

Policies and procedures

The SSG IRB has developed policies and proce-
dures to ensure its reviews focus on community
concerns and are compliant with federal research
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ethics regulations. Key documents include: initial
and renewal applications, conflict of interest policy,
checklist and sample informed consent forms. To
obtain copies, please contact the SSG IRB (see
contact information at the end of this report).

Membership

As outlined in its Policies and Procedures, the SSG
IRB must have a minimum of five members with
diverse backgrounds, and include laypersons as well
as scientific researchers to reflect the cultural and
ethnic representation of study populations. The
IRB may invite consultants to aid in the review of
issues that require expertise beyond that available
on the IRB, however these individuals do not have
a vote.

Currently nine individuals serve on the SSG IRB
with alternates. Five have community affiliations,
two represent institutions, and two have other
afhiliations (i.e., private consultants). All have
community expertise regardless of where they are
housed. The reviewers have all previously worked
for SSG or their community partners, and nearly
all members have served on the SSG IRB since
its inception. New reviewers were recruited upon
the IRB Administrator’s recommendation, who
identified individuals based on membership needs
expressed by the reviewers. There are no reviewer
term limits.

The selection process for reviewers is critical for
the functioning of the SSG IRB so they may, as
explained by a reviewer, “integrate the rigorous
academic review process together with [SSGs]
community mission and spirit.” SSG is fortunate
to have a ready pool in Los Angeles of diverse
individuals with both community and scientific
knowledge from which to recruit.

Reviewers are required to receive research ethics
training to become certified as an IRB member. All
reviewers completed their IRB training through
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existing institutions, however the SSG IRB has
developed a training tailored for community IRB
members that provides an overview on research
ethics, the review process, community-based
action research and community IRBs. All of the
reviewers are familiar with community-based
research and additional training occurs through
“on the job” learning at IRB meetings. Reviewers
commented on how educational the meetings are
in and of themselves.

The SSG IRB membership has been sufficient
for the volume and focus of the proposals the
IRB currently reviews. In thinking about how
to further diversify the membership, suggestions
included recruiting
coming from a church or a temple, a young and
older adult, and perhaps having more turnover of

from reviewers someone

reviewers to ensure “a new influx of folks...so that
everyone has a chance.”

Budger

The budget for the SSG IRB is paid for entirely
from SSG internal discretionary funds, as they do
not charge for reviewing proposals or build IRB
costs into grants. 'The funds pay for a portion of an
R&E staff person’s time to serve as part-time IRB
Administrator. Due to the limit imposed on the
number of proposals reviewed by the SSG IRB,
the R&E staff person estimates 5% of his time is
devoted to IRB activities. Additional budget items
for operating the SSG IRB consist of meeting room
space, food, phone, conference call line (reviewers are
permitted to participate in meetings by phone when
necessary), training, copying, supplies, and postage.

Organizational support

The key support that exists for the reviewers is
having a staff person, the IRB Administrator. As
described by reviewers:

The IRB administrator provides support and
training to the IRB members to help ensure that
they feel they can fulfill their roles and responsi-
bilities as a board ... if there is a question on how
things should be done the IRB administrator will
remind folks about the process and the protocols
or review and then help to implement them. ..

I don’t think this IRB can really do it without
that [IRB administrator] and this was advice
that [person from an established community
IRB] gave us early on. She said you must have
a staff member staff this and they have to be not
only extremely organized, but they have to really
truly believe in this process because they’re going
to implement it and be accountable back. You
have to take this extremely serious and what this
means. It’s not just passing people, it’s taking it
seriously.

Submission Process &
Review Considerations

Prior to submission of a study protocol to the SSG
IRB, the applicant typically receives an orientation
with the IRB Administrator by phone or email
that covers questions about the process and deter-
mines whether the protocol needs to be reviewed.
To submit a protocol, the applicant completes
an electronic application that has nine questions
covering four areas: research project background
summary, research goals, organizational capacity
and research protocol. Applicants must complete
all questions and submit required attachments
including curriculum vitae for key research staff,
all research materials (study instruments, consent
forms, etc.) and any memoranda of understanding
with partnering organizations. Unique to the SSG
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IRB application and aligned with SSG’s mission
of fostering self-sufficiency are questions regarding
community engagement/benefit and technical
assistance needs. The application contains a ques-
tion regarding what type of technical assistance the
applicant anticipates needing during the course of
the research project and that the SSG IRB offers free
workshops on various aspects of community-based
research, such as methodology and program evalu-
ation. Application questions pertaining to commu-
nity engagement and benefit include:

* Describe the characteristics of the community
that highlight the importance of the research
questions.

* Describe how the process and anticipated
outcomes of the research project can benefit the
community and its various stakeholders (e.g.
community leaders, parents, youth, child care
providers, etc.).

* Describe how you've solicited community input
to determine research project goals, research ques-
tions and potential benefits to the community.

* Describe any experience the organization has
in engaging community and its various stake-
holders. Identify any organizational strengths
derived from this experience.

* Is the organization partnering with other
community-based organizations for this research
project? If so, what would be the role and respon-
sibilities of each partnering organization? (Please
include their memoranda of understanding).

* How is the organization involving community
members in the planning, implementation, and/
or participation in the research project (e.g.
community advisory group, etc.)?

Once the IRB Administrator receives the applica-
tion, it is emailed to the whole board, and the IRB
Administrator sets up a date for the IRB meeting,
usually between four to six weeks from when the
application is received. The reviewers review the
application prior to the meeting and if there are
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questions, the IRB Administrator goes through
them with the applicant so initial questions are
addressed by the time of the IRB meeting. If the
IRB Administrator feels the protocol might be eligi-
ble for exemption or expedited review, they prepare
a summary for review by the IRB and the decision
is made by consensus through email. If there is any
disagreement, the IRB Administrator will attempt to
reconcile through mediating a discussion. However,
if a reviewer feels strongly that a proposal should
be evaluated more thoroughly, an expedited review
will not be granted. If a proposal moves forward
by expedited review, the IRB Chair designates an
additional IRB member to carry out the review, and
the IRB Chair and designated member may approve
the application. The application does not need to go
to the full board unless they do not approve it.

The majority of study protocols require full review.
IRB meetings occur on an as needed basis. At the
meeting, reviewers attend in-person with a dial-in
option provided for reviewers unable to attend.
The applicant is required to attend, and if there is a
partner involved, such as in a community-academic
partnership, the partner is typically required to attend
with the applicant. As described by a reviewer:

...We ask them to be part of the IRB meeting,
to be present during the discussion and to have
a dialogue with the IRB members, who come
to the meeting after reviewing the proposal and
have their own questions and want to find out
a little bit more. We also ask that they bring a
partner with them. If it’s an academic partner,
we especially require them to bring a commu-
nity partner. [f its a community partner, we
also want them to bring an academic partner.
[ think that’s one way for us to elevate the voice
for the community partner. Hopefully, that will
be at least one way they can have these conversa-
tions that they might not get to have in terms of
research equity and community benefits.
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The community focus of the SSG IRB is exempli-
fied in the conduct of the IRB meetings. From the
SSG IRB Policies and Procedures, because people
external to the IRB attend the meetings (e.g., the
applicant), the meeting begins by providing an over-
view of the purpose and explaining the nature of
confidentiality of the IRB meetings. Showing the
value placed on community input and the inclu-
sive nature of the meetings, the protocol indicates:
“Toward the end, ask less-talkative people on the call
if they have anything to add...Ask each Community
Member in turn if she or he has anything to add.”

As observed during a SSG IRB meeting, the meet-
ing begins with introductions. The applicant may
give a brief overview of their proposed study, and
then the majority of the meeting is spent engaged in
a discussion with the applicant about the proposal.
Towards the end of the meeting, the applicant is
typically asked to step out while reviewers make
a final determination through consensus deci-
sion-making. In part because the SSG IRB only
reviews research projects SSG or their community
partners are involved in and because research
projects are collaborative in nature, a reviewer
may need to recuse themselves either because they
serve as the PI on the study being reviewed or as
a partner on it. If there is a potential conflict of
interest, the reviewer can participate in the discus-
sion, but must recuse himself from the vote. After
the vote, the applicant returns to the room and the
SSG IRB shares its final decision. The applicant
leaves the meeting with an understanding of what
needs to be modified in order to move forward. In
addition, the applicant receives written notification
of the determination and any required contingen-
cies. An appeal process exists should the applicant
disagree with the SSG IRB’s decision, in which
case the proposal would go back to the full board

for review.

Due to the extensive vetting process completed by
the IRB Administrator, by the time a proposed
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study comes to the IRB meeting for review, any
non-negotiable items that may have resulted in it
being denied have been addressed. As one reviewer
described, “by the time... it comes to us for review
it’s pretty prepared where we would most likely pass
it or approve it with contingency.”

As a result, most protocols receive contingent
approval and all approved protocols have required
some changes. Contingencies include both manda-
tory changes in order to receive approval as well
as additional suggestions for consideration. With
contingent approval, the applicant submits revised
materials to the IRB Administrator who ensures the
contingencies are met, and the IRB Chair designates
two members to conduct the final review.

An example of one of the few proposals that was
denied involved a study where the applicant asked
for an exemption to retroactively examine data
gathered from a previous study. The SSG IRB
denied the proposal because the consent process for
the previous study did not provide sufficient disclo-
sure that the data might be used for future studies
or publications.

Researchers must seek continuing or renewal
approval from the SSG IRB on an annual basis
for research projects spanning multiple years. The
renewal is completed through expedited review by
the IRB Chair and one other IRB member, unless
there have been significant changes to the originally
approved study. In addition to providing an update
on enrollment, describing challenges, explaining
deviations from the protocol and indicating plans
for the next year, the renewal application asks
about any lessons learned or effective practices that
the researcher would like to share with the SSG
IRB and other community researchers.

The SSG IRB has a Year-End Evaluation Report
template to be submitted once the study is
complete. The report includes questions regarding
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how research data is shared with the community,
feedback on the SSG IRB process, and what type
of technical assistance would be helpful. However,
it is not a requirement to complete the year-end
report, and therefore most researchers do not
submit this. Some researchers share the final report
for the research project with the SSG IRB, which is
then distributed to all members.

Review criteria

The SSG IRB considers issues dictated by the
federal human participants regulations and typical
IRB practices, as well as community-level consid-
erations. Examples of typical IRB considerations
include examining the risk/benefit ratio for indi-
vidual participants as well as issues of safety, volun-
tary participation, data confidentiality, participant
privacy, informed consent, and equitable selection.

The SSG IRB checklist prompts reviewers to
consider how justice is ensured for individuals,
communities and families. The SSG IRB exam-
ines indirect harms and as described by a reviewer,
ensuring research is “not creating more potential
negative influences for those who participate.”
Reviewers examine ways in which the research
design may affect vulnerable populations, such as
people who are affiliated with the incarceration
system, survivors of torture, LGBT or people with
multiple identities. They consider how the commu-
nity has been involved, how data will be dissemi-
nated back to the community, the research team’s
involvement in the community, who the commu-
nity partners are, if the research idea originated
from the community, and if there are concrete and
discrete plans around how the community will
have access to the results and be able to shape the
distribution of results. Other questions the SSG
IRB reviewers weigh include:

* Whats the intent of this research? How is it
going to help the community? What are they
going to end up doing with it?

* How involved has the community been? Are they
in the leadership of it or are they just translating?

* What's the value of data or research produced
in the process, who owns it and what does its
relationship to that ownership represent?

These IRB member quotes reflect the range of ethical
issues considered when reviewing a proposed study:

1 try to pay attention to the power relations that are
embedded into the way that the research project
has been designed as part of the broader question
around participant protection.. Where does this
end up, what can they do with it, where does the
person either retain or lose control, the way that
their piece becomes part of a larger data set.

An ethical study recognizes that there’s not just
individual actors who are itemized and acting
independently of each other on these kinds of
studies but that when a research institution or
even a community group decides to do a study
around a community of people then it raises a
second layer...of ethical questions regarding
that community’s relationship to the data being
produced and its implications, how it’s used or
where it’s going to go.

Of note, taking into account the history of
research in communities, the SSG IRB examines
proposals carefully to protect against the research
unintentionally causing negative or indirect harm,
and offers advice to help studies create tangible
benefits for the community. For instance, not only
should there be a referral list for participants in
case of distress, but it must include detailed infor-
mation, places where people can receive culturally
appropriate services if they are uninsured or do not
have a provider, and locations in close proximity to
alleviate transportation issues.
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Relationships Between SSG
IRB & Institutional IRBs

Many proposals do not have an academic partner
and are reviewed only by the SSG IRB. When an
academic partner is involved, the SSG IRB does
not typically maintain a relationship or have an
agreement with the academic partner’s IRB. The
SSG IRB does have one agreement in place with
the University of Connecticut for a specific study. In
general, the researcher is responsible for correspond-
ing with other IRBs in the case of multiple reviews,
and ensuring adherence to all of their requirements.

the relationship
between SSG and involved institutional IRBs
included developing a mechanism for commu-

Suggestions for improving

nicating whether a proposal is approved and any
changes that were mandated. Ensuring that
institutions know about the community IRB and
their community focus would also be beneficial,
as one reviewer observed:

1 think what would be nice to strengthen the rela-
tionship would be for them to know more about
the community IRB, what we’re doing and why,
the kinds of questions that we ask and how we’re
really thinking about culture and CBPR. I think
that would be great if they would really actively
seek out why we need a community IRB, why

it’s important to have a community IRB and the
CBPR kind of lens that we do in our reviews.

Reviewers also felt it would be helpful to have a
policy in place for mediating situations in which
there is conflicting feedback from multiple IRB
reviews. It was also suggested that community
and academic research partners be asked during
the application process what would assist them in
undergoing multiple IRB reviews and “what type
of help do they need to negotiate” among them.

Comparison of SSG IRB &
Institutional IRBs

Reviewers and researchers identified similarities
and differences between the SSG IRB and institu-
tional IRBs.

Similarities

One similarity identified was their overall purpose
and adherence to the same federal regulatory
requirements. Reviewers and researchers pointed
out “a shared value around research” and “making
sure there’s good research and that people are
protected.” As described by a researcher, “they
were similar in the sense of the general purpose of
an IRB. They’re similar in the sense that they both
follow the same guidelines.” Secondly, researchers
noted that both IRBs raised some similar issues,
such as voluntary participation for staff and clients
of study partner organizations and concerns related
to language, such as determining English-speaking
ability of participants.

Differences

Reviewers and researchers highlighted differences
between the SSG IRB and institutional IRBs in
five areas: empbhasis, inclusiveness, process of the
review, community engagement and benefit, and
dissemination of study results.

Emphasis: While the SSG IRB and institutional
IRB may look at the same issues, both reviewers
and researchers felt that each IRB has a different
emphasis, resulting in a “more comprehensive
review” when both review a given study. As
described by a researcher:

Actually having these two IRBs look at the study
and think about how you're going to do this was
kind of a good, really useful thing... There was
another set of eyes looking at this from a different
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lens. Both in terms of the [name of university]
IRB were looking at the methodology and the
procedure and protecting the sujects and then
the community-based IRB making sure how
are you going to do this thing, how is it feasible
and then how are you going to protect these
people, how are you going to help them get these
services. It helped us think about the project from
recruitment all the way through to the other side.
What happens to this person once they leave our
study?

As another example exemplifying the different
emphasis, a researcher explained that only the SSG
IRB expressed concern about stigma as it related to
participating in an HIV and hepatitis study:

They were concerned about stigma, stigmatizing
individuals because the study was abour HIV
and hepatitis. The [name of university] IRB is
very concerned about risk, risk of exposure and
disclosure. The community-based IRB was also
concerned about that but in a different kind of
way. More about the stigma of participating, less
about their disclosure, so it was the same issue

but phrased in a different way. ...

As a third example, another SSG reviewer who has
experience with an academic IRB, commented that
community and university IRBs have an entirely
different orientation to the process. Whereas the
university is primarily concerned with adhering to
policies, the reviewer observed, the community IRB
has a better understanding of community and views
the process as the production of knowledge and
advancing social goals important to the community:

The IRB process at the university level ...it’s
become a bureaucratized layer of approval for
getting a research project out the door... very
rarely do you have a conversation around social
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Justice, around community —empowerment,
around data, community-based control over
data and the larger good ... It is a completely
different orientation to the process of producing
data that comes out of the community-based
process, in which we the reviewers and certainly
the people who are participating from the
community-based organizations really see the
opportunity to fill a void about the commu-
nity being studied and a potential partnership
between the subjects/community members and
the researchers who help address social problems
that are unique to that community. Its not
considered something you have to go through but
rather something that can really strengthen the
overall objectives, not just of the study, and the
production of knowledge and data, but really
have potential to advance a social goal, empower
the community, create a core set of knowledge or
a body of work ... that the community itself has
identified as a problem...that sensibility is the
biggest difference.

Inclusiveness: In comparison to institutional IRBs,
researchers felt the SSG IRB paid more attention
to the inclusiveness of the research. Researchers
commented on “the special attention to highly
vulnerable populations” by the SSG IRB and
concerns about excluding certain groups due to
the study design, including individuals experi-
encing homelessness, prisoners or limited English
speaking persons. Regardless of whether they are
the focus of the study, the SSG IRB offered sugges-
tions to allow their inclusion whenever possible. As
an example, from the SSG IRB meeting minutes, a
concern was shared with a researcher regarding the
proposed study’s plan for “choosing stable programs
and possibly excluding certain subpopulations (e.g.,
re-entry population).”

Related to inclusiveness, while the SSG IRB and
institutional IRBs expressed concerns related to
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language, the SSG IRB considered this issue in
greater depth. One researcher shared a concern
raised by the SSG IRB regarding having study
staff who can “speak in language” to participants
on hand at any time should a participant call with
a question.

Process of the review: Both researchers and review-
ers identified key differences between how the SSG
IRB and institutional IRBs approached the review
process. Unlike institutional IRBs, for example,
the SSG IRB requires the researcher to attend the
review meeting. The meeting is a conversation with
the research team. As described by a researcher:

The [name of university] IRB doesn’t interact
directly with me in terms of face-to-face meeting.

You submit stuff to get reviewed, it goes through
committees, they give it back to you with all of
their concerns, the kind of typical interaction via
correspondence, sometimes telephone calls with
the IRB staff if there’s any questions. With the
community-based IRB, it was a little different.

We submitted our application and then we had
to meet with the community-based IRB for them

to talk to ws about the project, they wanted
to meet all of us, they want to meet the team,

they wanted to talk through the study, they had
questions they wanted us to answer. ...But that
was a very different part of it, that we went and
actually talked face-to-face.

Reviewers and researchers also noted a difference in
terms of the timeliness of response, with the SSG
IRB described as more responsive, attributed in part
to the presence of the researcher at the review. This
allows the reviewers and researchers to dialogue with
each other and reach conclusions at the review meet-
ing, precluding the need for back and forth phone or

email correspondence. As described by a researcher:

They are different, I think, in the timeline. The
community IRB responds faster, so it’s more
responsive. It’s more user-friendly. The individu-
als, if you have a question, are accessible. That’s
not always the case in the academic IRB.

Community engagement and benefit: As another
point of departure, a reviewer described the SSG

IRB as having a “strong emphasis on communi-
ty-based research and protocols that take into
account the vulnerabilities of communities,” while
institutional IRBs lack familiarity with commu-
nity-based research. Researchers noted the SSG
IRB’s concern about the community and cultural
competence of the team conducting the commu-
nity-based study. Researchers described the SSG
IRB’s desire for research to maintain a legacy, and
sustaining the benefits and impact of the research,
such as through training and capacity building of
community members:

...Ensuring community benefits, sustainability
was another concern of Special Service for Groups
and making sure that there was a legacy that
could live on. They were aware of how difficult
that issue can be, but we did develop strategies
to help with that, like doing co-training. All
the co-training, we taught community leaders,
trained along with academic experts and some of
the clinical areas.

Another way in which the SSG IRB emphasizes
community is through its membership. Reviewers
noted that in sharp contrast to institutional IRBs,
community members make up the majority of the
SSG IRB. The SSG IRB membership also has
greater racial and ethnic diversity, the result of an
intentional effort. As shared by a reviewer:
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[ was astounded at how overwhelmingly white
[the institutional IRB membership] was and
how overwhelmingly the community members
were folks who had very high levels of formal
education. I think that’s one really big differ-
ence. We have a lot of people of color on our
IRB who also happen to have advanced degrees
or who have formal training around data
collection...We have way more racial diversity
than on the institutional review boards... |
also think that the other big difference ... is
the community member is not just one person.
These are all people who I think we would, in
an institutional-based setting, would be the
minority.... And here what’s nice
particular board...is that the critical mass is
on the other side. The community members
are the dominant group and the interface with
Jolks who are working out of institutions and
not particularly doing work or connected to the
community. It’s a complete reversal.

...on this

Dissemination of study results: Finally, both
reviewers and researchers noted that institutional

IRBs tend to deal only with the front end of stud-
ies. The SSG IRB application specifically asks
about how study findings will be shared with the
community and other stakeholders. A researcher
pointed out the SSG IRB also asks about publica-
tion and dissemination of results from the research
project in their review:

[ think IRBs are mostly concerned with the front
end of studies from my view or experience. It’s
more on the backend of things, for me, the ethical
questions that come into play have to do with
who gets credit for this, who publishes, who can
get grants as principal investigators, who matters
on the research endeavor?

Comparison of feedback provided by SSG and
institutional IRB

Written feedback was compared for proposals
that underwent review by both the SSG IRB and
an institutional IRB. Feedback from both IRBs
centered around four areas: informed consent,
vulnerable populations, participant resources and
study methodology.

Informed consent: Both the SSG IRB and insti-
tutional IRBs identified issues related to the
informed consent process and forms, although
the specific concerns were different. As an exam-
ple, for one study, the SSG IRB asked for more
information to be included in the consent form,
such as disclosure regarding risk of potential loss
of health insurance eligibility, alternative methods
for receiving incentives beyond mail, clarification
regarding receipt of incentive if a participant drops
out of the study and information on where data will
be stored and who will have access to it. The SSG
IRB feedback stated “transparency would go a long
way toward engendering trust between the research
staff and participants” and felt these issues were “a
basic tenet“ and key “ethical principles (in this case,
equitable participation, adequate informed consent,
etc.) in community-based research” that should
not be relegated to a clarification buried in supple-
mental information. In contrast, the institutional
IRB asked the researcher to shorten the consent
form and “provide any further useful information
in a supplemental document - e.g. brochure, fact-
sheet...” As described by the researcher:

[Name of institution] was concerned that we
had overdone telling people about the design
of the study. ... since this was a group-level
randomized trial with randomization at the
program level, clients that were screened in a
particular location, they themselves did not
have a choice of the intervention...the [name

of institution] IRB felt pretty strongly that we
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that we should just tell them about the condi-
tion that they were enrolling in and basically,
we pointed out to them that that would really
not work in a study like this because it would be
Jailing to disclose the randomization conditions
even if you didn’t have a choice. And given the
history of the research abuses in communities of
color, this would be unacceptable, not only to us
but to the community.

Vulnerable populations: In other studies, the SSG
IRB raised issues concerning vulnerable popula-
tions (homeless and non-English speaking), such
as the format for incentives and the informed
consent process. The institutional IRB was also
concerned about special populations as relates to
minimizing risk, and asked about protection for
prisoners (e.g., changes to the consent form to
make it more understandable, to indicate that
participation will not affect probation or parole,
and ensuring participation will not be disclosed to
anyone in the judicial system).

Participant resources: Both types of IRBs raised
concerns about having resources available for
participants, such as a referral list in the event

participation in the study resulted in distress. For
one proposal, the SSG IRB was insistent about
providing a detailed referral list for participants.
In an interview with the researcher, it was shared
that due to the persistence of the SSG IRB, a refer-
ral guide was created for the study that resulted
in a valuable resource for the community. This
illustrates how the SSG IRB guides researchers to
provide a tangible community benefit through their
studies. For this same study, the institutional IRB
was additionally concerned about having resources
for potential distress among those screened and not

eligible for the study.

Study methodology: Both the SSG IRB and

institutional IRBs raised questions about study
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methodology. For example, for one proposal, both
types of IRBs raised issues related to voluntary
participation by staff or clients. The SSG IRB had
concerns regarding direct observation of workers
and their work logs, and asked for clarification
regarding the purpose, methods, data elements
to be collected, and how data would be safe-
guarded against use in employment performance
evaluations. 'The institutional IRB had similar
concerns and asked for a recruitment/eligibility
screening script specific for the direct observation,
a description of the procedures for recruiting and
consenting workers, and an explanation on the
recruitment flyer that participation would involve
observing their work and logs. The institutional
IRB also requested clarification regarding inclu-
sion criteria, number of recruitment attempts,
procedures for safeguarding data, data destruction
date, and requiring separate recruitment flyers
for different groups where participation involved
different methodology. Other questions raised by
the SSG IRB related to this study’s methodology
included focus group size, and for another study,
language considerations such as collecting data in
the participant’s language and having transcription
and verification completed by a native speaker.

In summary, the SSG IRB and institutional IRBs
raised similar concerns in their research reviews.
The SSG IRB seemed more concerned about study
accessibility and transparency, as well as more
concerned with providing resources to participants
to protect against potential harm.

Overall experience going through the SSG and
institutional IRB process

Researchers described the experience of having
their proposal reviewed by the SSG IRB as “quite
positive” and a researcher credited having the IRB
staff person available to answer any questions for
making the process “smooth.” One researcher
reflected, “it was a strengthening and a sort of
a cohesive factor because we genuinely felt that
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we weren't doing anything in isolation, that this
research project was genuinely community-partici-
patory.“ Other researchers described the process as
“a little stressful and it was also useful from sense
that we learned some things. We've incorporated
that learning into our overall operations, so we've
established some capacity in this area.”

Another researcher commented on the value of
meeting face to face with the reviewers and the
merits of hearing different perspectives outweigh-
ing the additional time involvement:

[ think it’s always helpful to get additional
perspectives and critiques and especially having
the different perspectives on things that you might
not have thought of. And I especially, again,
Jfound it helpful to have the process where you're
sitting down with those reviewers and discussing
the comments, and sort of collaboratively
discussing the trade-offs between doing things
one way or another. .. there is an added time
Jactor for sure... and there can be just added
challenges when you're weighing feedback from
more individuals and from more perspectives
but I found it to be overall a good and valuable
and really a thought-provoking, in a good way,

experience.

The SSG IRB was described as more efficient and
accessible than institutional IRBs. By having the
researcher present during the review, s/he leaves
the meeting knowing exactly what changes need to
be made for the study to be approved. The process
is friendlier where the researcher may engage in a
dialogue with IRB members until an agreement
is reached regarding modifications. As reviewers
described, the work may be similar to that of insti-
tutional IRBs, but the SSG IRB is more responsive
to community-based researchers.

Very quick turnaround time but with oppor-
tunities also when the group is submitting the
proposal to sit around the table and in live time
often work through and agree upon particular
modifications or additions right then while the
IRB is reviewing the application. It saves a lot of
time. So it enables community based researchers
to get in the field conducting the research much
more quickly.

[ think in the most important ways it is abso-
lutely the same because in terms of ethics, in
terms of protection. Those are always a priority.
[ think it’s just the messaging of how it is done
and maybe ... it is just kind of looking at the
life cycle of the project and ensuring that there’s
kind of a true kind of community meaning for
it. In the most important ways it is absolutely
similar and I think in ways that .. .this is kind of
a _funny analogy, but like casual Fridays. Okay
maybe you are in a really formal legal firm you
will never have casual Fridays but the work is
the same but yet here we are a little bit more used
to having casual Fridays but we are working
around the clock doing our expertise, but we are
willing to kind of just be a bit more comfortable.

Researchers tended to have positive experiences with
their institutional IRB. One researcher described
being “pleasantly surprised that [the institutional
IRB] seemed familiar with and supportive of a
CBPR approach.” Another researcher shared “[name
of institution] has had an IRB that is understand-
ing of this kind of community work and has the
flexibility of mindset that is very helpful in these
kinds of situations.” One researcher commented
about learning each other’s language and how to
communicate since the community and the insti-
tution use different terminology. In reference to
the institutional IRB, they shared it was:
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... Stressful, but we learned some things and it
helped us develop capacity. We learned how to
communicate with scientists and how to develop
our relationship with them and we learned their
language. Sometimes they call people principal
investigators and we call them project directors. ..
They call it methodology and we call it how the
program works. So we learned some things, 1
would say, on both sides.

Benefits & Impact

Reviewers and researchers noted the benefits and
impact of the SSG IRB. Benefits of the SSG IRB
roughly corresponded to five broad categories:
alternative to the institution IRB, added value of
the community lens, capacity building, enhancing
study methodology and legitimizing CBPR as an
approach to research.

Alternative to institutional IRB

As described by reviewers, the SSG IRB offers a
“viable and very positive alternative” to institutional
IRBs, for instance for “studies that don’t involve
institutional partners that might not otherwise
have happened or known how to put together the
protection review process.” The SSG IRB “provides
an opportunity for community-based researchers
to engage in that work independently from these
other kinds of institutions”, particularly in situations
where “there have been bad experiences where the
community-based groups have felt ...used and not
always included as equal partners.” As shared by a
reviewer:

1 would just affirm the value of creating commu-
nity-based capacity to conduct research and
having a venue for non-university-based studies
and researchers who are interested in subject
protection to get an approml process going. ..
there are often studies that don’t involve
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institutional partners that might not otherwise
have happened or known how to put together
the protection review process...for those of us
who are interested in that question, how do
communities that are already working with
a lot of people on the ground and have access
to data and putting together data, how might
they come together, put together a proposal for a
research project and not have to navigate which
is an institution that has an IRB process that’s
not going to subject them to the negative attri-
butes of an institutional-based IRB.

Another benefit is creating an alternative for
community reviewers, where serving on an institu-
tion IRB may be intimidating and where they may
not have a genuine voice. As shared by a reviewer:

...For those of us who want to sit on an IRB
because we represent some of the target popula-
tions but don’t want to be in a room full of ten
researchers with the MDs and PhDs, that are
all part of a university hospital or university and
who have been accustomed to normalize that
the IRB community rep shows up, gets talked
around, maybe gets a stipend sometimes, maybe
doesn’t, and then we get them to really rubber-
stamp something that they’re really, in many
ways, because of either educational cost or race
differences, not actually being put in the situa-
tion where they have a fighting chance to stop
these people from what they want to do.

Added value by reviewing research through a
community lens

Reviewers shared there is value added by the SSG
IRB as it integrates “the rigorous academic review
process together with that community mission and
spirit.” For example, beyond examining individual
benefit and risks, the IRB asks about commu-
nity benefit, such as community empowerment.
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Researchers also credited the SSG IRB for making
their research projects genuinely community-par-
ticipatory. In some cases, the SSG IRB acted as a
liaison for the community partner and researchers
to reach an agreement about the study protocol.

Capacity building

The SSG IRB is viewed as a capacity building
resource. Both researchers and reviewers cited
community capacity building as an important
benefit of the SSG IRB. As an example, a reviewer
explained how its work has resulted in more fund-
ing for community-based activities and building
community-based capacity to conduct research:

...Having a community-based IRB will now
decrease the anxiety for community-based orga-
nizations who may not have gone after a big
federal grant for research they are now maybe
more willing to step forward and say I am willing
to be a lead. Yes, we will partner together with
the academic institution or the principal investi-
gator. But we are no longer afraid because now
there’s been a history that a CBO can take the
lead, can make sure to understand the academic
process. So it is a bridging, but it also opens up
[funding. It’s more funding for community-based

activities.

In addition, more communities are involved in
CBPR, and as reviewers described, “people starting
to question research and how it’s done,” becoming
“more savvy on their rights,” and having “increased
confidence in their ability to both meet the require-
ments of an IRB and see themselves as equal
partners in terms of the research design with their
institutional partners.”

Having the IRB is also increasing SSG’s capacity and
recognition as a community-based organization.
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One reviewer shared how there is “a deeper respect of
our agency” and others commented on how the IRB
has built organizational capacity and has allowed
them to develop better methodology. This in turn
has resulted in more research funding for SSG.

The SSG IRB is also building the capacity of
researchers to engage with communities and
conduct CBPR. One reviewer observed,

[ think it’s just made them better. I think things
they didn’t think about and now I think they’re
more sensitive to the community. But they are
really, for them, everyone who has come to our
IRB has really appreciated the discussions we’ve
had with them and the suggestions we’ve made.
It’s strengthened their research and I think it’s
strengthened the trust that they have in the
community ...I think theyve improved their
communication with the community, but they’ve
also gotten more resources out of it and best prac-
tices out of it by working with others.

Finally, as illustrated by the reviewer quotes below,
the SSG IRB is also building the capacity of its

reviewers.

Numerous benefits that I have received not only
to work closely with wonderful colleagues but
also to learn so much more from experts in a
variety of communities about their communities
and their work and I also have learned a lot
more about the intricacies and challenges and
solutions for safe-guarding and protecting the
rights and well-being of community members
who participate in research.

I thought it would be an empowering process to
be able to really feel like you are at the table really

trying to work with someone to try and make
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some kind of social change research. It is not just
research that is not applied to the real world,
it is something that will actually affect people’s

lives for the better... 1 feel like I have learned so
much.

Enhancing study methodology

As mentioned by researchers in their overall
experience with the SSG IRB, another perceived
benefit of the SSG IRB is its ability to enhance the
methodology or strengthen the proposal overall,
such as in the informed consent process (e.g., more
explicit and acceptable language); ensuring volun-
tary participation; ensuring culturally appropriate
recruitment, methods and incentives; and review-
ing tools to reduce bias. As one reviewer explained,
the SSG IRB is “dissecting things to really under-
stand and think through the process to make sure
that whatever is being presented is strengthened to
better serve the community.”

Legitimizing CBPR as an approach to research
By educating researchers and disseminating best
practices on CBPR, the SSG IRB is “advocating
for the importance of community research and
ethical practices around true community engage-
ment in research.” This also benefits researchers
who conduct CBPR. As one reviewer described “I
think it validates the work they do which is often
not validated, community-based research in an
academic setting.”

Challenges

Three broad categories of challenges faced by the
SSG IRB emerged: those related to institutions,
resources, and reviewers and staff membership
expertise.

The SSG IRB may be seen as a barrier for commu-
nity-academic research partnerships because it
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adds another review, and institutions tend not to
regard community IRBs at the same level as they
do academic IRBs. Due to the lack of familiarity
with a community IRB, community researchers
may feel they need to only go through an insti-
tutional IRB to satisfy requirements for research
ethics review. Additionally, since there are no
funder or government requirements for studies to
go through a community IRB, researchers may
bypass the community IRB and only use their
institutional IRB. As shared by a reviewer:

1 think people often hold on to that feeling that. ..
if funding is dependent upon the IRB process |
have to do it the same way...I have to do it the
standard way that is accepted and they may not
realize that going through a community-based
IRB is not different than a University based IRB
because [reviewers] still have to go through the
same rigorous training, the same process.

Another category of challenges relates to resources.
The SSG IRB is limited in the number of proposals
that can be reviewed without burdening reviewers’
time and impeding the ability to do follow-up for
studies approved. The IRB administrator only has
5% of his time dedicated to the IRB and there are no
direct resources for the IRB. The SSG IRB would

not be able to expand without additional resources.

... There would also be a hesitancy about expand-
ing it too much because then the IRB would not
be able to handle all the requests if it all came in
too much. Then it is fast and furious. ...so push
and pull. You want to be there for everybody, but
if everybody came to you all at once you would
not be able to do the same service.

-SSG Reviewer

Limited resources also translates into less training
opportunities for reviewers.
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We haven’t really been able to send people to train-
ing in terms of IRB. I wish I could send people
to the PRIMcSR Conference. .. We changed some
of the ways we do things as a result of the things

that we’ve learned at the conference. ..
-SSG IRB Administratorr

Maintaining reviewer and staff expertise is also a
challenge. Some reviewers commented on having a
steep learning curve, having had very little exposure
to IRBs prior to joining the SSG IRB. Ensuring
members are fully trained on the federal regulations
and reviewing research is challenging, particularly
since the low volume of proposals reviewed by the
SSG IRB makes it more difficult to develop compe-
tency. The number of reviewers must be kept at a
manageable level to ensure everyone is fully trained.
Reviewers want to make a good faith assumption
about community researchers, while remembering
to ask the hard questions even of research they
support. As shared by a reviewer, “you have to make
sure you asked these questions for your own self,
even though you trust this particular provider and
you think this is going to lead to good research. At
some point, it just has to be asked.”

If the need arose to find a replacement for the IRB
Administrator, finding someone with the right set
of skills might pose a challenge. Such skills include
the ability to troubleshoot with the applicant to
ensure the application materials are satisfactory
to allow reviewers to make a determination and
to synthesize the review meeting discussion into a
succinct bulleted list of the issues.

Recommendations

Recommendations to strengthen the SSG IRB
Both researchers and reviewers generated recom-
mendations for strengthening the SSG IRB.
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The ability for the SSG IRB to continue to grow
and develop requires a bigger budget and direct
funding. This could be accomplished through
increasing SSG’s indirect rate and obtaining direct
resources for the IRB. A number of priority activi-
ties could be undertaken with expanded resources.

An increase in budget would allow for reviewer
professional development, including more frequent
trainings. More specifically, one reviewer suggested
a training “about using technology for research
methods...staying up to date on some of the trends
and some of the implications with those trends.” A
larger operating budget would also allow reviewers
to attend relevant conferences, such as PRIM&R.
Another suggestion was to create opportunities
for reviewers to consult with members of other
community IRBs. This would allow community
IRBs to learn from each other and identify strat-
egies to address more difficult ethical dilemmas.

Additional resources would also allow the SSG IRB
to go beyond the “front-end of a review process”
and develop and implement follow-up activities
with researchers. Suggestions included requiring
researchers to complete the Year End Evaluation
Report and developing and implementing a proto-
col for site visits, both to ensure compliance and
to learn about the outcomes of the study. One
reviewer suggested that researchers attend an SSG
IRB meeting to present their study findings:

All these projects we've approved, what happened
to them? Even if we cant bring everyone
back, just have them report back for [the IRB
Administrator] or maybe a support staff saying
this is what happened, this is the stuff they

learned. ..

It was also recommended to hire additional admin-
istrative support, and build this capacity internally
within SSG. As shared by a reviewer:
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It would be great if we could have additional
administrative resources...to share that knowl-
edge and build that resource even internally to
strengthen the work so that if the current IRB
administrator were no longer there that we have
the people in place to continue to carry on the
great work that’s being done already.

Recommendations for other community groups
interested in developing their own IRB
and identified
recommendations for community IRBs in general,
including both existing and developing ones.
Roughly these recommendations can be grouped
into three categories: infrastructure, relationships
and membership.

Researchers reviewers several

Infrastructure: Community IRBs require ongoing
financial support. As discussed earlier, money
is needed for staff and for training of reviewers.
A paid staff member is needed to develop and
review policies and procedures, recruit members,
and ensure training for members. One reviewer
commented that for the IRB to be sustainable, it is
absolutely critical “there are program champions in
the organization that’s housing it.” Given the costs
of developing and sustaining a community IRB,
one reviewer suggested that communities consider
establishing a community review process instead of
an IRB. While an IRB has regulatory authority, a
community review process might have great moral
authority. To determine which might be the most
appropriate model, a community organization
might ask: Is there an existing community review
process in place? Is there anything the existing
community review process is it not doing well that
you think a community IRB can do better? What is
its relationship with institutional IRBs?

Relationships: Reviewers felt it was important
for community-based organizations considering
developing a community review process to build
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relationships and consult other community IRBs.
As one observed,

...Learning from their experiences what has
worked, what hasn’t worked, being able to share
information and resources. Some people have
been very gracious about sharing policies and
protocols, even tips and tidbits on how to work
with other IRBs or OHRP, knowing resources
through PRIM&R, CCPH and things of that
nature. So...it’s sharing best practices and lessons
learned and being willing to share that knowl-
edge with others.

Another reviewer commented that attending
another community IRB’s training was extremely
helpful in understanding “what do we need to
have in place, how do we maintain this and what’s
it going to take” to build the IRB. Examining
different community IRB models and conducting
an assessment to understand the resources required
to develop and maintain the IRB, associated costs,
and the type of staffing and knowledge required to
implement and develop an IRB.

Relationships could also be strengthened with
institutions, and this will ultimately strengthen the
community IRB. As shared by a reviewer:

...Why does a university-based researcher go
through your IRB if they’re getting IRB approval
[from their university already? What do you add to
it? ... A lot of this is really building those relation-
ships, having academic partners that understand
the process and can see the value in it.

Membership: Itis important to ensure you have “the
right members who have that community experi-
ence.” One reviewer suggested “...in the beginning
it might be wise to just fill the IRB membership
with people who know community-based research.
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If you can just have that, that’s huge. The train-
ing is going to be intense if they don’t have that.”
Reviewers not only need to be familiar with human
participants protection regulations, but they need
to have the ability to offer recommendations to
researchers to meet requirements. As described by
a reviewer:

You have to follow up with...the research teams
that youre reviewing. You have to have really
good information back for them. If we're just
saying no or yes and not providing enough
details. . .it doesn’t really help them to make sure
that the research they’re doing gets better.

Recommendations for institutional IRBs

Researchers had recommendations for institutional
IRBs related to their consideration of commu-
nity-level perspectives and CBPR ethics. One
suggestion was “having the community perspec-
tive in mind rather than just the individual level
perspective.” As described by a researcher:

[ think the academic review, it’s often consid-
ering the benefits and harms facing that indi-
vidual participant and I think what the CBPR
review process can bring is a perspective of what
is this study, what are the potential harms this
study might bring to the larger community? So
for example, by doing this study, are you going
to be stirring up conflict in the community in
some way? ...1 think introducing a study, or even
an intervention, or a study of an intervention
in a community can potentially disrupt rela-
tionships, cause conflict. I think that’s something
that a community IRB process may often be more
mindful of that the academic review may not
consider.

that institutional

IRBs miss ethical issues related to partnering

One researcher commented

with community groups, such as joint knowledge
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production and credit for findings, with the ethi-
cal dilemma having to do with “knowledge ...
produced ...that a lot of these community groups
don’t get enough credit for ...and theyre not seen
as equal research partners both in terms of publi-
cations and publicity about the findings but also
about research grants.”

Summary Reflections

This case study documents the many ways in which

the SSG IRB is achieving its goals:

1) Respond to the growing number of communi-
ty-led research projects involving SSG or its partners,
regardless of whether there is an academic partner.

The SSG IRB provides a thorough ethics review for
community groups engaged in research without an
academic partner. The SSG IRB provides consid-
eration of additional issues beyond those specified
in federal regulations for human participants
research, including those pertaining to CBPR and
partnerships that are not usually considered by
institutional IRBs.

2) Advocate for and build research and research ethics
skills among community partners, especially in commu-
nity-campus collaboration, by making sure they are
engaged or consulted throughout the research process.

The SSG IRB accomplishes this goal through
several activities. As reflected in the SSG IRB appli-
cation, it considers partnership issues throughout
the life cycle of a study, from inception through
dissemination. Through its proposal review and
feedback process, the SSG IRB ensures that the
research it approves is designed to provide tangi-
ble benefit to the community, leaving behind a
legacy that is sustained. SSG IRB members — the
majority of whom are community members — are
provided training on research and the protection
of human participants that is tailored to their roles
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as reviewers. In addition, the SSG IRB provides
training and technical assistance for community
members more broadly.

The SSG IRB follows the federal regulatory
requirements for human participants research with
the added rigor of community-level considerations.
Strategies to further strengthen the SSG IRB
include increase funding, add more administrative
support, create more opportunities for reviewer
professional development, enhance follow-up with
researchers on their approved studies and develop
an established network of community IRBs.

organizations beyond SSG and its partners may
benefit from accessing its services.

Contact Information

Eric C. Wat

Director of Research and Evaluation

Special Service for Groups — Institutional Review
Board

605 W. Olympic Boulevard, Suite 600

Los Angeles, CA 90015

(213) 553-9350

ewat@ssgmain.or

While its structure meets its current demands, the
question remains as to whether the SSG IRB will
seek to expand so that a broader set of community

http://www.ssgresearch.org/
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Galveston Island Community Research Advisory

Committee: Gatekeepers for Health and Well-Being
for African-Americans in Galveston, TX

John M. Cooks, Nancy Shore, Alice Park and Sarena D. Seifer

[GICRAC] helped me [as a researcher] build the proposal and I learned from that community
review process... the knowledge that resides and emerges through a process like that, that is a true
process not a rubber stamp, not a ‘here’s what we’re going to do, sign the letter,” but really listening
to how their local knowledge can inform a study is something I kind of knew but really didn’t
understand just how much better that could make a study. I saw that with my study and since then
T’ve seen the same group be approached by other researchers.

The fact that they have something in place for the researchers to fill out, that the researcher has to
come talk to them. ['ve seen protocols change. It’s amazing. That kind of communication takes time
to build up. You have to invest in each other for a long time so when the proposal comes down you're
already ready and have the trust relationships built. If that’s the case ... then your study is going to

be so much better.

his quote exemplifies the commitment of
the Galveston Island Community Research
Advisory Committee (GICRAC) to working

collaboratively with researchers to design studies
that help to actualize its mission:

We are the gatekeepers for the health and well-be-

ing among African Americans in Galveston

County. We are committed to advocating,

participating, and endorsing health research and
related services, by participating in the selection,

design, implementation and results sharing of
research.

This case study report provides an overview of
GICRAC including the history behind its devel-
opment, how it operates, as well as its benefits
and challenges. The report furthermore looks at
how GICRAC compares with the local univer-
sity-based Institutional Review Board (IRB), as
well as its relationship with this IRB. The report
concludes with a set of recommendations for
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-Researcher

community-based research ethics review processes
and institution based IRBs. The report is based
upon findings from an analysis conducted in 2013
of key documents guiding GICRAC,' a focus
group conducted with seven GICRAC members,
and interviews with the GICRAC Chair and two
researchers who submitted study protocols to
both GICRAC and an institutional IRB. This
case study is one of five conducted as part of the
National Collaborative Study of Community-
Based Processes for Research Ethics Review. The
study aims and methods are further described in
the first chapter of this report.?

Overview of GICRAC

GICRAC traces its roots to Jesus Fit, a year-long
Texas Department of Health-funded nutrition and
physical intervention study in the Galveston, TX
African-American community in 2004. A commu-
nity advisory committee was formed at the incep-
tion of the study and became known as the Jesus
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Fit committee. This committee was comprised of 7
community members partnering with a researcher
from the University of Texas Medical Branch
at Galveston (UTMB). As the funding ended
in 2005, the Jesus Fit committee and the lead
researcher decided to expand the function of the
committee to include reviewing research coming
out of UTMB in order to positively impact the
health and well-being of the African-American
community in Galveston. After operating as an
informal coalition for four years, the Jesus Fit
committee in 2009 became a 501c3 non-profit
organization with a new name, GICRAC, which
conveyed its broader purpose.

In thinking about why establishing GICRAC was
important, members spoke to ethical abuses in
Tuskegee as well as locally. One reviewer reflected
upon the damages caused by the U.S. Public Health
Service sponsored Syphilis study’ and how it now
shapes GICRAC’s approach:

Tuskegee worked to the advantage of the
researchers and to the disadvantage of the
community, and it was years before the
community realized what happened and by that
time research that was supposed to be helpful
had become harmful. I guess one of the worse
things you could do is to know the answer to
prevention and withhold it. And so I guess we
are really making sure is scientific research steps
up and becomes that part of the community, or
that part of medical research where it does not
do any harm.

Early in its development in 2005, GICRAC
received training from St. Luke’s Episcopal Health
Charities in CBPR. This provided foundational
knowledge to then begin reviewing research propos-
als in 2007. GICRAC also designed and imple-
mented an extensive community needs assessment
titled Listening Tours, to better understand the
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community’s health and health research priorities.
As one reviewer described,

We try to find out what’s in the community,
what’s needed in the community by the commu-
nity, from the community before someone comes
to us with a research project. So when they come
to us with a research project, we might already
know because of those Listening Tours that this
is something that the community will really be
interested in pursuing, or this is something the
community is going to be very accepting of and
will welcome the researchers.

The Listening Tours asked key questions in a series of
focus groups such as: what is health, what is healthy,
and what are some barriers keeping us from being
healthy? As explained by a GICRAC reviewer, “we
polled nurses. We polled dock workers. We polled
college students, high school students and teachers
all in different groups.” After gathering all the infor-
mation, GICRAC held an event for the community
to learn and talk about the findings. GICRAC also
invited the local university President and other key
university individuals. This provided an excellent
opportunity to share with these university leaders
the pressing health concerns and questions identi-
fied across Galveston.

Service to the Galveston community is a driving
purpose of GICRAC. In part this entails ensuring
that 1) the community understands the proposed
study (i.e., study purpose, potential harms and
benefits, participation requirements), 2) the study
holds potential benefits and possible harms are
minimized or prevented, 3) the study is aligned
with GICRAC’s mission, and 4) the researchers are
provided guidance or support to strengthen their
design and approach. As a reviewer also shared,
“we developed it so that we would be in the know
and mostly trying to, as much as possible protect
the community for whatever that looks like. Be the
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whistleblower if we need to be but not just blow-
ing bad news, but blowing good news as well.”
GICRAC also works towards ensuring that study
findings are translated into actual community
benefits, which represents an expansion upon its
original purpose of “gatekeepers.” GICRAC also
acts as an ‘extra voice for the community” in
determining whether and how research takes place
with Galveston communities.

Types of research reviewed

GICRAC reviews research coming from UTMB.
Since its inception, GICRAC has reviewed 10
proposals. The research reviewed by GICRAC
is generally aligned with its focus on the health
and well-being of African-Americans residing
on Galveston Island, extending into Galveston
County. Studies reviewed have included those on
depression, nutrition and exercise, and childhood
obesity. Some of the studies reviewed were subse-
quently awarded grant funding, including from St.
Luke’s Episcopal Health Charities, the National
Cancer Institute and the National Institute of
Nursing Research. In some instances the research
submitted to GICRAC has already received fund-
ing. In these cases, GICRAC first determines if the
study aligns with its mission statement and whether
there is an opportunity to positively influence its
implementation, as stated in its policy:

Research or projects may be funded without
GICRAC knowledge or even against the recom-
mendation of GICRAC. When such projects
pertain to the GICRAC mission, GICRAC will
seek to positively influence project implementa-
tion later in the process.

Membership
The GICRAC chair described how the important

qualities for serving as a GICRAC member are “a
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willingness to want to make a change and a will-
ingness to learn about what it is we do and how the
research world works.” The GICRAC philosophy can
be described as “we hope to ‘grow people’ and develop
capacities.” This translates into not requiring extensive
research experience up-front and instead valuing a
commitment to providing ongoing learning opportu-
nities to all members. While the majority of members
are from the community, people affiliated with the
University including academic based researchers also
serve on GICRAC. This latter group is referred to as
“research affiliates.” All the research affiliates were from
the University of Texas System at the time of joining
GICRAC. Given this commitment to capacity build-
ing, the GICRAC chair believes the current committee
composition is sufficient. Depending upon the proposal
under review, additional guidance may be needed in
order to do a thorough and informed review and in
these cases external assistance or consultation is sought.

When new members need to be recruited, GICRAC
members typically make nominations. The nomi-
nating process tends to be informal, and nominees
are not asked to complete an application to serve.
The GICRAC Chair shares the mission and process
of GICRAC with nominees in order to determine

whether there is a mutual fit. Three current members
shared how they came to join GICRAC:

1 came on board as result of the Listening Tours.

I came on board because the founder of the group
talked with me about it because I worked with the
community. I had been working with youth for
years at the church.

[ was asked by the founder of Jesus Fit... I met her
and she came to church a couple of times... she
asked me why don’t I be a part of the group. I said
whar? She said yeah. And I said you are all doctors,
and teachers, and you are educators and stuff. ..
She said you know a lot of people and there may be
a time that we need to get to somebody and you’d be
able to reach them quicker than we can.
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There are no specified terms for the members.
Currently there are 12 GICRAC members, with
almost half of these individuals joining when
GICRAC first formed. As the GICRAC chair
reflected, members tend to be in it for the “long
haul” with very little turnover. In GICRAC’s
by-laws the chair is elected by the GICRAC
membership, and can serve up to three consecutive
two-year terms.

Members are not compensated monetarily for
their efforts. They do receive, however, educational
opportunities to ensure they are able to complete
their assessments. Examples of these opportunities
include an IRB member from a local university
offering training every other year to GICRAC
members, and the initial training provided on
CBPR. For members that were not present for the
initial CBPR training, they will receive an over-
view of CBPR if they are unfamiliar with CBPR
given it is aligned with GICRACs beliefs regarding
how research should occur. New members do not
have to observe a meeting prior to gaining a vote.
This decision is based upon the belief that the new
members come prepared to vote with their knowl-
edge and experiences as community members of
Galveston Island.

Budger

GICRAC members are asked to pay dues to support
the work of GICRAC, including the purchase of
food for the meetings. Dues are $100 annually
for community members, and $150 for research
affiliates. Members have their dues waived for their
first year of service. GICRAC seeks opportunities
to raise additional funding to sustain its work. In
part this entails working to secure grant funding
directly or through subcontracts. Funding from
UTMB’s Clinical and Translational Science Award
(CTSA) represents one of their main sources of
income. GICRAC assists with CTSA activities
and is compensated for its time and expertise.

GICRAC has minimal overhead costs due to all
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members, including the chair, donating their time
as volunteers. A local church provides free meeting
space. GICRAC, however, contributes funds to

offset the church’s operational costs.

Submission & Review
Process

Submission process

Researchers tend to find out about GICRAC
primarily by word of mouth. Most of the research-
ers who have submitted proposals are from UTMB.
GICRAC’s written policy regarding access to its
review process states:

GICRAC may be approached by researchers or
community persons interested in obtaining the
endorsement of their project. Such persons should
approach the Chair of GICRAC with a request
Jor support and GICRAC at large should decide
1) whether the project would be of interest to
them and 2) whether it is at a stage where they
can have meaningful input.

The researcher must also submit a copy of any appli-
cable funding announcements as well as a GICRAC
Letter of Support Request Form (to access the
GICRAC Letter of Support and other forms, please
see below for the GICRAC contact information and/
or reference for a journal article that contains key
GICRAC forms). Ideally the researcher submits this
information before the study proposal is submitted
for funding, allowing GICRAC an opportunity
to be involved in the actual development of the
research design.

Review and decision-making process

Once the materials have been submitted, GICRAC
members determine whether they want to collabo-
rate with the researcher. Ideally the researcher will
come and present their ideas as a first step in this
process. Only once has GICRAC decided not to

proceed with a review. In this case, the researchers’
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required timeline was insufficient for GICRAC to
complete its review. When GICRAC decides to
proceed with the review, a working group is created.
This group, the Intervention Working Group
(IWGQG), consists of 3-5 GICRAC members, which
always includes community members and at times
a research affiliate. Each IWG selects a Chair who
serves as the point person for all communication
with the researcher. The composition of the IWG

depends upon the interests and availability of the
GICRAC membership.

The IWG then meets to assess the proposal,
utilizing two documents to inform its assessment:
Letter of Support Evaluation Form and Questions
to Guide Our Review of Research Proposals in
the Community. In some instances the researcher
submitting the proposal may include questions
for GICRAC, specifying areas for which they
are particularly interested in receiving GICRAC
feedback. For example, one researcher submitted a
summary of her research followed by a set of ques-
tions entitled “what I need help with” that included:

* How should parents be invited to partici-
pate, what will make it attractive for them to
participate?

* If this program is going to be given to children
you know, what kinds of things do the parents
want to know about their children’s health?

* What kinds of community support (from
churches, Boys and Girls Club, Parks and
Recreation Dept) is needed to get it to work?

GICRAC prefers to review proposed research that is
in development, allowing for greater opportunity to
help contribute to the final study design. As part of
the review, the IWG may look for opportunities for
payment for time spent reviewing the proposal or
possibly to be a compensated study partner.

The determination of the IWG is presented to the
entire GICRAC membership. As the policy states,
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Deciding to provide a letter of support is a serious
matter that involves the integrity of the group.
The sub-group should not put the larger group
“on the spot”. When subgroup recommends
support, a letter from the Chair will be sent from
the Chair. Members of GICRAC will receive a
copy of this letter.

Although the GICRAC membership generally
concurs with the IWG’s decision, the deci-
sion-making is described in terms of being a
deliberative democratic process that entails
sufficient time for discussion followed by a vote.
The research affiliates serving on GICRAC can
participate in the discussion preceding the vote,
but do not get an actual vote. As one reviewer of

GICRAC stated,

All of the “power” lies within the community.
That’s it and everybody comes in with the under-
standing that whatever the community says is the
way that it’s going to go relative to our actions.
...because at the end of the day when we finish
all of it, it’s going to all be about the community
50 that’s where all the investment is.

The policy also indicates that GICRAC members
can propose a research project, and in these
instances an interest group will be formed to
develop the actual proposal. The interest group’s
function in these situations is therefore a bit differ-
ent than an IWG given its emphasis on their own
proposal development. The interest group will

put forth a proposal to be discussed by the entire
GICRAC membership.

Once GICRAC approves the proposed research,
the Chair sends a letter to the researcher. This letter
specifies the conditions that the researcher must
meet. For example, in one letter GICRAC writes
“we are pleased to work with you in this [research]
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project and endorse its provisions. However, we
do so with the provision, if funded, that you work
with us in the development and implementation
of this research project. We want to ensure that it
reflects the ‘cultural norms™ and incorporates the
special needs of participants in this community.”
The letter further specifies how GICRAC will
“encourage the parents in our congregations and
community with whom we have contact, to attend
the WIC nutrition education classes.”

Review Considerations

The key thing that we assess is that community
piece. Always. That is the focus.

Definitely, community piece, always the commu-
nity piece.
-GICRAC Reviewers

GICRACs application and reviewer scoring sheet
include questions consistent with GICRAC’s
community-concerned mission, which are also
indicative of GICRAC’s desire to be actively and
meaningfully involved in shaping research. While
some application questions are typical of those asked
by institutional IRBs (i.e., how and who will be asked
to participate in the study? Is anyone excluded? If
so, why? Will their privacy be protected?), most of
GICRAC’s questions and scoring criteria include
items not usually covered by institutional IRBs. For
example, researchers are asked:

* If funded, how will your work improve the
quality of research to address health issues in the
African American or potentially other under-
served communities?

* What efforts have you made to ensure that the
research team has the sensitivity to understand
the social, cultural, and environmental context
of the community of focus?
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* What is the racial and ethnic composition of
your community of focus?

GICRAC members review each research proposal
using a scoring sheet that assesses the extent of its
alignment with GICRAC’s mission. The review-
ers’ scoring is kept on file, yet the score is generally
not reported out at the meetings. The scoring sheet
serves as a useful tool to guide the review and
discussion of the proposal. Examples of the scoring
questions include:

* Does the research project/grant proposal have the
potential to advance the health in the community
of focus?

* Are efforts to ensure sensitivity to understand the
social, cultural, and environmental context of the
community of focus convincing?

e Is it a significant or pressing concern to the
community?

e [s there time for us to become involved, on the
study collaborative or on the planning of the
study?

* What happens to study results? Will they be
published? If so, where? Will there be a press
release in the local paper(s)? Are community
members involved in the writing of the final
report or article? Will results be presented to the
community? Where and how?

* Are participants involved in the presentation?
Can they have input on where and how study
results are made public?

GICRAC members approach their assessments
with a strong community focus. This includes
ensuring informed consent documents are not only
understandable, but also relevant or appropriate to
the community. At times this entails recommend-
ing that the researchers remove jargon, shorten the
length of the form and check the reading level. As
one GICRAC reviewer noted,
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The jargon is very, very important. ...And that
does not mean that the participants are illiter-
ate. It has no bearing on their education level
because what we are working with are people
in the community who have a multitude of
information and knowledge. It’s just getting the
same vernacular on the table. Using the same
English words. And for us, we are going to do it
the simplicity way because there’s a lot of wisdom
in simplicity.

Attention to the actual consent process is also
taken into consideration. When institutional IRBs
require a lengthy consent document, the GICRAC
members may ask researchers to create a summary
sheet that highlights the key pieces potential
participants need to know. As part of the proposed
consent process, researchers also may be asked to
attend a community gathering to be introduced to
the community and to verbally share key aspects

of the study.

Other review considerations include community
benefit/impact, individual risks, methodology, and
opportunities for compensation.

Community benefit and impact

GICRAC considers both community and individ-
ual level benefits when reviewing a proposed study.
As one reviewer reflected,

[ think we do it on the community basis. I feel
like. . just how important is it to the community?
What will the community benefit from? I mean
is it somet/;z'ng we want to give a try, or put on
our community, or make them a part of it?

One reviewer also reflected how institutional IRBs
take into account individual-level considerations

and are not positioned as well as GICRAC to
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think through “how it’s going to impact the entire
community.” Consideration of community impact
takes into account both the short- and long-term
impacts.

Individual risks

While the primary focus of GICRAC may be on
the proposed study’s community impact, they
also consider individual level risks. As an example
taken from GICRAC’s meeting minutes, members
required that the researchers include a stipulation
about participants needing to seek approval from
their physicians in order to participate in the study.
This was due to concerns with health risks associ-
ated with participating in the study.

Methodology

GICRAC also provides feedback on the proposed
methodology. This may result in adding in pieces
that members describe as “back door CBPR,” that
allow for greater community engagement. Other
examples of feedback on methodology include
whether the study is appropriately inclusive and
questions regarding appropriateness of the study
design given the community context. Or as one
reviewer shared, “oftentimes there’s a different
way to do [research] in a different community. So
the methodology they are trying to implement is
something we have to pay serious consideration to.”

Community compensation

As part of the review process, GICRAC looks for
opportunities to include and compensate commu-
nity members as study staff and also to be included
in the study as a compensated partner. This may
entail recommending building in a paid position
for a community person or for GICRAC. As an
example, GICRAC may ask that the researchers
hire someone from within the community to fill a
community health worker position. This individual
is not necessarily affiliated with GICRAC, but is a
member of the broader Galveston Island commu-
nity. In terms of seeking paid opportunities for
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GICRAC, one GICRAC member shared, “based
upon what we’re doing and especially the work
required, let’s get paid for the work. ... It’s about
the fairness of it in terms of trying to make sure
that everybody’s time is respected and compen-
sated.” Issues of payment were also reported in the
GICRAC minutes. More specifically the minutes
indicate that a proposed research project had a
decrease in the agreed upon amount allocated
to GICRAC due to funder cuts. The required
deliverables from GICRAC, however, remained
the same. The discussion amongst GICRAC
members focused on whether the decreased
amount represented a “fee commensurate to the
work to be done.”

Comparison of GICRAC &
Instituional IRBs

While GICRAC members noted key similarities
between their review process and institutional IRBs
(i.e., “we take into account the risk to the human
participants”), several perceived differences were
identified. These include GICRAC’s strong focus
on community, desire to actively collaborate with
researchers, strong faith-based and community
orientation, and organic development as a review
entity. In terms of GICRAC’s strong community
focus, one reviewer shared,

..We have at heart the community and we
want to help the institutions do the right
thing... Because its eventually going to benefit
the community. If they do the right thing and
they come through with something fantastic,
it’s going to ultimately benefit the community.

Another reviewer also contrasted GICRAC’s
community orientation with the priorities of some
researchers:

There are different emphases. Their empbhasis is
to be able to go out and conduct the research and
write a paper that’s going to be accepted in vari-
ous journals and what have you and maybe they
will be able to conduct some research that will
get them some recognition. Our emphasis is okay
now you are coming to this community, now you
are going to serve this community in that it is
going to benefit the community in some way. [
don’t think they care about whether it’s going to
benefit the community, they care about whether
it’s going to benefit them.

In comparing the application process specifically,
GICRAC members described how their review
tends to be more collaborative as compared to
institutional IRBs. As one researcher shared,

One of the researchers interviewed highlighted
GICRACs participatory process:

With GICRAC there were several pages to
complete and questions to fill out, but then we
met together and it was participatory as far as
working through these parts together. Whereas
with the IRB, you filled it out, submitted it, it
felt like a black hole, an answer came back. There
really wasn’t any participation as far as creat-
ing how the research would be and the human
subjects are structured and those kinds of things.
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Because of my personal commitment and
because of this proposal, it was perfect to go to
this community group and say, help me develop
this proposal. It was not presented to them as
a finished product. In fact, we had about three
meetings of a sub-group of the whole group where
they looked at my proposal and the first time they
did it they looked at it and said, excuse us, but
we don’t think this is worth the paper it’s written
on. Then we began to build a proposal from their
ideas about what they thought it should look like
and that’s how it went to the community group.
It went to them, it came from them, so on and
so forth and, of course, it had to go to the insti-
tutional IRB because that’s a requirement of my

job and of the NIH application process.

Some members bring a faith-based orientation to
their role on GICRAC, described by one reviewer
as reflecting on the role of prayer and guidance from
God as a means to determine how best to approach
the review process.

Finally, unlike the more structured institutional
IRBs that adhere to established federal research
ethics regulations, GICRAC developed in more of
an “organic” manner. Currently GICRAC has key
policies and procedures established, but initially
one reviewer described it as “very organic and so we
made it as we went along.”

Comparison of feedback received: GICRAC and
institutional IRBs

Researchers were asked to compare the feedback
received by GICRAC and by the institutional IRB
that reviewed their study, and what occurred if
they received conflicting feedback. The interviewed
researchers could not recall any substantive feed-
back received from the IRB. For one researcher,
the comments received focused more upon how
to keep her study in compliance with the IRB’s
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deadlines and requirements (i.e., “keeping the
study personnel updated”). One researcher recalled
not having “many issues with the IRB after it had
been approved by GICRAC.”

In thinking about feedback received from
GICRAC, recalled questions
requirements related to cultural considerations,
acknowledgement of individuals’ study participa-
tion, risks and benefits of participation, sampling
decision and power dynamics. As an example of
cultural considerations, one researcher spoke to
the feedback regarding the intervention plan and
approach of a nutrition education project. This
researcher shared how she “didn’t have it culturally
appropriate and so [GICRAC] wanted to be sure
all that was in there...I always appreciated any
feedback they had for me because they know the
community and I don’t.” In terms of appropriately
acknowledging the contribution of study partici-
pants, one researcher reflected,

researchers or

[GICRAC]  felt like I wasn’t adequately
acknowledging  the and  effort  the
participants were going to put in on it, so I
needed to make those changes. I dont want
to say payment because it wasnt necessarily
payment, but it was providing to the participants
something that they would value rather than just
nutrition education or something like that. So,
[ had gift cards. I had other types of small child
toys and things for the moms that they would
value to thank them for their time and effort in
attending the intervention classes.

time

Connected to the idea of appropriately acknowledg-
ing participants, one researcher also spoke to receiv-
ing feedback that pushed her to further explicate
what are the benefits and burdens of the study. This
information was important to share with potential
participants, and required the researcher to demon-
strate a critical awareness of what she was asking
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participants to do. In terms of sampling decisions,
this referred to feedback on how to better attain
the desired representative sampling sought by the
researcher. Lastly as an example of power dynamics,
one researcher discussed how GICRAC provided
feedback that would help ensure researchers didn’t
“use power to pull the wool over someone’s eyes”
and instead communicated in a way that everyone
would understand and that leveled the playing field.

For one researcher, there were no real concerns
raised at the final stage of GICRACs review given

she worked closely with GICRAC to develop the
entire proposal. As this researcher reflected,

After our work group was finished creating the
proposal, it went back to the full committee and
they read it. Because their colleagues had, basi-
cally, worked to build it, read it and edited it,
they didn’t really have any concerns other than
Just how we were going to do it, the feasibility
of it, given the small number of people in the

coalition.

Researchers were also prompted to think about
instances where conflicting feedback was received,
and how it was resolved. As an example of conflicting
feedback or requirements, one researcher shared how
GICRAC advocated for incentives to be paid in cash
due to the perceived barriers of the originally proposed
plan. Providing cash was implemented, but required
the academic partner to adapt its policy to allow for
such an approach. The involved researcher described
having the university write a “special policy.” Of
note, the payment negotiations were seen more as a
conflict with university-wide policy and not the IRB
specifically. In order to avoid negotiating conflicting
feedback, one researcher described informing the IRB
that she must adhere to GICRAC’s feedback in order
to be consistent with the overall CBPR approach of
her study. As long as there are no significant red flags
in the proposed study (i.e., significant risk of harm),
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the researcher believed the IRB would honor the need
to adhere to community feedback.

Overall experience going through GICRAC and
institutional IRB review

In thinking about their overall experience going
through the institutional IRB, one researcher shared
“it’s pretty pro forma” while another shared, it was

e

just a paper process.” The interviewed researchers
could not think of how the IRB feedback changed
aspects of their study design.

In contrast, the interviewed researchers spoke
passionately about their experiences going through
GICRAC and how it strengthened their proposed

research. As a researcher shared,

Very valuable. Valuable because they give you
insights that a university-based researcher really
doesn’t understand or doesn’t see that are very
valuable not only for putting it to NIH saying
its CBPR and following all the little step by
step, but because it makes the research more
applicable, more valuable. If you have this perfect
design and study but it doesn’t fit with what the
community knows and how the community acts,
it’s never going to go anyw/aere. It’s never going

to happen.

An example of how GICRAC feedback resulted
in changes centered on sampling decisions. More
specifically the researcher had proposed a sampling
strategy that was based upon geography. GICRAC
advocated for an approach that instead centered
on sampling groups within the community. More
specifically, the researcher shared how GICRAC
instead proposed to do a more “cross section of folks;
we're going to talk to teachers and then were going
to talk to janitors and factory workers. We're going to
talk to ministers, sorority and fraternity members.”
Additionally GICRAC advocated for inclusion of
youth as an important part of the community.
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Relationship between
GICRAC & Institutional IRBs

GICRAC grew out of a research project with a
UTMB researcher and developed an expanded
aim to review all research coming out of UTMB’s
Medical Center. To date there is no formal rela-
tionship or agreement between GICRAC and
UTMB’s IRB or any other institutional IRB.
Generally researchers going through GICRAC
and UTMB’s IRB will submit their materials first
to GICRAC. This allows the researchers to incor-
porate GICRAC feedback prior to UTMB IRB
submission. In instances where researchers instead
first submit to UTMB IRB, they will likely have
to submit additional modification materials to
UTMB IRB assuming GICRAC requests specific
changes. If a GICRAC involved research project
seeks a Federalwide Assurance, UTMB’s IRB
would be the IRB of record.

GICRAC members further discussed relational
challenges between the broader community and
UTMB post-hurricane Ike. Members pointed to
the relational strain resulting largely from UTMB’s
hospital not being able to provide the needed
services to the community after the hurricane.
The strain therefore centered on the community’s
relationship to UTMB based upon health care

provision rather then research activities.

Benefits and Impact

The benefits of GICRAC include engaging the
community in the review and development of
research happening on Galveston Island, work-
ing to ensure community benefits, and assisting
academic-based researchers to design and conduct
community-engaged research. GICRAC is a
community-driven entity that not only reviews
research proposals, but also aims to monitor, shape
and participate in research. The involvement and
leadership of community members on GICRAC,
according to the GICRAC Chair, “is the strength
of [GICRAC] and makes it most effective.” As
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another reviewer shared, “it [GICRAC] gives the
community essentially an opportunity to monitor
exactly what’s going on in the medical commu-
nity.” As part of this role, GICRAC helps ensure
that the broader community remains aware of
what research is being proposed or conducted.
GICRAC also works to ensure that the commu-
nity will understand the research, helping at times
to translate research jargon into layman terms.

In terms of benefits, one reviewer remarked how
GICRAC tries “to link or put together an illness
in the community with the search for a cure on
the university level.” Another reviewer reflected
on the issue of community benefits by sharing
“and it may turn out that there’s no benefit from
[the research], but at least [the community] knows
that it has been reviewed and we've given it a
stamp of approval in an effort to determine that
this research could possibly be beneficial. And
if it isn’t beneficial, then the next time someone
comes with this idea we can tell them right off no
this isn’t going to work.”

Several members pointed out how GICRAC
assists researchers. GICRAC members help shape
the research in order to ensure the research will
be relevant and received well by the community.
In essence GICRAC can help add a “different
perspective” due to it being a part of the commu-
nity with a deep understanding of community
concerns and strengths. As one reviewer noted,
“we try to get the researchers to realize that some
people don’t go to this place. I mean you might find
them better at another place or a different time and
approach the whole study in a different way to get
them to really participate, or want to participate.”
One researcher mentioned how GICRAC helped
with hiring research staff, and reflected on how “the
participation of GICRAC on the proposal is what
got it funded because I was able to say that we did
this together and this was funded ... They really
liked that approach, that it was jointly created.”
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GICRAC members provided two examples where
they likely prevented problematic research from
occurring. GICRAC members could not defini-
tively state that the research projects were stopped,
but believed they did not take place as GICRAC
did not hear back from the researchers nor did
GICRAC see evidence of these research activities
occurring within the community. The first study
was not approved due to concerns with the study’s
risks. More specifically, GICRAC members feared
that the intervention would potentially place
participants at risk for health complications. In
the second study, the concern focused more upon
the lack of clarity in the proposed research. One
GICRAC member observed that “[we] haven’t
had many [situations where we said “no”] because
generally whatever comes in, we’re willing to work
with them as long as they’re willing to work with
us. I don’t remember in my history... us saying no
to anything. If we did, I'm just at a loss. We’re not
above saying no. If it reeks, hey we can’t do this.
We’re just not going to be a part of this.”

A final benefit identified by members was the
impact GICRAC service had on them. Some
members gained a greater awareness of what is
happening in the community and for others it
has prompted personal growth. Many members
spoke about the value of serving one’s commu-
nity especially when service is aimed at reducing
health disparities. One reviewer shared “since
I've joined [GICRAC], I have also joined other
groups in the community. I see it as following
what my mom did. She did a lot of commu-
nity work. So I am happy to be here so I can
help this community. Every time I come, I
look forward to doing more.” Another reviewer
remarked, “being able to serve others makes
you feel good, really good. When you can serve
others.” Members also gain knowledge through
the various learning opportunities offered, such
as training on research ethics and CBPR.
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Challenges

A range of challenges surfaced across the interviews
and focus groups regarding GICRAC’s ability to
fulfill its charge. Many of these challenges centered
upon the relationship between the local university
and the broader community. Members referred to
“so many things have happened to us in the past”
and how this contributes to lack of trust towards
the local university. This includes what transpired
in Tuskegee as well as locally, particularly in terms
of how the university responded in the aftermath
of Hurricane Ike in 2008. Focus group participants
reflected upon how the university failed to address
the many pressing needs emerging after the hurri-
cane, and the impact this had on the community.
Examples of the exchange between GICRAC

reviewers during the focus group included:

* [Hurricane Ike] may not have destroyed many lives,
but it destroyed many minds, emotions okay. It was
devastating.

* And [the university] never picked up upon the mental
health of the community. I mean people are function-
ing but the mental health to go through that kind of
trauma. . .

o There’s no mental health from [the university]. It’s just
gone.

o After the storm the department of psychiatry got rid of
inpatient psychiatry. It no longer existed out there. ..
When we needed it the most. ..

* So the mental health issues that are facing people as
a result of the storm couldn’t be dealt with because
there’s no longer anybody here to do it.

o The town still suffers, it’s almost like nobody cares...

And once the city’s population got below a certain level

we didn’t qualify anymore for certain government

stipends, like the buses, and certain other things that
cities qualify for. . ..

* So when we go to interview the community, our
community, this is what’s on their minds. And this
influences a lot of what theyre saying on any subject
we ask them about.
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Another relational challenge exists between the
local university and GICRAC. In part, this was
attributed to a lack of familiarity or understanding
regarding the role of GICRAC. As one reviewer
shared, “since we aren’t really part of the university,
trying to make sure the university understands
the importance of our role.” It is not mandatory
for academic-based researchers to go through
GICRAC, and as one reviewer shared “getting
them to know our presence is a challenge” to
which another reviewer added “and [getting them
to know] our importance.”

Sustained funding represents another broad
category of challenge. This includes both chal-
lenges with securing funds to sustain commu-
nity programs that were developed through the
research that GICRAC was involved in and to
compensate members. In reflecting upon the
origins of GICRAC, members spoke to the value
of the Jesus Fit nutritional and exercise program.
This included encouraging participants to exer-
cise regularly and tips regarding healthy eating.
Unfortunately due to lack of funding the program
ended once the grant was finished. As one reviewer
shared, “I think the one thing that it might have
been both the university and the community’s
downfall was that we weren’t able to continue that
[program].” Currently members are not paid, and
indeed are asked to pay membership dues annually
to GICRAC. Although members themselves do
not identify the lack of compensation as an issue,
the GICRAC Chair raised concerns about it.
Ideally members would be compensated for their
time spent reviewing materials and meeting as a
committee. The ability to compensate would serve
as a means to express gratitude and to acknowl-
edge the community expertise they bring to their
One of the interviewed researchers also
spoke to the importance of factoring compensation
for GICRAC members into research grants:

reviews.

There’s really not money for whoever sits around
[GICRACY] coalition table every other week
and takes the minutes and gets the minutes back
to the group. There is no money to support that
kind of basic education and information trans-
fer. There are in my grants because I'm doing
a budget right now and every time theres a
meeting or a transfer of information, I'm trying
to write that into the budget so people can begin
to see those. Those costs are there, it’s just that
they're being born by people will give you the
shirt off their back.

The researcher noted that ensuring there are
funds to cover costs to facilitate community
engagement and organization is an ethical issue.
Too frequently universities view community
support merely in terms of writing a letter of
support, failing to see the full scope of possible
engagement. By financially supporting organiz-
ing activities directly or through line items in
grant budgets, the researcher posits, the poten-
tial exists for the power dynamic to shift allow-
ing the community to have a stronger voice in
determining how and whether research occurs
on Galveston Island.

Another challenge concerns the time demands of
serving on GICRAC. As one GICRAC member
noted, “the challenge is a time issue. Getting every-
body at the same place at the same time around
being able to do it, because it’s volunteer. .. That is
one of the main things but somehow we managed
to pull it together.”

Finally, challenges specific to working with research-
ers were also identified. One challenge centered on
the tendency for researchers to use language not
suited for laypeople. More specifically, a reviewer
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shared “oftentimes they use acronyms and they use
this and that so therefore we've got to search or
try to pull it out of their heads as to exactly what
they are trying to do. What is it you are trying to
do? What are you trying to tell us here? And that’s
probably the biggest challenge for me.” A second
reported challenge focused upon raising awareness
amongst researchers regarding the potential role of
GICRAC to help shape and inform the research
design. As one reviewer shared, “in the past we had
situations where the researchers downplayed the
role of the advisory committee and actually limited
us as far as participation. Everything is already
done when we get there. We want some input from
the beginning, and not after everything’s already
been completed.” Or as another GICRAC member
observed, researchers needing a letter of support
from a community group may approach numerous

groups until a group agrees to submit a letter. As
this GICRAC reviewer reflected,

What was happening was that the researchers
would come to the little group or they’d get
picked off one by one. They’d get a minister in
the corner and they’'d say hey, we’re doing this
study. It’s due tomorrow. Will you sign this letter
of support? They [the minister] were like yeah
sure; we'll sign a letter of support. So we're like,
how can we move the needle from that auto-
matic response of we’ll do whatever you say to
show us what we’re going to get in return. If we
don’t like the protocol, how can we change it?

Recommendations

[ think both sides need to be aware from the
very beginning that each other exists. The IRB
needs to know about the community group that
is participating, what their background is, their
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research knowledge and their research experience
and the community group needs to understand
what a university IRB is, what kind of rules they
have to follow and why it’s important to have
all these protections. So both sides really need an
education about the other.

-Researcher

Recommendations to institutional IRBs

The majority of recommendations for institutional
IRBs identified focused upon their review of CBPR.
These include the need to increase IRB members’
understanding of what CBPR is, and suggestions
regarding types of questions to include on IRB
materials to more fully assess whether the study is
ethical CBPR. Examples of questions recommended
include:

* How has the proposal been developed? What
parts did [the community] read and have input
on? How did that occur? ....How is the data
going to be shared and what kind of acknowl-
edgement is going to be given with the results
via publications, the presentations?

* To what extent is your community group
involved? What particular things has the
community group done in the creation of
this protocol and what responsibilities are the
community group willing to take in order to
ensure data safety?

e If this is the kind of proposal that brings in
community guidance, community leadership
and community resources, are they being appre-
ciated, reimbursed and acknowledged in the
spirit of respecting?

A second area of recommendations for institutional
IRBs focused upon membership considerations,
more specifically the required non-affiliated member
specified in the federal research ethics regulations.
A suggestion was to recruit individuals who are

Yy

Page 60



Galveston Island Community Research Advisory Committee

“members of the community group that works
with researchers,” as compared to those who are not
connected to the community groups often recruited
for research. Presumably someone more connected
to the community would have greater awareness of
potential community considerations.

Recommendations to strengthen GICRAC

Six recommendations to further strengthen
GICRAC were identified.

Increase visibility and develop relationships with
researchers: Across the interviews and focus group
discussions, people consistently commented on
the need to increase GICRAC’s visibility among
researchers. Indeed, GICRAC’s strategic plan
includes increasing

included scheduling time to meet with the different

its  visibility. ~Suggestions

researchers and learn about their areas of interest
and share GICRAC’s mission and vision, and simi-
larly meeting with key university leaders. Ideally
building these relationships would not only increase
the volume of research submitted to GICRAC,
but also encourage researchers to take on more of
a CBPR approach allowing for greater community
input into the overall study design. Another sugges-
tion for increasing the volume of research reviewed
by GICRAC was to consider opening it up to
researchers from “off the island.” One reviewer also
commented on the potential benefit of increased
volume by stating that this would help ensure the
members “don’t get rusty, that they are constantly
learning and doing.” Ideas for increasing GICRAC’s
visibility in the community at large included seeking
opportunities to support community activities and
have GICRAC’s name included on event posters or
flyers.

Change the information requested from researchers:

Several recommendations surfaced regarding addi-
tional questions to ask researchers. To facilitate the
review process, one suggestion was for researchers
to submit “a brief overview of how they came to
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this research that they are about to do and what
other research has been done in that area.” This
would help the review committee understand not
only the researcher’s experiences but also provide a
more contextualized understanding of the proposed
study. Other proposed questions included asking
what kind of involvement the researchers want
from GICRAC, and what benefits or compensation
will GICRAC receive in return. A researcher also
suggested that GICRAC ask researchers to specify
how they planned to train their research staff on
participant recruitment, informed consent, confi-
dentiality and other ethical issues, since GICRAC
members have heightened sensitivity to these crit-
ical training topics. More specifically, the person
suggesting this line of questioning reflected,

The [institutional] IRB, basically, once the staff
passes the CITI [research ethics training] it’s like
okay, theyve met the criteria and they’re okay.

The community group I think would have more
impact and more insight into well, our people
need to know this and this is what we usually do.

So if you want to do it differently, they have to be
taught about that. Something really that would
be more in-depth.

Adopt new policies: Two new GICRAC policies
were proposed: an adverse event policy and a
policy specifying the timeline for review. Currently
researchers are not asked by GICRAC to report
adverse events, unlike the requirement stipulated
by IRBs. While GICRAC would likely hear from
community members about any problems associated
with the research, an actual policy would ensure that
research teams would report this information in a
systematic and timely fashion. A statement speci-
fying the timeline for review was also identified as
a priority. Based upon past experience, researchers
tend to submit their paperwork to GICRAC with a
request for a fast turnaround time (i.e., 3 to 4 days)
due to funding deadlines. In these circumstances,
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GICRAC has limited ability to have an actual voice
in shaping the research design. One option would
be to use the same submission deadlines used by
the local university IRB, for example all materials
must be submitted at least sixty days prior to the
funding deadline.

Facilitate learning opportunities/exchanges: There
are few opportunities for GICRAC members to

meet and learn with their peers. Participating in
meetings with other members of community-based
review processes would allow for a sharing of
ideas, including how different community groups
approach the review of research.

Conductan evaluation: Currently there is no system-
atic evaluation in place to determine the extent of
GICRAC’s impact. Ideally GICRAC would develop
a tool to determine, for example, how it has changed
the way research happens on Galveston Island.
Gaining a systematic understanding of GICRAC’s
impact would help to secure funding and inform
how they do their work.

Develop sustainable funding streams: GICRAC

functions due to people’s willingness to volun-
teer as members and pay annual dues. Ultimately
GICRAC hopes to secure grant funding directly.
In the meantime, GICRAC continues to identify
ways to be compensated for their time and exper-
tise. Options under consideration include charging
fees for a review, requiring that researchers write
GICRAC into their grant applications and dedi-
cating a portion of the annual dues to compensate
members and/or cover meeting expenses related to
travel and food.

Recommendations for other community groups
developing their own research review process

Four overarching recommendations for other
community groups interested in developing or
strengthening their own research review process
emerged across the focus group and interview
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discussions: create something that meets your needs,
learn about and work with local university IRBs,
ensure that you are paid, and educate the community.

Create something that meets your needs:

Community groups should develop a review process
that best meets their needs. For some this may be
developing a community-based IRB if the resources
and need exists. As one GICRAC reviewer shared,
“do whatever works best for you.” Tied to this idea
was that communities should not become over-
whelmed by the idea of developing their own review
process. Members of GICRAC reflected upon how
they found the process to be “relatively straightfor-
ward” requiring refinement over time perhaps as
roles are expanded or new challenges are identified.

Learn about and/or work with local university IR Bs:
Local university IRBs are viewed as potential part-
ners and resources as community groups form their
own research review process. In terms of learning
about local university IRBs, one suggestion was to
find out about “who are the members of the IRB,
what do they know about community work and
what kind of community work have they done in
the past.” This insight may help facilitate how the
community group approaches the IRB. The IRB
may also help guide developing community review
processes on the regulatory considerations and
research ethics in general. Encouraging a member
of one’s own community group or organization
to apply to serve on a local university IRB could
enhance communication as well as help the commu-
nity group to better understand and anticipate the
concerns raised by the IRB.

“Make sure you get paid”: Both GICRAC members
and researchers agreed that community-based
review processes should receive money for the work
they do in reviewing and strengthening research
proposals. Recommendations community
review processes include requiring a fee to review
a proposed study or being written into applications

for
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for study funding. One researcher interviewed also
suggested that community review processes request
that the submitted materials for review include the
budget so they can assess what resources might be
available for community compensation.

Educate the community: A community review
process needs to educate itself as well as the broader
community. GICRAC, for example, created a glos-
sary of research terms for the community. Other
suggestions included sharing information with
the community about research projects currently
underway and having discussions regarding what is
and is not an ethical issue.

Summary Reflections

What we will be will be determined by how

much we're willing to do.

-Reverend Charles Wheat,
GICRAC Founding Chair

The words of Reverend Charles Wheat represent
GICRAC’s mantra that drives how GICRAC
approaches its work. GICRAC is committed to
assessing ethical considerations AND partnering
with researchers to infuse proposed studies with
CBPR principles. This willingness and commit-
ment enables GICRAC to actualize its mission:

We are the gatekeepers for the health and well-be-

ing among African Americans in Galveston

County. We are committed to advocating,

participating, and endorsing health research and
related services, by participating in the selection,

design, implementation and results sharing of
research.

GICRAC’s desired level of involvement requires
substantial time and work, which generally is
uncompensated. The success of GICRAC relies
upon its members’ commitment to serve their
community.

As GICRAC continues to increase its visibility
amongst Galveston Island researchers and poten-
tially to “off-island” researchers, the need for
increased infrastructure will be necessary. GICRAC
members identified key areas for growth including
policy development, evaluation procedures, and
funding mechanisms. While GICRACs structure
clearly meets its current demands, the question
remains as to how GICRAC will continue to evolve
organically to respond to changes in its demand
and role while maintaining its commitment to
serve the Galveston Island African-American

community.

Contact Information

John M. Cooks

Chair, Galveston Island Community Research
Advisory Committee

PO Box 1577

Galveston Island, TX 77553

(409) 771-2772

gicracisland@gmail.com
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Guam Communications Network’s Community
Research Project Review Process: Empowering our

Community to Protect and Promote our Chamorro
People and Culture

Lola Sablan-Santos, Paige Castro, Alice Park, Nancy Shore and Sarena D. Seifer

We've had instances before us where people were being researched and [universities] would get a
group of people together but nobody knew what it was about. Nobody knew that they could ask
questions or even to say “stop, I don’t have to participate on this.” So there was no understanding
of what research was or what were the processes, procedures, guidelines in being a participant in a
research project. Then you have the other ones where, what do they call them? The helicopter? The

catch-and-go?
They come in, do their thing and they leave.
And we never hear from them.

And community members. .. never get results

opening quote have left an unstable foun-

dation for health research in the Chamorro
community in Southern California, making Guam
Communications Network (GCN) a crucial
organization for protecting and empowering the
Chamorro community. As the only Chamorro
organization involved in participatory research or
research review in the Continental U.S., GCN acts
as a guardian for the Chamorro community. As
described by its reviewers, GCN’s Community
Research Project Review Process assesses research
with a commitment “to ensure that the research
study benefits the Chamorro community as a
whole”, along with creating a “pool of Chamorro
community members who are knowledgeable
and experienced in Institutional Review Board
procedures.”

P ast instances such as the one described in the

This case study report provides an overview of
GCN, including the history behind the develop-
ment of its review process. The report also outlines
how GCN’s review process operates, as well as its
successes and challenges. The report furthermore
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-GCN Review Process Administrators

looks at how GCN’s review process compares to
institution-based Institutional Review Boards
(IRBs), as well as its relationship with these IRBs.
The report concludes with a set of recommenda-
tions for community review processes and institu-
tional IRBs. The report is based upon findings from
GCN review process meeting notes, a focus group
with one GCN reviewer and two GCN Review
Process Administrators, and separate interviews
with 1) two GCN Review Process Administrators,
and 2) an academic researcher who submitted a
study protocol to both GCN’s review process and
an institutional IRB. This case study is one of five
conducted as part of the National Collaborative
Study of Community-Based Processes for Research
Ethics Review. The study aims and methods are
further described in the first chapter of this report.!

Overview of GCN

GCN’s website states “ginen I ginaddon humuyong
minaolek” or adversity breeds beauty. This motto
reflects the resilience of the Chamorro people who
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have experienced significant adversity. When a
series of natural disasters in 1992 left the island of
Guam and its people devastated, GCN was formed
in Long Beach, CA as a result to coordinate “relief
efforts to provide supplies and other assistance to the
people of the Island.” During the crises, there was
no acknowledgement by the media of the effect of
the natural disasters and ensuing struggles faced by
Chamorros, nor their contribution in the U.S. Once
the crises passed, “the need for an organization to
directly provide a focal point in the [Continental]
U.S. still existed” and “GCN expanded its focus
from that of addressing the emergency to that of
responding to the needs of the stateside Chamorros
as well as interfacing with the island.”

GCN continued on to be established as a non-profit
501 (9)(3) organization in 1993 and currently
employs seven staff members. GCN is “dedicated
to facilitating increased public awareness of the
issues concerning the People, Island, and Culture
of Guam through education, coalition building
and advocacy” Along with creating the first
Chamorro Arts and Cultural Center in the nation,
GCN provides a safe environment for community
members to be involved in community-based
participatory research (CBPR). GCN is dedicated
to being part of the beauty that comes from adver-
sity and to helping the Chamorro community and
culture thrive.

Overview of GCN’s Research
Project Review Process

History of the review process

GCN began reviewing research proposals after
becoming involved as a CBPR study partner with
university-based researchers in 1999. Its research
project review process was established to increase
the Chamorro community’s involvement in CBPR.
By developing a platform where the Chamorro
community could be involved in the regulation
and review of research proposals, GCN set a new
standard for research in the community beyond
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involvement as participants, allowing the commu-
nity to be involved in proposal development,
implementation and dissemination. The commu-
nity members who serve as reviewers are ensuring
community protections by voicing their opinion as
projected through a lens of community and culture.

With the help of GCN’s organizational structure
as well as the advice of trusted consultants from
Special Services for Groups IRB (a communi-
ty-based IRB in Los Angeles, CA that is the focus
of another case study in this report),> GCN devel-
oped its informal research project review process.
GCN provides reviewers with access to resources
to become certified in the ethics of research
involving human participants, support from the
organization itself in the form of meeting space,
identifying resources (i.e. opportunities to attend
trainings and symposiums, etc.), as well as food, a
culturally important aspect for gatherings.

Types of research reviewed

GCN only reviews research proposals in which
the organization is directly involved as a commu-
nity partner, and all proposals have involved
community-academic partnerships. To date GCN
has reviewed eight research proposals, typically
reviewing one proposal per year. These research
proposals have focused on cervical cancer, pap
testing intervention, breast cancer, tobacco, HIV,
lymphedema, physical activity and other health
issues involving the Chamorro community.

Membership

GCN’s review process currently has six members,
all of whom are women. As an independent review
structure for GCN, no GCN board members serve
on it, although there is one staff member. There
are no academic reviewers. GCN reviewers are
comprised solely of community members who are
knowledgeable with the infrastructure of the local
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Chamorro community and their cultural values,
and who may also have topical knowledge about the
research proposal being reviewed. In addition to the
six reviewers, there are two GCN staff persons who
serve as review process administrators. The admin-
istrators facilitate the review discussion but they do
not vote on the proposal.

Characteristics sought for reviewers include diversity
and as described by a reviewer, a “passion for serving
the community.” Referrals from existing reviewers
help to ensure these characteristics are met. As
shared by one GCN Review Process Administrator:

[ think one of the things is that we don’t go for
people we know real well, or people we get along
with. We want to make sure that it’s as diverse
as we can get it. So we get a real sense of what is
out there. And many times we get referrals! It’s
[funny because the person that you know or that

know about what you do, is the one that will tell
you “oh yeah, maybe you should talk to so and so.
Sounds like something that she would like to do.”

Community members are often hesitant to become
involved in research due to previous negative
experiences, making the pool for readily available
reviewers small. One way in which GCN addresses
this challenge is by seeking out individuals who
have a personal connection to the research topic,
so the research is genuinely a passion for them. As
described by a GCN Review Process Administrator:

And we find the people... who are either going
through it themselves or being a caregiver, having
Jfamily members who are... that theyre taking
care of so it becomes really a want for them....
One of the other things is if a person has history
or knowledge of the topic either as a survivor, as
a caregiver. .. somebody who would understand,
the disease or... has experience. ..

Since GCN only reviews research proposals
that include the organization’s involvement as a
community partner, GCN feels it is important
to involve staff members in the review process,
as they may ultimately be responsible for imple-
menting the project. How a staff person is
involved in a research project depends on both
the nature of the project and the staff member’s
job description. Staff person’s involvement in
research projects have included: conducting
outreach in the community; distributing surveys;
facilitating pre/post tests, focus groups and key
informant interviews; assisting with evaluation;
and co-presenting at scientific meetings.

In the Chamorro culture, family lineage is
important; each family is a clan, using the family
name as identifiers. When an academic researcher
approaches the Chamorro community, it is
important they receive approval from the family
clan leader before conducting any research in the
community. GCN has helped to educate academic
researchers about these cultural values and expec-
tations. Within the tight-knit Chamorro commu-
nity, once GCN opened the door and community
members became more comfortable with research
and academic researchers respected family struc-
ture, GCN received more referrals from commu-
nity members who had participated in research.
This evolution from research participant to active
member in GCN’s participatory research work has
helped to grow enthusiasm and expand the review
process from three to six members.

Budget

Currently there is no explicit budget for the GCN
review process. The review process is supported by
in-kind donation from GCN and reviewers. Two
GCN staff are heavily involved in administering
the review process. GCN also provides meeting
space and reviewers typically bring food to share
during the meetings.
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Submission Process &
Review Considerations

With GCN, it is important to involve the commu-
nity at each step of the review process thus making
for genuine community-engaged research. Before
a proposal is submitted, GCN will work with
the academic researcher to provide background
information about GCN and its CBPR approach,
as well as to facilitate relationships with potential
community and academic partners. When the
academic researcher is ready to submit the proposal
for review, GCN’s review process convenes to
discuss and critique the proposal. Continuing
with the theme of genuine community engage-
ment, “in addition to reviewing the proposal,” as
explained by a reviewer, “then we ask them [refer-
ring to community members] if they would like
to continue and be a member of the community
advisory board for the project.” If this opportunity
arises, it is presented to the reviewers after the
proposal has been reviewed and decided upon. By
gaining GCN’s input before and after the review
process, an academic researcher can ensure each
element included in the proposal contributes to
an effective and culturally appropriate research
project.

To submit a project for review, the academic
researcher submits the proposal, the study
instruments and the application submitted to
his or her institutional IRB. GCN does not
have a GCN-specific review application. The
review meeting is scheduled and the researcher
can typically expect to hear back about the
proposal a week after it is submitted. The actual
review process involves a discussion conducted
in person. The academic researcher does not
attend the review discussion. There is no directed
process that guides the review as well as little to
no paperwork involved. As described by a GCN

Review Process Administrator:

You take your shoes off, and you get comfort-
able because then it becomes a family setting. It
becomes a family circle. So then you talk about
things while you're eating and someone’s talking
and you're thinking “hey yeah, that’s right I
think that’ll work.” Or “no, yeah I don’t think
that’s a good idea.” That’s when you get every-
body’s input and you get a consensus. Whether
“yeah it’s going to work” or “nah you better
throw that out the window because it’s not going
to work for us Samoans.” Or “it’s not going to

work for the Chamorros” kind of thing.

In the review process it is important to hear from
everyone at the table. More seasoned reviewers may
assist new reviewers in encouraging them to speak.
As the GCN Review Process Administrators shared:

So in coming around and sitting there as a group,
it makes one that is not as vocal to be able to give
their input and say “yeah, I think that’s a good
idea.” Because you find those that don’t talk

very much. ..

...we find that with everything, the person shies
off, and they figure let [name of person] talk
because she’s the one that’s good at talking. But
then too, we need to see the voice of that other
person to be able to come in.

And we encourage everybody... and so we all
know those that have been returning know how
to get other people to talk.

And we keep reminding them this is a process
where we need everybody’s input. So you may not
think your input matters but it does.

We encourage that.
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This encouragement from more seasoned reviewers
as well as the growing acceptance by the Chamorro
community of GCN and academic research has
allowed GCN to eliminate some of the hesitancy
towards the research community.

An important element in the gathering is provid-
ing food; this has extreme cultural significance.
For the Chamorro community as well as many
other Pacific Islander communities, food is social
and creates a zone of comfort and trust. The gath-
ering serves the Chamorro community and reflects
the tradition in such a way that the outcomes of
the review process are genuine and true to the
Chamorro people. As described by the GCN

Review Process Administrators:

But it’s a cultural thing, too. The food. And like
[name of person] says, it’s important. We always
try to, because I know that when we get together
that that’s what sets the tone, is your food. And
all these years, it’s worked.

[ think that was a good point that you brought
up food because in our culture, food, its an
opening to things... I think with, and I'm
speaking for the Chamorros, but it’s true for all
Pacific  Islanders, that once you have the food
around the table that it becomes a comfort zone
for everybody. It breaks the ice. And you start to
sit and you eat and the more you eat, the more
comfortable you get, and the more you open up.

Decision-making occurs through consensus.
Seven of the eight research proposals reviewed by
GCN to date have been approved, some requiring
modification or clarification before final approval
is granted. For example, in a review of a proposal
aimed at replicating a program previously imple-
mented in a Hispanic community, the meeting
notes highlighted the research project would need
to be tailored to the Chamorro community and
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its needs. This project, after modification and
continued guidance from GCN, was ultimately
approved and implemented. For the proposal that
was denied, there were no elements suggesting a
genuine partnership with GCN nor any apparent
benefits to the Chamorro people.

Review criteria

The GCN review process examines typical IRB
considerations, such as researcher qualifications,
privacy, security, potential risks and solutions,
as well as non-traditional items, such as orga-
nizational capacity and community specific or
cultural considerations. Examples of questions
and comments that would surface during GCN’s
review that may not typically be asked in an insti-
tutional IRB review include:

* Is this project relevant to the Chamorro commu-
nity’s needs?

* Does the community have the capacity to
successfully implement the project?

* Will the community be given any kind of recog-
nition for their input and participation in the
project?

* Have all the individuals that are partners gone
through all the proper training and certification?

e If conflict arises within the community during
the research project, how will it be addressed?

* Are there resources available for the participants
if any harm is caused?

* Are the data and final results going to be relayed
back to the community after the project has
been completed?

* s there a community advisory board?

Ensuring the community’s needs are met and the
research methods and aims respect the culture is
extremely important for GCN. As one of the GCN
Review Process Administrators shared, the defini-
tion of what is ethical depends on what aspect or
perspective of a research project is being consid-
ered. For GCN, community level considerations
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are of primary concern, going beyond the physical
or mental harm to individual study participants
that institutional IRBs tend to solely focus on.
In the following quote, a GCN Review Process
Administrator describes how distribution of budget
could potentially create an unethical situation:

It’s not ethical. .. if it’s top heavy with the univer-
sity getting all the money and then the commu-
nity only getting stipends, and very nominal
stipends. And then also, the other part is what
are we going to gain from this study, from this
project? And the ethics and how is it going to be
ethical to benefit the community, the researchers,
and what is the ultimate outcome? It has to be
beneficial... all around where the researchers
and the community get benefit out of it because
if the community don’t get any benefit... If they
Just go in and they don’t get nothing, then they’re
not motivated to do anything... it has to weigh
out with the budget and what do they get out
of this by them participating? But that’s the big
issue also, is that you have to weigh the budget
out with whatever we need to do.

Relationship between GCN
Review Process & IRBs

In instances where a proposal requires review by
multiple review processes or IRBs, it is typically
reviewed by GCN first before going through an
IRB. In one instance, a proposal went through
both a university and a community IRB. Involved
institutional IRBs have included the University of
California— Los Angeles, California State Fullerton,
San Diego State University and Claremont
Graduate University. If a proposal must be changed
to meet an IRB’s recommendation, the proposal
does not need to go back through the GCN review
process because GCN would be a community part-
ner involved in making the modifications.

GCN and the involved institutional IRBs have
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little to no interaction when reviewing the same
proposals. As one of GCN’s review process admin-
istrators shared, they had never met anyone from
the involved institution other than the academic
researchers. GCN does interact with the Special
Service for Groups IRB as two GCN staff members
serve as IRB reviewers. Having this interaction
with a community IRB has helped build GCN’s
capacity as well as create a dialogue on research

ethics in CBPR.

Comparison of GCN Review
Process & Institutional IRBs

In comparing GCN’s review process with insti-
tutional IRBs, GCN reviewers and an academic
researcher identified several key differences. First,
GCN’s review administrators described themselves
as being at a different capacity level than institu-
tional IRBs. GCN’s review process does not have
a formalized, federally-recognized structure and
operates at a different pace and volume of propos-
als than institutional IRBs. Further, GCN’s review
process is in its infancy. There is much for them to
learn and to experience, as explained by one of the
GCN review administrators. While institutional
IRBs are comprised of health professionals and
others well versed in research jargon, GCN review-
ers include community members who are new to
research. GCN’s review process is gradually gain-
ing a strong population of community members
who are certified in the ethics of research involving
human participants and comfortable with convers-
ing about a research project.

The interviewed academic researcher whose
proposal was reviewed by both GCN and an
institutional IRB spoke to how review by the insti-
tutional IRB was necessary, particularly to obtain
funding. GCN’s review and ongoing engagement,
however, was considered by the researcher to be
essential for the success of the study. The researcher
had an appreciation for the rich and in-depth
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conversation that occurred during the meetings
with the community partner, sharing “we’d never
be as successful as we are if there hadn’t been this
rich conversation.” By undergoing GCN’s review
and working with the reviewers and community
partners every step of the way, the researcher
gained a deep understanding for the Chamorro
community and how the people operate. This
contributed to creating study aims, methods, and
protocols that were appropriate and effective for
the Chamorro community.

While there was no conflicting feedback received
from the GCN review process and the institutional
IRB, the researcher highlighted the differences in
review considerations and feedback received by the
two entities. The institutional IRB was concerned
with the privacy and protection of individual study
participants. For GCN, the concerns were more
extensive. As the researcher shared,

And the community side, they were interested in
things, well, did the aims of the study meet the
needs of the community? ... Were the resources
Jairly distributed? Was the decision making
process and the governance reflective of all the
partners? Were the designs and methods appro-
priate? Did CBPR inform every phase of the study
from conception all the way through analysis of
the dissemination? These are things that [institu-
tional] IRBs don’t really care that much abous.

Benefits & Impact

GCN’s review process has positively impacted the
Chamorro community, the focus and conduct of
research, the perspectives of academic researchers
and funding agencies, and the organizational

capacity of GCN.

Impact on community, reviewers and research
Through the research ethics review, as well as
ongoing communication with the academic
researcher, GCN increases positive impact on both
the community and the research itself. GCN'’s
review process has provided a safe and protective
platform for the Chamorro community to become
involved in research. As described by a reviewer,
this has helped the community build capacity by
allowing members to “get their feet wet, sit around
the table and just talk about things.” As explained
by a reviewer, GCN’s review process creates an
environment where community members, espe-
cially community leaders such as family clan lead-
ers or Chamorro social club leaders, learn about
research, become comfortable with the language
and the processes, and are able to confidently
determine whether a research proposal “will work
for our community” A GCN Review Process
Administrator observed that building capacity
in the Chamorro community includes serving in
advisory roles and contributing to the pipeline of
future researchers:

1 think that there are more Chamorros involved
in advisory or community advisory boards. We
have more people involved in our projects, more
young people getting involved in public health.

And so there is that pipeline program where we
work with [name of person] and some others in

getting kids into public health.

Along with building capacity within the community,
GCN’s review process has allowed the Chamorro
community to have a voice in what transpires in
their community. Research proposals channeled
through the GCN review process allow for commu-
nity members to tailor the proposal to fit the needs
of the community. Rather than having outsiders tell
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the community what needs to be done, the commu-
nity may constructively share with researchers what
needs to be done and how it may be accomplished.
By tapping into the community’s knowledge, this
not only creates a more successful and effective
research project but also creates a more genuine part-
nership between community and academic partners.
Giving the community a sense of ownership over
the research conducted in their community builds
trust and gives credit where credit is due. GCN'’s
review process has opened the door for community
members, thus increasing the number of Chamorro
individuals involved in research and increasing the
Chamorro voice in research. In one instance, a
GCN reviewer had the opportunity to give a poster
presentation about research she was involved in as
a participant that focused on a topic that affected
her on a personal level. Research in the Chamorro
population through the CBPR process is gradually
becoming transformed to be more comfortable for
the community and feels genuine to who they are.

GCN’s review process has also had profound
effects on the reviewers themselves. Not only is the
academic community learning from the Chamorro
community, but vice versa. As a GCN Review
Process Administrator and reviewer shared:

It teaches me, it mentors me, and it builds my
capacity. Not only to look at things on a commu-
nity perspective, but as a whole with everybody
involved.

And I think for me, personally, I think just to be
more educated and to help others be more
involved and be educated as well.

The GCN review process is credited with increasing
research in general focused on Pacific Islanders. As
explained by a GCN Review Process Administrator,
this could be a result of more people serving on advi-
sory boards and advocacy by community members
previously involved in research:
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1 think also as a result of our review process, there
are more projects out there that are involving or
targeting other Pacific Islanders and Chamorros.
And so, like [name of person] was saying, you
have, in the projects that we've been involved
with, you had study participants who, as a result
of either their participation as a CAB member
or as a study participant, they went from

study participant to advocate. ..

Along with the research review, GCN’s commu-
nity advisory board and ongoing involvement with
the academic researcher has contributed to the
shaping of the research as well. With the input
of the Chamorro community on research that
directly impacts them, they are in turn making the
research more effective, beneficial, and successful
for both the community and the institution.

Impact on academic researchers and funding agencies
Through GCN, the Chamorro community’s
increased involvement in the research review
process has in turn created increased awareness
and understanding of its culture and community
structure. As described by a GCN Review Process
Administrator, this is reflected in the culturally
tailored research proposals that educate not only

researchers but funders as well:

Having the review process also opened other
people’s eyes to when we look at culture and the

practice of culture is how we as a community
do things. And what is acceptable, what is not
acceptable so it kind of helps educate the people
who are actually the funders in their under-
standing of the communities.

Impact on the host organization

GCN’s organization capacity has grown through-
out the development of the review process. As an
example, with continual exposure to the review
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process, GCN reviewers are more equipped to
write research proposals for GCN. For instance,
staff know what to look for and how to success-
fully critique a proposal. As shared by the GCN
Administrator, the
process develops staff in a manner that promotes
cross-training to ensure the organization and
the review process are sustainable regardless of
future transitions.

Challenges

Asasmall organization, the lack of resources, espe-

Review Process review

cially monetary, continue to be one of the many
challenges to sustaining GCN’s review process.
With no budget supporting its review process,
every meeting is conducted on donated time from
community members and staff. Other challenges
relate to the community, including lack of famil-
iarity with research and associated administrative
tasks, such as grant processing. When academic
jargon is used in research proposals, community
members feel uncomfortable or inadequate in
their opinions and understanding. This has led to
many potential community reviewers declining
to participate in the review process. “Most of
them will say they’re not educated enough, they
didn’t go to college... those are the barriers that
they use” shares one community review member.

Community members also lack trust in academic
researchers who approach the community, and a
level of hesitancy exists due to previous research in
which academics took advantage of their commu-
nity. If a research project has not been vetted and
approved by the community or clan leader, there

will be little to no participation in both the review
process and the research project itself. What should
be noted is that these community barriers stem
from the negligent relationship academic research-
ers have had with the Chamorro community in the
past, thus creating an atmosphere where trust and
confidence must be re-earned.

Recommendations

Recommendations to strengthen the GCN review
process

A number of recommendations for strengthening
the GCN review process emerged from the focus
group and interviews. These include diversifying
the membership by adding men and young adults
as reviewers and establishing a relationship with
institutional IRBs in order to facilitate a cohesive
review process.

While GCN would like to develop and grow
its review process over time, staff and reviewers
acknowledge that keeping the review process
informal would make it most effective for the
Chamorro community. In reflecting upon GCN’s
review process, reviewers commented on how the
process is set up so that it is culturally acceptable
to the community. In the Chamorro culture,
there is no written language and information is
relayed verbally from mother to child, hence the
review revolves around a verbal discussion with
food at the table and little documentation. The
membership is comprised of all women; this can
be attributed to how the women in Chamorro
culture are the leaders of the family. GCN admin-
istrators and a reviewer shared:
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Whenever you start to talk about documen-
tation, you start to say, “okay we need to do
this” or “we need to sign this” or “you need
to...” But...
discussions. ..

everything with us is all verbal

[ think you could say that our review process
has been only a talking and not a written
review?

Because our /anguﬂge isn’t even a written
language! ...Its only talking! And it’s our
history that we have.

... Yeah talk story! Passed down from mother to
child or your grandmother to your mother to a
granddaughter kind of thing. So we relate that
with. ..

...And just thinking, this review process is our
community, the culture. The Chamorro culture
is women leadership.

...INo written policy because we’re not a
language! No men because men aren’t the lead-

ers of the family!
So we’ve been very cultural!

...Because then we’re not culturally appro-
priate. And I think, that was the whole thing
about research is that we wanted to make sure
our involvement in research and especially
CBPR, is because we wanted to show the
academics that there is a way to research in our
community. And that, what’s really key is to
be culturally appropriate and have everything
tailored. ..

No forms! No sign-in sheets! Just a verbal
process.

GCN  participates in the Pacific Islander
Community (PIC) Health Coalition comprised
of Asian, Native Hawaiian and Pacific Islander
researchers and community members in the San
Diego area that are considering developing a
community IRB for Pacific Islanders. PIC Health
is looking at Los Angeles area models, specifically
the SSG community IRB? and GCN’s review
process. As shared by one of the GCN Review
Process Administrators:

What our ultimate goal is, because a lot of our
projects work within collaboration with other
Pacific Islander groups, we would like to see
a Pacific Island IRB. And build the capacity
there... And SSG’s [IRB] is very diverse with
academics and community folks and different
programs, but we would like to see the same
process for Pacific Islanders. So you get your
researchers on the university level and then you
get people involved with the aspects with vari-
ous programs, from HIV to Hep B to cancer to
chronic disease. ..

While there is interest by the PIC Health Coalition
in developing a formal Native Hawaiian Pacific
Islander (NHPI) IRB in San Diego, GCN review-
ers feel it is important for the Chamorro commu-
nity to keep its review process about conversation
and the community. Although GCN’s review
process will continue to support and promote the
development of an NHPI IRB, they have decided
to maintain their GCN-specific informal review
process for projects involving GCN as the commu-
nity partner. When GCN has the opportunity to
use the NHPI IRB, they will adhere to its policies
and procedures. Reviewers expressed concern for
the new NHPI IRB about the need to formalize
the process, how this might feel awkward to the
community and in turn, this may cause community
members to decline participation in reviews and
the research. In developing a NHPI community
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review process, regardless of whether or not it is an
IRB, GCN and its reviewers are seeking a balance
between the westernized ideal of formalized poli-
cies with the cultural ideal of promoting discus-
sion. As shared by one of the GCN Review Process
Administrators:

When you run this organization and you run the
IRB, okay, how much is it important to keep it in
a culturally-tailored and to protect and promote
the culture of your people! And how important
is it to be westernized? ...And so where’s that
balance? There needs to be a balance. Because,
what we know from academics is everything, the
data has to be visible. So how do you have...
how do you promote data that'’s just based on
discussion as opposed to based on paper?

Recommendations for other community groups
interested in developing their own review process
GCN’s Review Process Administrators recom-
mend that community groups first determine if
there is any community-based IRB nearby that
could serve as its review process. If one exists,
examine its viability, reliability, focus, and how
often it is utilized. If no existing review process
meets the needs of the community “then definitely
consider starting one,” but do so by consulting
other established community IRBs and experts in
CBPR review.

Recommendations to enhance CBPR

Based on experience working with community-in-
stitution partnerships, the academic researcher
recommended the institutional partner have a
representative from the institution to interface
with the community partner to create an open,
transparent, and healthy environment for commu-
nicating with one another. For instance, since the
institution’s finance department is considered part
of the academic research team, they could meet
in-person with community partners to dialogue on
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budget issues. This will ideally lead to a more fruit-
ful and genuine partnership between community
and institutional partners rather than a top-down
decision making process.

Summary Reflections

As reflected in the focus group, interviews, and
meeting notes, GCN’s community review process
is designed to ensure that research projects are for
the benefit of the Chamorro community and are
ethical in all aspects, including both individual
and community levels. Experiences of the past have
cautioned reviewers to also ensure that research in
the Chamorro community is more than just a novel
project, but one that truly respects the community
and provides sustainable positive outcomes.

The structure and feel of the GCN community
review process reflects the traditional values of
the Chamorro culture. GCN’s community review
process has allowed capacity building within the
Chamorro community as more knowledge and
exposure to health research continues to grow.
Community members are able to become well-
versed in scientific jargon and processes, allowing
them to not only understand the research but to
become comfortable critiquing and improving it.

Contact Information

Lola Sablan-Santos

Executive Director

Guam Communications Network
4201 Long Beach Blvd., Suite 218
Long Beach, CA 90807

Phone: (562) 989-5690

Direct: (619) 946-4899

lolasgen@gmail.com

http://www.guamcomnet.org/
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Center for Community Health Education Research
and Service’s Emerging Community-Based Research

Committee: Practice-Based Research with Community
Health Centers in Boston

Elmer Freeman, Alice Park, Nancy Shore and Sarena D. Seifer

... At’s important that we start from the beginning and understand the need for individuals from
the community to be a part of it through the whole complete process, and not just on paper, but to
be honest and really have a percentage of participation. I've had a couple of experiences where that
didn’t happen, being misled, and it makes you a little hesitant sometimes in terms of how much you
want to give and be a part of grants and even what level you want to be a part of it.

nsuring community engagement ‘through
Ethe whole complete process” of research is the

vision of the Center for Community Health
Education, Research and Service’s (CCHERS)
developing community-based research review
process. 'This case study report provides an over-
view of CCHERS and its developing research
review committee, including the history behind
its development and the vision for how it will
operate, as well as its anticipated benefits and
challenges. The report furthermore looks at how
the CCHERS committee compares to institu-
tion-based Institutional Review Boards (IRBs),
as well as its relationship with these IRBs. The
report concludes with a set of recommendations
for community-based review processes and insti-
tutional IRBs. The report is based upon find-
ings from an analysis of key documents guiding
development of the CCHERS committee, a focus
group conducted with fivy CCHERS committee
members, and an interview with the CCHERS
committee Administrator and Chair. This case
study is one of five conducted as part of the
National Collaborative Study of Community-
Based Processes for Research Ethics Review. The
study aims and methods are further described in
the introduction to this report.'

-CCHERS Research Committee member

Overview of CCHERS

CCHERS is a community-based organization that
is a community/academic partnership established
in 1991 with a $6 million grant from the W.K.
Kellogg Foundation’s Community Partnerships in
Health Professions Education initiative. The part-
nership is comprised of Boston Medical Center,
the Boston Public Health Commission, Boston
University School of Medicine, Northeastern
University Bouvé College of Health Sciences and
an established network of fifteen federally quali-
fied community health centers serving the racially
and ethnically diverse populations of the City.
Northeastern University serves as its host institu-
tion and sustaining partner, and CCHERS oper-
ates under Northeastern University’s Federalwide
In 1997, the CCHERS partnership
incorporated as an independent 501(c)(3) non-profit
organization as its institutional and community
partners determined it to be the most equitable
way of sharing power and allocating resources for
the partnership’s work and sustainability. Its Board
of Directors is comprised of representatives of the
universities, hospitals, health centers and commu-

nities served by CCHERS. Through shared power

Assurance.
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and decision-making they provide governance,
make policy and determine strategic direction for
the organization.

The mission of CCHERS is to promote the devel-
opment of “academic community health centers,”
a term coined by the CCHERS partnership that
refers to community health centers that integrate
service, education and research to influence and
change health professions education, improve
health care delivery, and promote health systems
change to eliminate racial and ethnic disparities in
health. Fulfilling its mission to promote commu-
nity-based health professions education, research,
and service through partnerships, CCHERS has
established the Edward M. Kennedy Academy
for Health Careers public charter high school, a
Community Health Service Corps, a Community
Advocacy Program, the Boston Clinical Pharmacy
Practice Network and the Community Health and
Academic Medicine Partnership.

Overview of CCHERS’
Involvement in Research

CCHERS first became involved in research when
they were approached by Harvard to participate
in an asthma grant, a topic of importance to the
community. Through this research project, the
community health centers involved in CCHERS
began to realize there was some validity to research.
Since then, CCHERS has amassed over 19 years
of experience as a community-campus partner-
ship and holds a leadership position in Boston,
MA in community-engaged research. CCHERS
and community health center partners have an
established track record with research projects and
processes that are implemented through an Agency
for Healthcare Research and Quality (AHRQ)
recognized primary care practice based research
network. CCHERS’ current research collabora-
tions include twelve research projects, the majority
involving community-academic partnerships. Areas
of focus for these research projects include cancer
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disparities, women’s health, social and behavioral
health, community research review processes, and
community-engaged research. Most are federally
funded through mechanisms that include R21,
RO1, P50, RC24 and UC1.?

CCHERS'’ research goals are:

* To establish a sustainable practice based research
network of “academic community health
centers’s

* To become recognized as a credible center for
initiating and conducting community-based
health services and clinical research;

* To increase interest and reward of university
faculty to engage in and conduct communi-
ty-based research;

* To increase the interest and capacity of the
community to engage in and conduct academic
research; and

* To develop common research agendas derived
through consensus between academic and
community partners.

Overview of CCHERS
Research Committee

History of research review at CCHERS

CCHERS operated a Research Committee from
2009-2011 that determined whether the organiza-
tion would support, endorse or participate in a given
research project. The Research Committee was
comprised entirely of CCHERS board members.
During that time, the CCHERS Research
Committee reviewed four proposals focused on
asthma and social stress, racial discrimination and
chronic disease, pediatric epilepsy treatment and
a community health and academic partnership.
These were also reviewed by IRBs at the applica-
ble academic partner, including Northeastern
University, Tufts University, Harvard University
and the University of Massachusetts-Boston.

The Research Committee dismantled
when CCHERS became involved in a major

was
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multi-partner research project requiring review
by five IRBs. As described by the Research
Committee Administrator, “that’s when the
committee sort of fell apart because we were so
focused on responding to all these institutions
externally that the committee [was] an added
thing we didn’t need...”

Re-establishment of a research committee

CCHERS decided in 2013 to re-start a process
for reviewing research because of an increase in
its involvement in research and demand from its
partner health centers that “wanted us to have a
process to vet” research through. As described by
the Research Committee Administrator:

...We're seeing more. . .people trying to put their
own things together, not being able to sustain it.
And this isn’t just the health centers, but there
are community groups. ... So it is pervasive
throughout the community of people wanting
some way of reviewing research to protect
not only individual human subjects but also
communities as a whole. It was just here, there
and everywhere, no rhyme or reason... And
because we are [in Boston], the culture where
NIH dollars [are flowing], its happening
everywhere. The health centers have research
Jatigue as well with everybody just knocking at
their door. So they want something that you can
go to that legitimizes you and brings you out
here if it’s even relevant to what we want to do,
so that’s one of the reasons for the interest, sort
of, the resurrection [in re-starting a Research

Committee at CCHERS].

In developing its revived research review process,
CCHERS examined a variety of existing and
community and
community IRBs including those represented at a
working meeting on the topic in March 20122

emerging review processes
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Envisioned role for the research committee

The CCHERS Board of Directors, under its
authority in the CCHERS’ by-laws, established
the Research Committee as an ad hoc committee
of the Board in January 2013. As described by the

Research Committee Administrator:

The process of the charge was to look at how
should CCHERS do some sort of review, some
sort of vetting of research specifically for CCHERS
obviously but also for the community health
center partners and then there are a number of
community based organizations that we partner
with who have done research [and could use our
review process 10o].

As explained by the Research Committee
Administrator, reviewing protocols “are just a small
part of what the overall charge of the committee
is.” The Research Committee is primarily charged
with developing and leading research projects at
CCHERS. For example, they would be responsi-
ble for “understanding the centers and their envi-
ronment and who is more likely to be engaged”
for a particular research project. It is envisioned
that research involving the community served by
the community health centers would be gener-
ated and emanate from CCHERS itself. Another
important role of the Research Committee is to
provide research consultation and technical assis-
tance for community health centers and other
community groups approached to do research. In
this way, the committee would serve as mediator
for community-academic partnerships. As an
example, CCHERS was previously approached
by a community group involved in a partnership
with an institution, “And they weren’t playing
together well so they brought us in to mediate
that” As explained by the Research Committee
Administrator:

b
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So I could see groups like that coming to us as
well. They get approached all the time, ...[name
of program] gets approached a lot with people
interested in women’s health and not really
knowing [how to respond]. So it could possibly
even evolve into us doing it for a fee that we
would charge the community group who would
pass it off to the academic institution. ..

The Research Committee is intended to become
a permanent standing committee of the Board
of Directors. Its intended purpose is to examine
community level risks and benefits and ensure true
community engagement in research, particularly in
the research ethics review process, such as including
the community in the institutional IRB applica-
tion process. As explained by a university-afhliated
committee member,

... It happens on the university side. So even if
we're partners, obh I'll take care of the IRB...I
know I can get it through. But me doing that or
trying to get it through and doing the paperwork
and wording everything how it’s supposed to be
because there is a lot of- . .legalese that needs to go
through. And that’s not engaging my community
partner, and that’s me with my institutional lens
thinking about what the institution needs to
hear in order to get the study through to approve
it 50 we can get up and running.

The CCHERS Research Committee would review
proposals where CCHERS is involved as a partner
in the study. Northeastern University IRB would
review all proposals as CCHERS’ host institution,
unless deferred to another IRB. In line with other
standing committees created by the CCHERS Board
of Directors, final decision-making on a proposal
rests with the board. However, research reviews
would be delegated to the Research Committee,
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who would report back their proposed decisions to
the board for final approval. Within the Research
Committee, it is likely decision-making will occur
through consensus. If researchers circumvent the
CCHERS review process by going directly to the
health centers or if the committee denied a proposal,
as shared by the Research Committee Administrator,
“there would be no role for CCHERS atall” and this
would likely prevent the research from occurring.
For example, while a researcher could approach
one community health center, most research proj-
ects require involvement of multiple sites, and the
researcher would likely need CCHERS to identify
and secure additional partners. For this reason,
in instances where a protocol requires multiple
reviews, protocols should be reviewed by CCHERS
before going through an institutional IRB. As
shared by a Research Committee member,

[ feel like the IRB can give approval because the
study meets a set of standard criteria and has
the necessary protections for human subjects but
doesn’t necessarily mean that you can actually do
it in the real life setting or at the health centers. So
[ think they [referring to the IRB] could approve
it, based on all that stuff, but if there’s no buy-in
from the health centers and there’s concern from
our committee that there’s no beneficial impact
for the patients and the health centers and the
community, chances are they won’t get that
health center to be available.

Membership

Currently, the Research Committee is comprised
of twelve members, one from a community health
center, six with university affiliations and five
community members who volunteer their time.
Three are also CCHERS board members, hence the
membership is broader compared to the previous
Research Committee which was comprised entirely
of CCHERS board members. There are nine

females and three males serving on the committee
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and the race/ethnicity of members are as follows:
six African American, three Caucasian, two Asian,
and one Latino. Members were recruited through
referral by the Research Committee Administrator.
Several members described gaining skills as their
main reason for serving on the committee. As
shared by one Research Committee member:

I'm interested in the ethics. I don’t really under-
stand all of this, and I feel as though by partic-
ipating on this, I'm going to get some real skill
and some understanding and I'm going to come
out of it with something I didn’t have before 1
went in. 1 can offer my information and my
context and my knowledge and my experience up
to date, but I think I'm really going to get out
of this some real skills and it’s going to enhance
my understanding of the whole field. And there
aren’t that many places where you can get that. ..
And I need it for things that I do. It advances
me, I think it’s going to advance me profession-
ally; it’s going to advance me in my efforts to be
part of things.

Two members viewed serving on the committee as
an opportunity to bring about change, as they see
the status quo as being at a “standstill.” For exam-
ple, a Research Committee member shared:

... There’s a lot of things coming together around
informed consent and the whole process ...and I
Just got very excited about this, because this is one
that 1 felt we really did kind of better in [name of
community),...and now that I'm here, I'm kind
of seeing it’s kind of going back, because it really
was much more engagement and empowerment
of the community in doing all the programs
there...So this is very exciting to me because |
think we are in a rut, and we need to be creative
and innovative and change things.

Moreover, one member commented that opportu-
nities for community members to provide input on
research is rare, and they wanted to be engaged
in the solution. Two members commented they
were previously or currently involved in other
ethics-related projects in other cities in which they
could see how community ethics review could be
done effectively, and wanted to see this applied in
Boston. Others saw it as an opportunity to learn
from one another, to be involved in more commu-
nity-related work and to realize and implement
ideas for obtaining true informed consent.

Submission process and review considerations
While the submission
process is still in development, one suggestion was
to specify a timeline for when researchers should
engage CCHERS for the review, such as before or
after engaging the health centers as partners in the
design of the study.

Research Committee’s

Committee members had several suggestions for
issues to be considered in their reviews of research.
As shared by a Research Committee member,
a key aspect of the CCHERS review will be the
community health center perspective, since insti-
tutional IRBs cover issues related to protection of
individual study participants:

[ think the added perspective of does it fit the
mission of the health centers, does it fit the
mission of the community, does it fit the mission
of CCHERS? Does it benefit the community and
the health center? I think those are probably the
questions that we should focus on because the
other nuts and bolts stuff will be covered by the
institutional IRB. ..

Examples of review considerations include the
following:

e Does it fit the mission of the health centers?
* Does it fit the mission of the community?

b

Page 81

o



Redefining Research Ethics Review: Case Studies of Five Community-Led Models

* Does it fit the mission of CCHERS?

* Does it benefit the community and the health
center?

* What is the composition of the research team
and is there community representation?

* What was the motivation for the research and
was it community-driven?

* What is the depth of involvement of all partners?

* What is the dynamics between the partners?

* Does the proposed research bring direct benefits
to the community in terms of jobs, capacity, etc.?

* Does the study budget include fair compensa-
tion for community partners (including but not
limited to the actual study participants) and
distribution of resources among partners?

* How are communities being compensated for
their knowledge and time?

* What are the proposed hiring practices?

* How are community members involved and
prepared to actively engage throughout the
research process?

As a way to assess the partnership, one Research
Committee member suggested having the research
team attend in-person:

[ think it’s great if people can actually come in
and present and then I could see if they even
brought their community partner with them. Or
like who they sent and how the dynamics were. ..

As a way to examine the budget, one Research
Committee member shared,

[ think there needs to be some community
organizing around research ethics and ethical
issues in research and what does it mean. And
what does it mean to take even $10,000 to be a
consultant on a research project that’s an orga-
nization, you're going to end up doing $20,000
worth of work? And it’s wrong...there should
be subcontracts, there shouldn’t be consultancies.
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Comparison of CCHERS
Research Committee &
Institutional IRBs

Members identified similarities between the envi-
sioned CCHERS Research Committee and institu-
tional IRBs in terms of how both examine risks and
benefits related to research participants. However,
most CCHERS Research Committee members
felc the CCHERS review process would be entirely
different. The CCHERS review process will be
developed with the community “looking at some of
these things in a very creative way to get informa-
tion that’s timely, and that is respectful of people
and just would put the priorities in a very different
place.” In developing the review process, CCHERS
would identify limitations with existing review
mechanisms and what needs to be done differently.
As shared by one Research Committee member,
CCHERS would “do it in a way that would allow
people to really say what’s on their mind and to have
it incorporated into the process. ... There’s nothing
to lose in the push to be a little different.”

The relationship between CCHERS review and
institutional IRBs will vary depending on the specific
institutional partner involved in the proposed
study. For example, being housed at Northeastern,
CCHERS might develop a formal agreement with
the university’s IRB that builds from the policies
and procedures that were in place with CCHERS’
earlier review process. As described by the Research
Committee Administrator, at Northeastern “we
would really have a say, and one that they will listen
to” and “where Northeastern would not accept their
researchers doing anything [in the community]
unless they came through CCHERS.” However,
it is unlikely CCHERS would have formal agree-
ments with other institutions. As observed by the
Research Committee Administrator, when hospitals
do not accept their own medical school’s IRB, it is
unlikely they would accept CCHERS’ commu-
nity review. However, as noted above, not having

CCHERS review a proposed study could make it
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very challenging for an institution-based researcher
to proceed in actually carrying it out.

Envisioned Benefits &
Outcomes

One, it helps to educate the researchers and give
them community orientation. Two, it helps to
shift this conversation around risks and benefits
so that the community concerns are front and
center. And third, it creates opportunities for
sort of institutional power to be centered within
communities so that people have colleagues, rela-
tionships, resources to underscore what they need
in research.

The quote above by a Research Committee member
captures many of the envisioned benefits shared
by the CCHERS Research Committee Chair,
Administrator and members. Benefits fell into two
broad categories: ensuring a community-driven
process and serving as an educational and train-
ing resource both for community members and
researchers.

Ensuring a community-driven process

In thinking about the development of the CCHERS’
review process, one member spoke directly to the
importance and value of community in deter-
mining how and whether research occurs. As the
member shared, “I mean you need experts, and
the community are the experts. So why would you
ever even conceive of doing anything at all with-
out going to experts and getting their advice, and
having them guide this situation?” A community
driven process also could help address the concerns
that the substantial research dollars awarded to
institutions in Boston do not adequately engage or
empower communities to address health dispar-
ities. Along these lines, one Research Committee
member reflected,

I mean, if theres so much money coming into
an area that’s really under-resourced, why is
that? Why aren’t more people employed, why
aren’t more people getting an education? There’s
lots of ways you can spread that money so that
it has a ripple effect and it has a way of being
an investment rather than something that sort of
sucks everything out of a community and goes to
the suburbs.

The community-driven nature of the CCHERS
review could, as shared by a member, result in
“some of these disparities and these inequities are
going to begin to change.” The member further
elaborated previous “research has not been guided
by the people that need to do so in order to try to
get information that can help to deal with these
issues. I think we’re looking at the wrong stuffa lot
of the time.” The CCHERS review process would
have the ability to attain the goal of addressing
inequities by engaging the appropriate people in
the community to create change. Other envisioned
impacts include “more education, empowerment,
engagement and everything of an entire commu-
nity so they feel not so helpless about issues.”

Serving as an educational and training resource

For some committee members, the benefits of
the committee extend beyond serving as a review
entity to include CCHERS becoming a resource
for both community and academic individuals and
groups. One member saw CCHERS becoming a
place that facilitates or hosts “opportunities for
people to network, to engage. If you put resources
together in terms of sort of funding for it, if people
can have conferences and can really provide a
rich resource I think for communities to have
these kinds of dialogues and to sort of think, and
that creates power in a sense.” Another member
mentioned the potential value of CCHERS
being a training center for people both from the
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community and academia. In terms of community
training, one member felt that by serving on the
Research Committee community members could
become prepared to serve on institutional IRBs.
This in turn would enhance institutional IRBs by
bringing them more community perspectives. As
this individual commented,

Using ours as a way of training people to sit
on the institution’s IRB. As a way of including
more community, diversification, gender, race,
ethnicity and the whole nine yards. So that'’s part
of this as well. That’s why I say, actually doing
a review is a small part of a broader agenda.
So, for instance, we're looking at some of these
training grants to actually train, not only our
committee, but others on how to do it. Getting
people to feel comfortable taking the human
subjects CITI and stuff like that.

The Research Committee was also viewed as
a resource for educating academic researchers.
Committee members spoke to how researchers
will gain insight and possibly new knowledge by
submitting their proposals through a community
review process. As one member shared, “you send
[your proposal] in and they give you comments
back that you wouldn’t have thought about. And
you go...well ...maybe I should do it X, Y and
Z. 'The things that you're going to learn or you're
going to get taught are not going to be the same
things that one of the academic institutional
boards is aware of.” As an example, one member
spoke to how institutional IRBs may focus more
on “covering the liability of the institution,” while
the community process could help people think
about “stigma that could come out of a research
project that’s related to the risk of doing work
within a broader community.” Another member
shared that ideally over time the knowledge shared
through the community review process can “create
change within the institutions.” Another member
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anticipated the committee’s role in a more formal
training process for researchers, noting “I'm
talking Pls getting certified and being trained by
the community.”

CCHERS review was seen as having the potential
to impact research by generating interest on the
academic side in community partnerships. This
would lead to more research “done with commu-
nities and in communities...to make it more
relevant.” The impact on researchers might include
a broader perspective that includes community
impact:

[ think from a researcher’s perspective...it helps
broaden your perspective a little bit. Sometimes
you're just so focused on doing the study and
trying to get the participants...But to take a step
back and see the processes, and think about the
impact on the community and impact on the
health center as well. Sometimes we’re just so
Jfocused to get it done, that we don'’t take a step
back...

Vision for the Future

Research Committee members shared their five-
year vision for the review process. Members hoped
the committee would have a review structure in
place, be recognized as a valuable resource, and
have a long-term sustainable funding stream,
preferably through independent money to protect
against interests that may want to control its work.
A member commented on the hope of integrating
technology into the process, such as becoming
less reliant on paper. Members hoped to see an
impact on research as shown by “more engaged
research being conducted at the health centers in
the community.” Members also hoped the review
process would have an impact on institutions:
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They’re feeling our presence in a supportive way.
But that they know that there’s another type of
review that’s happening and that maybe we’re
even a resource for institutions as well. We're
doing some consultation and training IRBs

locally. And we’ll train NIH.

Another hope was to see more diversity in the conver-
sation around research ethics, such as through engag-
ing more young adults in the 20-30 year old age group
and particularly people from the community in the
area, including Roxbury, Dorchester and Mattapan.
As shared by a Research Committee member:

1 would just say that 5 years from now, I would
hope that the voices in this kind of conversation
around ethics and IRB becomes diverse and
that there’s an infrastructure for supporting
that. Diverse within communities as well as
opportunities for folks in the academy and in the
community to sort of talk things out and move

equity forward.

Related to infrastructure, this could include hiring
community-based people for research projects and
developing their skill set. As shared by a member,
“the best skill set to have in a city like Boston is a
research skill set...there’s no difference in training
an undergraduate research assistant or a graduate
research assistant than training a community
research assistant who maybe has less than a high
school degree. Because the skills that you need, you
need to be personable, you need to be able to engage
people, you need to be detail oriented, I mean...
there’s a job market for that.

Anticipated Challenges

Committee members anticipate a number of
challenges related to five broad categories as the
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Research Committee gets underway: developmen-
tal challenges, community compensation, previous
negative experience with research, competition
among non-profits and institution and funding
agency concerns.

Developmental challenges

Staying focused on maintaining the vision and prior-
ities needed to develop the Research Committee
was identified as a challenge. Navigating the
development of the review process must take into
account the different experiences and expertise of
the involved members. As one Research Committee
member shared,

There’ll be different levels, as with any IRB,
different levels of scientific understanding,
different levels of understanding the community
and the health centers. It will just take us time to
learn how to speak each other’s languages and get
around that... Trying to get everyone’s perspec-
tives and understandings, trying to have them on
the same page.

A potential challenge facing the committee,
according to one member, were meeting expecta-
tions based upon an unrealistic timeframe. This
member spoke to the need for a planning phase
to develop the infrastructure and relationships
needed to make the review process effective and
sustainable. Her concern was the development of
the review process might be too rushed and under-

funded. As she shared,

It going to take time because you want to engage
the community in how to do this right, if you're
going to do it at all, and that'’s going to take a
bit of time. So someone has to be willing to invest
in an institute or whatever it is so that there’s
a planning phase where you really, really have
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time to develop things, and I'm concerned that
it will be very underfunded and then people will
have the same problems over and over again.
It just takes that investment initially to create
something that then can be replicated if it’s valu-
able and create...almost a cohort of people that
can help to then make it more available.

Related to this developmental trajectory, other
concerns were the potential for failures or glitches to
derail the process, as well as the risk that the initial
enthusiasm or commitment for developing the
review process would wane over time.

Community compensation

Members also spoke about the challenges associated
with ensuring appropriate compensation for commu-
nity-based committee members and community
research partners. As one member pointed out, for
some, serving on the Research Committee might
fall within the scope of their employment (i.e., at
a university or a certain community organiza-
tion), hence they would be compensated. Some
community members, however, are not affiliated
with an organization that can compensate them
for serving on the committee. Given the workload
and time commitments for members, the need to
ensure greater equity in compensation exists. As one
Research Committee member shared,

The other issue is that as we offer these institutes
and the rest of it, and people have to review this
material, they need to be compensated for their
time. Because everybody is sitting at the table
who are compensated by the organizations or the
fact they’re going to get money out of the research
project or something, but the community person
is expected to come and get a small stipend or no
stipend and to be really up to par with all this.
And they need to have a printer at home and
paper at home and ink at home, you don’t read
this stuff off your smartphone.

Another member spoke about the importance of
talking about compensation upfront in order to
“make ... sure that people are respected and have
what they need to do the job.” In addition to paying
members for their time and expertise, another
member discussed the value of offering certification
in community-based research and research ethics
that would formalize the education provided to
committee members. These efforts in turn could
facilitate community-based members becoming
members of institutional IRBs or other communi-
ty-based review processes.

Committee members also noted the unrealistic
expectation for community organizations to provide
in-kind support to supplement a research budget.
As one member shared, “if anybody gives me any
in-kind contributions, they better not, because the
truth of the matter is that they can’t afford it.”

Previous negative experience with research
Community members may also be wary of the
promise to reduce health disparities by becoming
engaged in seemingly promising research projects.
This wariness may be based upon seeing how these
supposedly innovative approaches in fact have been
attempted in the past with little success in making
a difference in health outcomes. This wariness may
be further compounded if people were civically
engaged in the past, and sacrificed their time and
energy to make a difference without seeing actual
benefits. This poses a challenge both in recruiting
community members to serve on the Research
Committee and for implementing communi-
ty-engaged research. As one Research Committee
member described:

Because people forget that what happens to the
community is that people will come in and say,
you really need to participate in this because it
will be good for you, it will be good for your
Jfamily, it will be good for your community, and
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you need to come to the meetings and you need to
do, this is what people do, this is what commu-
nities do outside of your community. They come
to the table, they work to the benefit of their
community they’re civically engaged, they give
of their time. Well, I think that’s a lot of crock
because in our community, weve been doing it
for years, and the same disparities and the same
problems are there. Literally, there are people
who are my age that can go back and look at it
and recognize that this has really been a process
that has been a really long process, and we’re still
at the same point. So I think that that'’s difficult.
The conversation has to change because there’s
Just too many people out there that went through
that process over a number of years and know
that that’s not the case. Things do not change,
we did give of our time, and fully of our time,
often to the detriment of our own families and
our own personal life and I think that they’re not
going for that anymore.

Different approaches to research are needed in
order to see different outcomes, for example elim-
inating health disparities. In part this requires
thinking about what it takes to build trust between
researchers and communities, and to strategize on
ways to “infiltrate the system to make change.”

Competition among non-profits

Another challenge centered on the potential for
non-profits to compete with one another over
research dollars. This can be particularly challeng-
ing when non-profits are struggling to make ends
meet. Ideally the development of the CCHERS
review process would enable communities to come
together and move beyond competing with one
another. By developing more of a collaborative
approach to research, nonprofits may also be better
positioned to critically assess the issue of and advo-
cate for fair compensation.
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Institution and funding agency concerns
Committee members envisioned challenges stem-
ming from how researchers and possibly funding
agencies think about what it takes to develop an
ethical partnership. As an example, researchers who
seek letters from community “partners” last minute
without ample time to work together on designing
and developing the research. Institutional IRBs may
also be less adept at assessing supposed communi-
ty-based participatory research (CBPR) proposals,
as compared to community-based review processes.
In thinking about CCHERS Research Committee
membership, people will be better able to think
about such ethical issues as how are communities
being compensated for their knowledge and time,
what are the proposed hiring practices, how are
community members involved and prepared to
actively engage throughout the research process.
One member spoke to how variance existed across
institutional IRBs regarding their openness and
understanding of community partnerships.

Another possible challenge for CCHERS related
to institutional IRBs was described in terms of
“pushback” or a questioning of what the CCHERS
review process is, why it exists, and who serves on
it. This triggered a discussion of the need to educate
institutional IRBs regarding what are commu-
nity review committees, and what purpose they
serve. Pushback may also come from researchers,
especially those who already have to submit their
proposals to different review committees. For
example, one Research Committee member shared:

So at [one university] you had to go through
the IRB there, you have to go through this
[CCHERS committee]. And then theres also
[other institution’s] Research Subcommittee,
which is composed of some faculty who are at
[this university] as well as faculty members at
some of the health centers. So you present your
research there as well, and then in order to have
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a study conducted in one of the [other institu-
tion’s] health centers, you have to get the signa-
ture of the executive director as well. So it would
Just be one more layer.

Rather than pushback, other members raised the
possibility of university IRBs co-opting the review
process, because “they would have the money and
the power to be able to do that.” Especially when the
research grants flowed through their universities.
They further raised the issue of “how do you fund
something and allow it to really be what you want it
to be without institutions and people who would be
sent by their institution to control it.”

Recommendations

Committee members made recommendations in
three broad areas: committee recruitment, compo-
sition and support; review process procedures; and
connecting to the broader context.

Committee recruitment, composition and support
Ideas for future recruitment of committee members
include obtaining recommendations from the
community health centers with interest in having
“some of their community board members serve
on it” Categories to guide membership might
mirror those used by the CCHERS board, which
include institutional, community health center,
community, and an undesignated category. Other
thoughts for membership include consideration
of skill sets to ensure expertise represented in the
areas helpful for the review:

So when you asked me about categories of
membership I was actually thinking of going to
answer about skill sets. So, for instance, I don’t

have a lawyer on my board at CCHERS but |

would like to have a lawyer on this review

<

committee... Somebody who actually has some

expertise with the IRB. ..

Recommendations on  membership include
increasing the number of community members
on the committee. Other recommendations for
membership included having a combination of
community health center and consumer repre-
sentation. While having representation from
all health centers might be unrealistic, it was
suggested to rotate health center representation
to ensure the voice of the health center in which
research is taking place. A couple of suggested
models were proposed. One was to model the
guidelines of the IRB accrediting body by specify-
ing a percentage requirement for community and
academic representation. Another model shared
by the Research Committee Administrator might
follow the community health center movement in
that 51% of the board is comprised of patients/

clients.

Recommended support for members included
physical support, such as office space, computer
and printer. Regular training opportunities was
another recommendation, specifically on tech-
nology and attending national conferences, so
members may gain exposure locally, statewide
and nationally “so that they feel like theyre
part of a larger community.” Having members
involved nationally was viewed as “actually
making a change nationally, because then the
face of who is at those conferences begins to look
different, the questions and the conversation

begin to shift.”

Members recommended the development of a
system for member certification. Building in
an educational track for members may result
in increased ability to become involved on an
institutional IRB or other community review
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boards. Developing paid positions for commu-
nity members as part of the review process activ-
ities was viewed as a means for building social
capital. Funding steams could come from three
sources: building into research grants, charging a
fee for reviews, or tapping into hospital funds for
community health initiatives.

Review process procedures

Two general recommendations emerged for
CCHERS’ review process as well as for institu-
tional IRBs. The first was to allow research teams
to submit letters of support in alternative formats,
such as audio or visual evidence indicating the
partnership. A second recommendation was to
consider reviewing proposals prior to submitting
for funding, as once it is funded, it may be difficult
to change the protocol or have genuine input.

Connecting to the broader context

The final recommendation was to ensure the
CCHERS review process fully accounts for the
broader context. More specifically that the review
process is not disconnected from the realities of
the surrounding communities, and instead helps
to foster opportunities for communities to come
together and have a voice regarding existing ineq-
uities. Connection to the broader context also
included the need to be aware of and engaged in
relevant changes, such as staying current on changes
occurring in the funding environment.

Questions members felt they should consider in
developing the review process included: are there
other community or academic partners that share
a commitment to have a positive impact on how
research is conducted in communities, do other
community groups exist that might want to partner
in co-developing a review process, and what funding
mechanisms exist to sustain one’s review process?

Summary Reflections

CCHERS has witnessed an institutional IRB
process that has become increasingly convoluted
and bureaucratic and a system that is more about
protecting research institutions from liability than
protecting study participants. For this reason and
because institutional IRBs are unable to fully eval-
uate ethical issues related to CBPR, CCHERS is
re-establishing a community research ethics review
process.

CCHERS Research Committee members are eager
to bring about change in the way community-en-
gaged research is conducted in the Boston area and
to assure the ethics of community participatory
research projects. Some members have negative
experiences where the community received no bene-
fit from the research, while others have seen CBPR
done in a more authentic manner in other cities and
want to see this replicated in Boston. The Research
Committee, comprised of numerous community
members, has an urgent desire to address dispari-
ties and inequities that the community has faced
for years and is excited at the prospect of finally
having research guided by the community so they
may begin to address the real issues at hand.

The impacts of the research review process could
be far reaching. CCHERS hopes that through
training and consultation, community members
may become well versed in human participants
protection so they may serve as members of the
Research Committee and institutional IRBs, and
they are hired to work on research projects. As more
community-engaged research occurs in the Boston
area, institutions would become knowledgeable on
CBPR principles and IRBs would become educated

on ethics related to community-engaged research.
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The National Collaborative Study of Community-Based

Processes for Research Ethics Review: A Cross-Case Analysis

Nancy Shore, Alice Park, Paige Castro, John M. Cooks, Elmer Freeman, Mei-Ling Isaacs, Lola
Sablan-Santos, Eric Wat, Elaine Drew and Sarena D. Seifer

The bulk of the research is from the majority of the population. ... Why is it that for the groups that
we represent, whether it be native groups or an ethnic group. .. there seems to be just that inherent
thought that anything goes. So... individually we push, but I think even more so.. .this is a chance
for us to come together and... make a group statement. .. to combine all of these fronts and say ...
business as usual is just not going to happen. ...Because for so long...we're seeing all the same kinds

of things...but how do we get past that? ... How do we get beyond Tuskegee?

-Co-Investigator John M. Cooks, Galveston Island
Community Research Advisory Committee

review, Community-Campus Partnerships for Health (CCPH) and University of New England (UNE)

partnered with five community-based organizations (CBOs) to conduct in-depth case studies of their
community-based review processes (CRPs) and analyze the cases for cross-cutting themes and recom-
mendations. See table 1 for the name and location of each CBO and type of CRP it operates.

I n order to more fully understand the operations and impact of community-based processes for research

Table 1. Community-Based Study Partners

Name of Organization Location Type of CRP

Center for Community Health Education Boston, MA Emerging review committee
Research and Service, Inc. (CCHERS)

Galveston Island Community Research Galveston Island, TX Research review committee
Advisory Committee (GICRAC)

Guam Communications Network (GCN) Long Beach, CA Research review committee
Papa Ola Lokahi (POL) Honolulu, HI Community IRB
Special Service for Groups (SSG) Los Angeles, CA Community IRB

Data collection in year one of the study included the following for each of the five case studies: 1)
structured interviews with review administrators and chairs 2) a focus group with reviewers and 3)
review of key documents guiding the review process. In addition, structured interviews were conducted
with researchers for the four sites with an operating community review process and an observation of a
review meeting was completed for two sites. In year two, the study team gathered in-person to engage
in a focus group discussion with the goal of further identifying CRP promising practices and making
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recommendations. The discussion was informed
by the study team’s experiences with assessing
community-engaged research and their critical
review of the individual case studies. The study
aims and methods are further described in the first
chapter of this report.!

This cross-case study report discusses the simi-
larities as well as the differences between the five
CRPs; makes recommendations for key stakeholder
groups, including community groups interested in
developing or strengthening a review process, insti-
tution-based Institutional Review Boards (IRBs),
funders and policy makers; and articulates import-
ant next steps. These recommendations and next
steps aim to support emerging as well as existing
CRPs and contribute to a more nurturing research
environment for communities.

Similarities Across CRPs

Mission, history and commitment to capacity building

The passion in which the reviewers from across
the different sites come to the table was very
inspiring. There was such a clear idea of why
people were at the table. Everyone could strongly
point to “it’s about the community, it’s about
doing the right thing, it’s about respect, it’s about
Justice.”

-Study Principal Investigator Nancy Shore,
UNE and CCPH

All five CRPs developed to ensure community voice
in defining research, ensure ethical research, protect
the community in their interactions with research-
ers and build community capacity. They shared an
underlying commitment to the communities they
serve and a similar history in their origins. While
each CRP serves a distinct geographic or racial/
ethnic community, all focus on underserved popu-
lations. Each CRP began out of concerns around
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how research was conducted in their communities,
with POL-IRB and GCN responding to previous
research abuses. Co-investigator Lola Sablan-Santos
from GCN spoke to the challenges the Chamorro
community had experienced with research, draw-
ing a connection to the history of POL-IRB,

We were all concerned with the way academic
researchers were doing research on our commu-
nities... the [Native Hawaiian] women [in the
POL case study] who said that researchers had
come to her family and did all this research
because of a genetic situation, and they weren’t
given any information and told anything about
it. And then again, two years later they still hadn’t
received any information. Same like GCN, with
the Chamorros... about the helicopter research.
They come in... take the information and never
come back...So all of us were focused on how
are we going to ensure that research done on our
communities is ethical, but we as a community
will be able to say yay or nay we want to partic-
ipate in it... We're all focused on making sure
the communities are protected and that we want
more community involvement.

The CRPs in our study also share a commitment to
community capacity building. As co-investigator

Eric Wat of SSG IRB shared,

One commonality is really capacity building on
a couple of levels. One is capacity building for
the organization in terms of having infrastruc-
ture to do the research. But I also see capacity
building in individual community members...
for those who served in the review process espe-
cially to become better researchers. But... really
looking at community members, not only as
research subjects, but potentially as researchers
themselves, right? So their function is not just
to do outreach for the academic researchers, but
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potentially as researchers themselves, right? So
their function is not just to do outreach for the
academic researchers, but actually be involved in
all the facets of the research process, from design
to dissemination. So I thought that was really, is
really interesting that we're all there to protect
the community but we’re also there to build the
community up.

Similarly, the CRPs also share a commitment to
building the capacity of academic researchers to
enhance their abilities to effectively engage with
communities. While all the review processes work
with the researchers who are submitting proposals for
review, POL-IRB also provides training free of charge
to medical students at one of their local universities.

Ethics & Integrity Issues

<«

Federal requirements “plus”

Ethics and integrity issues considered by all the CRPs
included federal regulatory requirements as well as
community, cultural and social justice consider-
ations. The federal regulations are a requirement for
the community-based IRBs (POL-IRB, SSG). All
four CRPs additionally consider ethics and integrity
issues beyond the regulatory requirements, which
were described as inadequate particularly as relates
to community-engaged and genetics research.
CCHERS is also committed to considering both
the traditional and more community or cultural
oriented issues. As explained by co-investigator

Mei-Ling Isaacs, POL-IRB,

There are two different sets... Youve got the
federal set and youwve got the cultural set. You
know these are...totally different. The federal
regulations and their ethics speak to whether or
not you are adhering to federal regulations. And
if you are, then you're good to go. But you may be
in total violation of cultural ethics. And so having
community groups review is giving the researcher
both the research ethics and the community or
cultural ethics. They dont always agree... The
federal dismissed some things, cultural say ‘you
can’t dismiss it, that’s core to who we are.’

Community and cultural considerations
Community and cultural considerations are
considered by CRPs in research reviews, and may be
embedded in the application questions or through
the process, such as in the reviewers’ checklist (SSG,
GICRAC, POL-IRB) and in the requirement that
the academic and community partners attend the
review meeting together (SSG). The value of requir-
ing community and academic partners to attend
together, as shared by co-investigator Eric Wat, SSG
IRB, is for the review committee to really “see what
the dynamics are... are they on the same page
about what needs to happen? Do they talk to each
other? Do they seem like they have a good rela-
tionship?” In thinking about similarities across the
sites, Study Coordinator Alice Park, CCPH spoke
to how each of the CRPs are committed to “leave
a genuine benefit to the community” noting that
this is particularly important given the “history of
previous research causing harm.”
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Table 2 illustrates the types of questions that the CRPs in the study are asking of the research proposals they
review, organized by theme (pulled from CRP application forms and reviewer checklists). Many of these ques-
tions go beyond those required by the federal regulations to assess community and cultural considerations.

Table 2. Questions that CRPs Ask of the Research Proposals they Review

Theme Questions

Justification for
research

What is the community/communities of interest for the proposed research?
How have you solicited community input to determine research project goals,
research questions and potential benefits to the community?

Does it fit the mission of the health centers? Does it fit the mission of the
community? Does it fit the mission of your organization?

What was the motivation for the research and was it community-driven?

Is the proposed research focused on a significant or pressing concern to the community?

Partnership and equity

Will the community be given any kind of recognition for their input and
participation in the project?

Is the organization partnering with other community-based organizations for
this research project? If so, what would be the role and responsibilities of each
partnering organization?

Are partnership terms equitable/satisfactory to the community?

What type(s) of technical assistance, if any, would the organization anticipate
needing throughout the course of this research project?

Conflict resolution

If conflict arises within the community during the research project, how will it be
addressed?

Are there resources available for the participants if any harm is caused?

How is the participant/community informed if there is an adverse event?

Data ownership/

Who owns the data?

agreements ¢ How is permission from the community group demonstrated, e.g., is there a
memorandum of agreement?
Budget e s there sufficient funding/budget to complete the research?
¢ Does the study budget include fair compensation for community partners
(including but not limited to the actual study participants) and distribution of
resources among partners?
¢ Does the community have the capacity to successfully implement the project?
¢ How are communities being compensated for their knowledge and time?
Community e Who are the community facilitators or gatekeepers?
involvement e How is the community kept informed as the research advances?

What happens after the study is over? Will the collaborative be disbanded? Will
there be an intervention?

Is there a community advisory board?

How are community members involved and prepared to actively engage
throughout the research process?

What is the depth of involvement of all the partners?

Is there time for us to become involved, on the study collaborative or on the
planning of the study? (continued)
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Theme Questions

Community benefit

jobs, capacity, etc.?

¢ How does the process and anticipated outcomes of the research project benefit the
community and its various stakeholders?
¢ Does the proposed research bring direct benefits to the community in terms of

¢ What new information will be generated, and how will it be used?
¢ Does the research project/grant proposal have the potential to advance the health
in the community of focus?

Research team J
composition/
experience o

representation?

various stakeholders?

focus?

What is the composition of the research team and is there community
What experiences does the organization have in engaging community and its

¢ What efforts have you made to ensure that the research team has the sensitivity
to understand the social, cultural, and environmental context of the community of

¢ What is the researcher’s experience working in the community? With what
communities? Do they have a history with this community?

Cultural considerations |
minimized?

Are there cultural harms in this research? If so, how are these being addressed and

¢ Are efforts to ensure sensitivity to understand the social, cultural, and
environmental context of the community of focus convincing?

Dissemination °

Are participants involved in the presentation? Can they have input on where and
how study results are made public?

¢ What happens to study results? Will they be published? If so, where? Will there be a
press release in the local paper(s)? Are community members involved in the writing of
the final report or article? Will results be presented to the community? Where and how?

Community Engagement

All of the CRPs in the study share a commitment
to privileging the community voice in their review
considerations. One means of accomplishing this is
by examining whether the community is an equal
partner in the research. Protocols are reviewed
with an eye towards determining whether the
community has been engaged in the development,
implementation and dissemination phases of the
research. This may require, as co-investigator John
Cooks, GICRAC describes, adding “back door
CBPR” if a protocol failed to include the commu-
nity in the planning phase, and offering sugges-
tions for greater community engagement in the
research moving forward. CRP reviewers consider
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no community involvement or lacking involve-
ment in a meaningful way as unethical. This
would include protocols written exclusively by an
academic researcher with no community involve-
ment, inadequate or non-existing stipends for the
community, or lack of a mechanism for reporting
study results to the community. As shared by
co-investigator Lola Sablan-Santos, GCN,

[GCN] turned down [a research proposal as] it
was written by the researcher... everything was
written by the researcher. Didnt have any
community involvement whatsoever. There was
nothing about even providing community with
stipends for their participation or even a report
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back and so our reviewers just said flat no....
if you're talking about CBPR ... to have some
researcher come in and say, ve got this project,
I want you involved in it, here it is!” That’s not
right at all. And I think our communities are
now savvy to this whole process.

The reviewers also look to ensure communities
are appropriately recognized and compensated for
their expertise. GICRAC and POL-IRB request
researchers submit their budget to determine if
the community is compensated accordingly. As
co-investigator John Cooks, GICRAC reflected,
“we have to say, ‘is it ethical to expect me to hold
these meetings every two weeks and then you not
provide me the resources to do it?’ Because out
of those meetings is going to be everything that
you are going to report back on and get tenure.”
Money also equates to power, hence the budget
review serves as an analysis of power, an important
issue particularly for partnership projects. Another
example of the budget review as an ethical issue
relates to in-kind, such as whether it is ethical to
expect a community organization to donate weekly
meeting space for a project. As explained by co-in-
vestigator Mei-Ling Isaacs, POL-IRB,

It tells you first of all, whether or not youve got
the money to do the project because a lot of projects
go under because they're under funded. It tells
you who’s getting paid. It tells you how much is
allocated in the different areas... And if you are
truly a partner with a community group, are they
getting a fair shake here? As our review says, if
you're a partner, you get one half. That’s what
partnerships are all about. But this is ethical for
us, these are ethical questions, and we had projects
20 back to the drawing board to re-allocate some
funds, even if it’s already been set. Some of them

don’t come to us until after they get their money.

So, they just have to go out and get more money.

<

In discussing the value of reviewing the budget as
part of a research ethics review process, other CRPs
in the study spoke to how they may now implement
this as part of their review process. As co-investigator
Elmer Freeman, CCHERS observed, “if we can’t see
the budget, we can’t do a review.” Along with the
need to look at the budget, the CRPs in the study
pointed out the importance of community groups
carefully reviewing any sub-contract issued by the
involved academic partner and developing more of
a relationship with the partner’s fiscal department.
Elmer Freeman reflected upon his experiences
working with academic researchers as a means to
underscore the importance of understanding the
fiscal policies of academic institutions:

I have one person that writes the science and
then 1 got six other people that I deal with to
get a subcontract. The researcher doesn’t know
anything about indirect rates. They don’t know
anything about off-campus indirect rates. They
don’t know anything about the research admin-
istration side of it. ... so I put it into our review
process. I think it is an educational process for
the researchers to deal with the institution. Not
only for the community to understand what’s
going on, but for the researcher to actually be
able to go back and be your advocate within the
institution once they get an understanding of it.

Community Benefit

All of the CRPs in the study assess whether the
research will leave a sustainable and tangible
community benefit. Their definition of “commu-
nity benefit” includes decisions and actions that
occur while the study is underway (e.g., ensuring
that community partners own the data, sharing
findings with community members in a timely and
appropriate format) as well as longer-term benefits
that may not be evident until after the study (e.g.,
examining whether the proposed research will build
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capacity for researchers based in the community, will
develop transferable skills among community-based
study team members). GCN asks specifically about
data ownership and control to ensure this informa-
tion source remains with the community, and all the
review processes stipulate that data is not used beyond
the stated purpose. As another means of providing
community benefit, GCN and SSG examine not
only if there is an adverse event protocol that provides
resources to individual participants, but request that
a referral list be distributed of organizations that
provide accessible, affordable services in the language
spoken by participants. Such a resource list allows
research to leave a tangible benefit to communities
after the study has concluded.

As another means of giving back to the community,
the CRPs in the study examine whether protocols
exist for including the community in dissemination
of study findings. Dissemination should go beyond
publication in a peer-reviewed journal, and include
sharing and discussion of study results in a format
that is accessible to the community, such as through
community forums and report-outs at community
meetings. POL-IRB ’s progress reports ask specifi-
cally how results were shared with the community.
Only POL-IRB has implemented a publications
policy requiring the review of the final report and any
publications resulting from a study. This allows the
community a means to have a voice in how the study

findings are disseminated. As explained by co-inves-
tigator Mei-Ling Isaacs, POL-IRB,

One of the reasons we have this little thing in there
about reviewing final reports or publications has
to do with group power. And even though we try
to deal with keeping the integrity in the forefront
in any research project, it’s what is published,
what is put in the report that is actually the last
product that can cause tremendous group harm
— if'it isn’t structured the way that is balanced or
reports what it’s supposed to report. Publication
is, for us, very, very important in group harm.
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All of the CRPs in the study also attempt to raise
the community voice in research through commu-
nity capacity building. Protocols are reviewed
to determine if community members play a role
beyond outreach or as research participants. This
might occur by ensuring appropriate support
and resources to have community members assist
in designing the study, serve as research staff, or
actively participate in the dissemination activi-
ties. This allows community members to develop
valuable research skills that are also transferable to
other fields, resulting in long-term benefits for the
community as a result of the research.

Social Justice Orientation

All of the CRPs in the study view proposed research
—and their role in research ethics review — through
a social justice lens. Social justice requires CRPs
to critically assess such issues as power and equity,
as well as carefully examine the social, cultural,
and historical context of a given proposed study.
The CRPs acknowledge that a social justice orien-
tation deviates from what is outlined in the federal
human participant regulations, and goes beyond
the Belmont Report’s conceptualization of the
principle of Justice.” A social justice orientation is
aligned with the values and intent of the commu-
nity review processes, and should not be viewed as
problematically biased or less invested in scientific

rigor. As shared by study principal investigator
Nancy Shore, UNE and CCPH,

Its about social justice and sure, if you don’t
think about social justice and your norm is to
Just sort of think about things narrowly without
context, sure what we’re doing may seem polit-
ical but okay fine if that’s the way you want to
[frame it then let’s embrace it. ... There’s such a
huge need to broaden what people think about
when they talk about ethics...something that
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really stood out in terms of feedback to what
the POL process was about. But you consider
cultural considerations, you consider historical
pieces, and that’s somehow deemed ‘political’? . ..
There needs to be something that addresses that
narrow conception.

Differences across CRPs

The people involved in the [GCN] review process
Just want it to be a review process. They don’t
want to establish an IRB that is Chamorro-
specific. They just want to review the projects and
give input... they just want to be able to review
the proposals that are coming to GCN and to say
yes’ this is a health disparity that we want to
address. Yes we want to participate in this and
they’re giving us the opportunity to learn about
our community. And that’s what they want now.
Whether or not that’s still the case a year from
now... I don’t know. But they have control.

-Co-investigator, Lola Sablan-Santos,
Guam Communications Network

Differences among the five CRPs fell into three
major areas: 1) communities served, 2) structure
and 3) practices or policies. For three of the
review processes, the communities served are
specific ethnic groups: Pacific Islanders in the case
of GCN, African- Americans for GICRAC, and
Native Hawaiians in the case of the POL-IRB.
For SSG, the communities served include mental
health consumers, ex-offenders, and people who
are homeless. Ultimately CCHERS will be serv-
ing individuals who access community health
centers in Boston.

In terms of structure, POL-IRB and SSG are
federally recognized IRBs, GCN and GICRAC
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are community-based review processes, and
CCHERS is a developing review process. Several
times during the focus group discussion, the
study team emphasized how becoming a commu-
nity-based IRB should not be considered an
end goal. As Lola Sablan-Santos explains, GCN
reviewers do not currently want to become an
IRB. Some of the practice and policy differences
emerge due to structural differences as POL-IRB
and SSG are required to adhere to the federal
human participant regulations.

Other practice and policy differences emerged
due to community preferences and experiences.
Examples of these include:

Requirement for researchers to attend the review
meeting: SSG and GICRAC require this, while
POL-IRB and GCN do not. POL-IRB initially
required the researcher to attend the review
meeting, but based upon past experiences found
that the review process moves more effectively
if the POL-IRB administrator works with the
researcher in advance of the meeting to sort
through potential questions and concerns.

Written policies guiding the review process: SSG,
GICRAC, and POL-IRB have written policies,

while GCN does not. GCN’s decision to have a
primarily discussion-based review process reflects
the Chamorro culture’s oral traditions.

Membership requirements: POL-IRB and SSG
reviewers reflect a combination of academic
and community members, while GCN is solely
community members. While GICRAC has both
academic and community members, only the
community members can vote on the protocol
under review. CCHERS envisions a combination
of community and academic reviewers.

Engagement in developing the research proposal:

GCN and GICRAC review committees are
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actively involved in shaping the design of the
research proposal before it is reviewed. This
includes ensuring proposals are aligned with a
CBPR approach. If a proposal has already been
written at the time of submission to GCN and
GICRAC, the reviewers will work towards
achieving “backdoor CBPR.” CCHERS envisions
this approach as well. POL-IRB and SSG influ-
ence the research design by critically reviewing
proposals during their review process.

These practice and policy differences emerge
mainly through experiences and context, and
should not be interpreted as one way being better
than the other. As discussed during the focus
group, established procedures may vary across
groups depending on such factors as cultural
considerations and type of review model used. As
an example, GCN policies and procedures are not
written given the community’s oral traditions.
Furthermore, co-investigator Lola Sablan-Santos,

GCN shared,

1 think what’s important too is that the commu-
nity said... ‘hey, thats the Western way. That'’s
not our way.” And. .. the people who have been
involved in the research that GCN has been
involved with, they were very adamant that
we do it our way, the Chamorro way. We take
our cultural values, our traditions, and that’s
how we outreach into the community. So when
they're reviewing proposals, why not? I mean
who’s to say, I mean it isn't the federal govern-
ment... we can tell the federal government this
isn’t going to work for us. They may not fund us,
but... this is how we do it. And why? It’s like,
how dare you tell me we don’t do it this way!

In other words, becoming an IRB is not neces-
sarily relevant or appropriate for all community
groups. This could in part be due to resource
issues and desired intent of one’s review process.
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Challenges Experienced
by CRPs

Two of the key challenges described by the CRPs
in the study pertain to inadequate infrastructure
and lack of respect or recognition by some within
the academic community.

Infrastructure challenges

All the CRPs spoke to the challenges associ-
ated with securing and maintaining adequate
resources to support their review processes. In
some instances this manifested as non-existent
or insufhicient staffing support dedicated to the
review process. Limited support negatively affects
the extent in which CRPs can function. For exam-
ple, co-investigator Eric Wat, SSG discussed how
limited resources hamper their ability to imple-
ment post-approval site visits or even follow-up
beyond the annual review requirements. In other
instances insufficient support limits the number
of proposals the CRP can assess, or limits the
ability to provide regular training opportunities
for reviewers. Only POL-IRB and SSG have
dedicated funds to partially support the review
process (i.e., support for CRP administrator’s
time). All of the CRPs, however, rely upon their
reviewers to volunteer their time and expertise.
In thinking about how funding challenges differ
from institutional IRBs, study partners talked
about how institutional IRBs are funded in part
through indirect costs. Not all community-based
organizations, however, have a federally negoti-
ated indirect rate thus eliminating this potential
funding source.

Legitimacy challenges

The second key challenge focused upon the
struggle to be recognized and/or respected by
the academic community as legitimate entities
— even for CRPs that are federally recognized
IRBs and thus theoretically on par with an insti-
tution-based IRB. As shared by co-investigator
Mei-Ling Isaacs, POL-IRB,
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We're all reaching out to science and researchers
to be partners ... We're recognized because of the
community and then we have to look over to the
federal structure because it gives us authority. It
also gives us an opportunity where universities or
[institution-based] institutional review boards
take us more seriously... And I think we’re all
looking for that respect, that kind of mutual
respect within our communities and between
ourselves and in [institution based] institutional
review boards... and beyond respect, I think
is a recognition of being colleagues... we’re
Just colleagues like everybody else and we're all
moving towards the betterment of our people
and. ..being sure research is doing that as well.

CRPs & Institutional IRBs
[Institutional IRBs are concerned with] compli-
ance with the grant, the funders, but the
community review boards, in addition to some
of those same concerns, might also be concerned
about the benefit coming back to community,
how dissemination happened, the ownership,
respect, capacity building. ..

-Study consultant Elaine Drew

Similarities exist between the CRPs in the study
and institutional IRBs. For example, as federally
recognized IRBs, POL-IRB and SSG must adhere

to the same federal guidelines as institutional IRBs.

Key differences also exist between CRPs and insti-
tutional IRBs. As described within the Challenges
section, infrastructure resources represent one of
the key differences. Overall institutional IRBs are
viewed as having greater resources to support their
functioning, including funds for staffing support.
A second key difference centered on the underly-
ing commitments or focus of CRPs as compared
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to institutional IRBs. Table I provides evidence
for the differences in types of review consider-
ations accounted for by the CRPs. The inten-
tional focus on community and cultural concerns
differs from the types of questions prompted by
the federal regulations and Belmont Report.” All
CRPs in the study highlighted the added rigor of
their review processes given their application of
both traditional regulatory considerations AND
community and cultural considerations.

The CRPs in the study also diverged from insti-
tutional IRBs in many of their practices and
policies.  Key differences include the roles they
play in research beyond conducting reviews, their
membership and voting policies and their practices
regarding exempting protocols. Beyond reviewing
protocols, GCN and GICRAC are directly involved
in conducting research either in partnership with
an academic researcher or on their own. GICRAC
hosted Listening Tours to hear directly from the
community what research should focus on. This
helped to ensure community engagement through
research that is relevant and useful. Understanding
community priorities can then help shape the kind
of research to be conducted. As co-investigator
John Cooks, GICRAC shared, “I'm striving to get
[GICRAC] to the point that we go knock on the
[university’s|] doorand say this iswhat we’re concerned
about, who do you have in here that can help us?”
CCHERS plans to serve as a space for academic and
community researchers to come together to collabo-
ratively identify research questions. Co-investigator
Elmer Freeman commented that while CCHERS
will review research, the primary function of its
research committee, comprised of half commu-
nity members and half academics, is to “generate
research and create connections between the people
who are on the committee.” As another example of a
role beyond reviewing protocols, POL-IRB admin-
istrator teaches at the medical school to train new

students on how to engage ethically with Native
Hawaiians in CBPR.
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Membership and voting policies differ. All the
study partners require that the membership of their
review committee is comprised of a majority, if not
entirely (GCN), community members. POL-IRB,
for example, stipulates a minimum of 50% of the
membership be of Native Hawaiian ancestry. These
policies contrasts sharply with institutional IRBs
where there is typically one non-scientific and one
unaffiliated member to fill the minimum federal
requirement, who may or may not be viewed or
view themselves as “community representatives.”

Other practices to ensure community voice in CRP
review meetings include SSG’s policy that states
each community reviewer should be asked in turn
if they have comments. CRP voting practices also
reflect a privileging of community perspectives.
These include POL-IRB and SSG’s policy that
a protocol cannot be approved if a community
reviewer disapproves. For GICRAC, community
reviewers are joined by research affiliates or indi-
viduals affiliated with the local university who
participate in the review committee, but do not
get an actual vote. With GCN, only community
members serve on the committee. All the CRPs
in the study also attempt to further strengthen the
community voice through training and mentoring
community reviewers. Through the experience of

serving on a CRP, community members learn about
research and ethics review and are ideally better
prepared to become researchers as well as serve on
other review committees. For example, one of the
GICRAC reviewers serves on the local institutional
IRB, allowing for increased community represen-
tation on it and helping to bridge communication
between the institutional IRB and the CRP.

Another difference between the CRPs in the study
and institutional IRBs is the frequency of research
deemed exempt from human participants ethics
regulations. The CRPs in the study reported that
they rarely exempted a protocol. Although we did
not collect sufficient data to analyze why this is the
case, the CRPs felt this is likely due to the commu-
nity process adding a strong community and cultural
lens that identifies concerns possibly not considered
by institutional IRBs. As an example, a CRP in the
study described how the involved institutional IRB
exempted a protocol that they deemed requiring a full
review. More specifically POL-IRB required a review
as the proposed study involved looking at placenta,
which the involved university had deemed medical
waste. For Native Hawaiians, however, the placenta
holds significant cultural meaning and value, and is
anything but “waste.” Table 3 summarizes select prac-
tices and policies followed by the CRPs in the study.
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Table 3. CRP Practices and Policies

Policy/Practice CCHERS GCN GICRAC POL-IRB SSG
Focuses on underserved population Yes Yes Yes Yes Yes
Requires minimum of 50% members from the No Yes Yes Yes Yes
community

Allows only community reviewers a vote No Yes Yes No No
Requires researcher to attend review meeting Yes No Yes No Yes
Reviews budget Yes No Yes Yes No
Asks how results are shared with the community Yes Yes Yes Yes Yes
Asks about data ownership TBD Yes No Yes No
Reviews partnership considerations Yes Yes Yes Yes Yes
Considers community capacity building Yes Yes Yes Yes Yes
CRP approval prior to researchers publishing TBD No No Yes No
findings

Has dedicated paid staff for review process No No No Yes Yes
Conducts research Yes Yes Yes No No

Interaction between CRPs
& Institutional IRBs

The CRPs in the study shared a number of challenges
in their relationship with institutional IRBs, including
not having formal agreements in place, inadequate
communication, and lack of awareness and respect of
the CRP. Since SSG frequently reviews research where
there is no involved academic partner, it is understand-
able they often have no interactions with institutional
IRBs. Typically CRP:s rely on the researcher to actasa
liaison with the involved institutional IRBs. To mini-
mize conflict or other challenges with the involved

institutional IRBs, POL-IRB requests the researcher
submit the institutional IRB feedback with their
application and stipulates the POL-IRB’s decision
takes precedence over all other IRBs. Another chal-
lenge reported by the CRP:s is the lack of awareness
among institutional IRBs that they even exist, which
may play a role in devaluing their contributions. CRPs
express a desire to be recognized as legitimate entities
and colleagues by institutional IRBs.

Table 4 summarizes the interaction or relationship
between CRPs in the study and institutional IRBs
that review the same study protocols.

Table 4. Interactions between CRPs and Involved Institutional IRBs

Interaction with involved institutional IRBs

CCHERS

GCN GICRAC  POL-IRB

Requires researchers to submit institutional Yes Yes No Yes No
IRB application/materials at time of

submission to the CRP

Requests to see institutional IRB feedback Yes No No Yes No
Communicates with institutional IRBs TBD No No Yes No
Relies on researcher to communicate with TBD Yes Yes Yes Yes
institutional IRBs

Stipulates that the CRP determination takes No No No Yes No
precedence over institutional IRBs
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The CRPs in the study recognize the benefits of
strengthening their relationships with institu-
tional IRBs, particularly for community-academic
partnership projects that undergo both communi-
ty-based and institution-based reviews. For exam-
ple, cultivating these relationships might stream-
line the process for researchers needing to obtain
multiple IRB reviews. Better communication and
exchanging information might ensure consistency
in the materials submitted to both review processes.
The POL-IRB administrator shared how they now
require researchers to submit all the materials
that were submitted to the involved institutional
IRB. This practice was prompted by a situation in
which a researcher submitted different materials
to POL-IRB causing confusion and undermining
community trust. Some of the CRPs in the study
are working to develop better relationships with
institutional IRBs. For example, POL-IRB staff
attended a training offered as part of the University
of Hawaii IRB’s certification and their participa-
tion has helped to build staff-to-staff relationships.

CRP Impact

The impact of each of the CRPs in the study center
upon three areas: 1) strengthened research ethics,
2) improved research quality and integrity, and 3)
greater community benefit. As described previ-
ously, the CRPs provide added rigor by examining
research ethics that go beyond federal regulatory
requirements. This in turn, as reported by both
the CRPs and researchers who had submitted
proposals to both a CRP and an institutional IRB,
improves the research methodology. As described

by co-investigator Eric Wat, SSG IRB,

If we involve community members from design
to dissemination, your research design will be
better. Your methodology will be better... That
we all made the improvement in how research is
being carried out and that’s because we brought
the community voice to the table and by doing
that I feel like we are educating, we are improv-
ing the way academic partners do things in the
community.

Finally, CRPs facilitate greater community benefit.
This might be through capacity building activi-
ties such as training of community reviewers and
academic researchers, or requiring a research protocol
to provide adequate resources for community part-
ners. As shared by principal investigator Sarena Seifer,
CCPH, “[CRPs] are making a difference in commu-
nity capacity building and the actual changing of the
research and making a difference in people’s lives. ..
co-producing knowledge and mobilizing it.”

Recommendations

Recommendations emerged for community
groups interested in developing or strengthening
a CRP, as well as for institutional IRBs. Other
recommendations focused upon policy and fund-
ing stream changes.

Recommendations for community groups
Recommendations for other community groups
focused on four broad categories: Infrastructure,
policies/procedures, community focus and
mentorship.
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Assess infrastructure and identify means to ensure
availability of necessary resources. Infrastructure
to support a CRP can include dedicated staffing
as well as funding to provide training and support
to reviewers. Strategies to garner greater support
include the possibility of charging a fee for reviews
and advocating that the review process is included in
the host organization’s budget as its own line item.

Develop policies and procedures that reflect your
mission and vision statement, or core principles
that guide your work. Some communities may
be better served with a community-based review
committee rather than a federally recognized
IRB depending on cultural and/or community
considerations. The list below includes policies and
procedures recommended for developing CRDs.
Following each category of policies and proce-
dures are examples of the types of questions or
issues to be considered. As emphasized numerous
times throughout the individual case studies and
this cross-case report, community groups should
develop a process that best meets their needs and
resources while remaining open to change as new
needs arise or lessons are learned.

» Committee membership: Will your review board
include both community and academic part-
ners? What other composition requirements
are important given the involved community?
How will new members be recruited? Will
there be a requirement for a certain percent
representation by the community?

» Committee member training and certification
requirements: How best to ensure reviewers
are prepared to assess research proposals? Will
training entail completion of an established
human participant research certification? Will
new reviewers be required to observe review
meetings prior to having a vote? What resources
exist to assist with training and/or mentorship
of new reviewers?

* Application materials: To what extent does your
application materials reflect your mission/vision
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statements? In addition to the traditionally
required materials (i.e., recruitment materials,
consent forms, data gathering instruments),
what other materials might help with the review
process (i.e., proposed research’s budget)?

* Review procedures: What kinds of research
will require a full review? Will there be lead
reviewers assigned to each protocol? Should the
academic researcher and community partner
attend the review meeting?

* Post-approval requirements: What monitor-
ing mechanisms should be implemented to
ensure community and academic partners
are adhering to the approved protocol? What
publication and dissemination policies should
be developed to ensure that 1) the involved
community receives the research findings and
benefits and 2) potential harm is minimized
or eliminated?

* Research participant bill of rights: What are
the rights and responsibilities of the research
participants? What are the responsibilities of
the academic and community research part-
ners? How might community considerations be
integrated into a participant bill of rights?

Listen to your community and educate research-
ers to ensure ethical conduct of research. Team
members pointed to the Listening Tours that
allowed GICRAC to hear directly from the
community what research should focus on. Team
members also spoke to the tremendous value of
educating future as well as current researchers on
how to engage ethically with the community.

Develop a system of mentorship and support. The
CRPs in the study greatly benefitted from being
mentored by other CRPs during their development
and pointed out the benefits of CRPs building
relationships and consulting with one another to
create a learning community. Strengthening of
CRPs and enhancing how research occurs may
be achieved through mentorship, sharing advice
on how to work with institutional IRBs, as well
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as exchanging resources (i.e., sample policies and
protocols), best practices and lessons learned.

Recommendations for institutional IR Bs
Membership considerations were the primary recom-
mendation for institutional IRBs. This includes both
increasing the number of community members serv-
ing on the IRB and ensuring community reviewers
are genuinely connected and/or familiar with the
different communities involved in the proposed
research efforts.  Strengthening the community
membership on institutional IRBs was felt to be
an important strategy for increasing the likelihood
that institutional IRBs would take community and
cultural considerations into account during their
reviews. CRPs are one source of community review-
ers for institutional IRBs. A recommendation for
both institutional IRBs and CRPs was to increase
their coordination and communication. This must
be bi-directional. CRPs are encouraged to initi-
ate a relationship with institutional IRBs in their
vicinity and any involved in the studies they review.
Institutional IRBs are encouraged to investigate
whether there are CRPs operating in their midst and
reviewing the studies their researchers are involved
in, and to initiate communication.

Recommendations for policy change

One recommendation for policy change focused
on changing how researchers and reviewers gain
certification in the ethics of human participants
research. More specifically, changes are needed to
the usual mechanisms of certification (i.e., CITI)
often required of researchers and reviewers.* These
training mechanisms generally do not include
content regarding the ethics of respectfully
engaging communities in research. Alternative
trainings to CITI that focus on community-en-
gaged research, and including a module on
community-engaged research within the CITI
training were both recommended. There are
some examples of the former but these need to be
more widely publicized and utilized. >°
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Policy changes are also needed at the federal
level. 'The Belmont principles and the federal
research ethics regulations that derive from
them do not adequately cover the scope of
ethical issues that arise in community-engaged
research. Co-investigator Mei-Ling Isaacs,
POL-IRB spoke to the need to establish clearer
ethics guidelines that reflect concerns experi-
enced across diverse communities. In essence
developing “a certain standard of practice”
to be included in human participant research
trainings that hold researchers accountable and
ensure these practices or rules are “recognized
and given the power of law or regulation.”

Having greater community representation on
the Secretary’s Advisory Committee on Human
Research Protections (SACHRP) was identified
as an important step towards greater align-
ment of federal research ethics regulations and
community-engaged research. As stated on the
US Department of Health and Human Services’
website:

SACHRP shall provide expert advice and
recommendations to the Secretary, through the
Assistant Secretary for Health (ASH), on issues
and topics pertaining to or associated with the
protection of human research subjects. The
Committee will work to advise the Secretary
on how to improve the quality of the system of
human research protection programs, including
the responsibilities of investigators, institutional
review boards (IRBs), administrators, and insti-
tutional officials, and the role of the Office for
Human Research Protections and other offices
within the Department of Health and Human
Services.

Involvement of CRP administrators and chairs
as SACHRP members could help to ensure that
community-engaged research ethics are considered
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and reflected in regulatory changes. Once these
considerations are included in the regulations, the
question arose as to whether an institutional IRB
would be the appropriate entity to assess whether
CEnR is ethical. As study principal investigator
Sarena Seifer, CCPH reflected,

If you all of sudden change these rules to include
all the community issues we care about... I don’t
believe university IRBs are the right place to
review that. Theyre not constituted that way,
they're already over burdened, over worked,
there’s no way they can take on all the commu-
nity and cultural considerations.

Greater coordination between CRDPs and institu-
tional IRBs might be the preferred system for thor-
oughly reviewing community-engaged research.

A final policy level recommendation was to re-think
the current IRB structure. As study principal inves-
tigator Sarena Seifer questioned, “Why are they
even based at institutions? They should have been
independent boards to begin with. They should not
have been based at a university that does the research,
they should've been an independent body” with no
conflict of interest with the research being reviewed.

Recommendations for funding agencies

The CRPs in our study have experienced variations
in funders’ understanding of community-engaged
research. The California Breast Cancer Research
Program (CBCRP) was identified by the study
team as a funder with genuine understanding of
the principles of community-engaged research. For
example CBCRP has separate budgets for commu-
nity and academic partners, allowing community
partners to be funded directly. In instances where
the community partner does not have a calculated
indirect rate, CBCRP pays a 25% indirect rate. We
recommend that NIH and other funders look at
CBCRP guidelines as a model to follow. As co-in-
vestigator Lola Sablan-Santos, GCN asked, “why
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can’t that [CBCRP type policies] then transfer over
to NCI, NIH if they’re really promoting CBPR?”

A second recommendation was for funders to invite
community-academic research teams to present on
their research, including partnership considerations.
Similarly, successful community-academic research
partnerships should speak to their funders about
their experiences as a means to not only raise aware-
ness but to encourage funders to “own” their role
in supporting community-engaged research. Ideally
this would lead to reinforcing the value funders
place on it and ensuring their continued support.

Recommendations for mobilizing knowledge from
the study

Based upon a critical review of each case study and
the cross-case analysis, the study team identified a
number of ways to mobilize the knowledge gener-
ated by the study. In particular, we are committed
to supporting the growth and development of CRPs
to enhance their reach and impact. We will collec-
tively pursue these over the coming months:

* Create guiding documents that help community
groups determine what kind of review model best
fits their needs and context.

* Develop a research ethics position statement that
clearly specifies core community and cultural
ethical considerations. Advocate for the adoption
of this position statement by national organi-
zations and for its inclusion in federal research
ethics regulations.

* Tell our stories of how communities vet research,
and encourage other community groups to do
the same. Speaking as a group of concerned
and knowledgeable community groups will help
create change.

* Develop “myth-busters” factsheets that address
common misconceptions about CRPs.

* Facilitate opportunities for community groups
to mentor and support each other in the devel-
opment and strengthening of their CRPs.
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Study Conclusions & their
Implications

When we embarked on the National Collaborative
Study, we knew that CRPs existed and we were
familiar with a number of them through personal
experiences, published papers and presentations
at meetings. Little was known, however, about
their operations and their impact. By examining
5 diverse CRPs in depth, we have documented the
significant difference they are making both in the
ethical design, conduct and impact of research as
well as in the research literacy, capacity and owner-
ship in communities. We have also documented
how they differ from institutional IRBs in both
their engagement of researchers in the review
process and in the community and cultural lens
through which they review proposed research. In
the case of the two community IRBs in the study,
we found they go beyond the federal research ethics
regulations to include significantly more commu-
nity-based reviewers and to assess community and
cultural level ethical issues. Along the way, we also
refute a number of misconceptions about CRPs:
that they prevent research from moving forward
and that they do not provide a rigorous and thor-
ough review. We found that the vast majority of
studies reviewed by CRPs are approved. CRPs are
deeply invested in research that ethically engages
communities and responds to community needs,
concerns and assets. They take their charge seri-
ously, including developing policies and proce-
dures, recruiting and preparing reviewers, and
investing in ongoing professional development.

Citation

Their reviews often entail a back-and-forth process
between the CRP and the research team to address
concerns raised by the CRPs, ultimately resulting
in a more ethically sound, feasible and rigorous
study design.

Our study findings point to a critically important
role for CRPs in research ethics review that is not
being fulfilled by institutional IRBs. For CRPs to
fully actualize this role, the challenges facing their
development and sustainability must be addressed.
First and foremost, financial resources are needed to
support them. CRPs have been creative in support-
ing themselves on a shoestring budget. Institutional
IRBs are able to support themselves through indirect
funds from research grants that CRPs are largely
unable to access. We believe the federal government
— as the major supporter of health research in this
country — must invest in CRPs as a key component
of the national research ethics review system. A
promising first step would be to provide competitive
grants for the start-up of new CRPs and the devel-
opment/expansion of new CRDPs.

Contact Information

Community-Campus Partnerships for Health
1107 NE 45 Street, Suite 400

Seattle, WA 98195-4809

(206) 666-3406

info@ccph.info
htep://ccph.info
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