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Community-Academic Partnerships and Institutional
Review Board Insights

Sarah Beversdorf, Syed M. Ahmed and Barbra Beck

ntroduction

Community and academia co-exist on the same planet, but they operate with different
systems of accountability, process and communication. With an intersection of community
and academia, a collision of cultures occurs. Within the scope of community-academic
partnerships, the opportunities for culture clash are numerous. One of those opportunities
happens when the academic Institutional Review Board (IRB) is involved.

With oversight for assuring the safety of human research study participants, the IRB is bound
by federal guidelines, institutional precedent, and its own cultural understanding of research.
The IRB's guiding principals may not be familiar to or seem reasonable to communities or

even to individuals working within the same academic institution. This article begins with a
story that outlines what happens when an urban-based IRB intersects with a rural community
through a community-academic partnership. The remainder of the article discusses three sets
of strategies for increasing the understanding of and communication between communities and
academic institution IRBs.

Acalnsti’s, Kingdoms, and the Emperor
Our story begins many years after residents of SmallTown in the Kingdom of Rural developed

a partnership with employees of Academic Institution #245 (Acalnsti #245) from the
Kingdom of Urban [Figure 1].

Eight or 10 years passed — the dates weren't all that important to the partnership — and the
relationship grew. Together, they focused on programmatic efforts to reduce substance abuse
and support youth. In fact, the partnership seemed to be doing so well that the Acalnsti #245
folks determined that others in the Kingdom of Rural and the Kingdom of Urban needed

to know about this good work! They set about planning how they would tell others about
the success they had with their partnership (in other words, how they would contribute

to generalizeable knowledge). However, before they could share the great results with the
Kingdoms of Rural and Urban, they needed to get some additional survey information from
SmallTown, and they needed to do it in accordance with the rules and laws of Acalnsti #245.
The research rules were determined by the Emperor in Washington, DC. The partners
thought: “This is going to be an interesting intersection of Acalnsti #245 and SmallTown.” No
one in Acalnsti #245 had really tried to apply Acalnsti’s rules to anyplace outside of Acalnsti,
especially anyplace in another Kingdom, like SmallTown. Needless to say, they were a little
concerned as to how it would all turn out....

Everyone did what they thought they were supposed to. The Acalnsti #245 employees, who
were new to this research concept, participated in the Emperot’s training on the importance
of how to collect research information. Acalnsti #245 employees submitted a report to their
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Figure 1: Relationships between the Community Academic Partnership and the Institutional
Review Board
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Institutional Review Board (AcalRB) that indicated how they were going to do the research.
Key residents of SmallTown understood that there were rules, and although they weren't
exactly clear of the necessity for the rules and the reasoning behind the rules, they were willing
to follow them. Everything seemed like it would be just fine, until.... A very practical, down-
to-earth Small Town farmer said that if the research was done in the way that was mandated by
the AcalRB, almost no one would participate, and if no one participated then it really wouldn't
be reflective of SmallTown, and if it wasn't reflective of SmallTown, then what was the point?

Well, this made a lot of sense to the new-to-research employees at Acalnsti #245, and so they
said, “That's okay. We'll just not broadcast our successes; we'll not contribute to generalizeable
knowledge, and we'll carry on as we had been, doing good work

with the community.” The partners assumed that if they didn't As the Acalnsti #245

conduct the survey as research, they could simply adjust their employees furtber explored

approach and implement the survey in the way that would the distinctions between

‘research’ and ‘evaluation of
programs, it became clear

obtain the most reflective picture of SmallTown. Given that
everyone involved was primarily interested in seeing success in
the community, this solution was satisfactory to all the partners.

What they neglected to do, however, was tell the AcaIRB that that deciding to not do the
they had changed their plans.... SmallTown survey research
in the manner approved by

Acalnsti #245 employees and the Small Town residents went
ahead with their revised plans and gathered the information

AcalRB bad many more
implications than just a

through a survey. The information that was collected was o
decision on the part of the

reflective of SmallTown, and the results indicated positive health
impacts. While the partners shared this information generously partnership.
in their own community, they were disappointed not to be able to

share the information with others in the Kingdom:s.
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As time passed, inklings of trouble began to appear. As the Acalnsti #245 employees further
explored the distinctions between research’ and evaluation of programs, it became clear that
deciding to not do the SmallTown survey research in the manner approved by AcalRB had
many more implications than just a decision on the part of the partnership. Apparently, there
were forms to be filed, protocols to be withdrawn, and a lot of other paperwork. This part of
the process had not been in the training from the Emperor. Now the Acalnsti #245 employees
had serious problems.

When the AcalRB found out what had happened, they determined that since the information
was intended to be gathered one way and then was gathered differently, the results could not
even be used in SmallTown to share with each other. In other words, the information needed
to be destroyed. This was very confusing to SmallTown residents, as they didn't particularly
care how the information was collected and they didn't feel violated; they just cared that it
accurately reflected their own situation. Which it was (accurate) and did (reflect their own
situation).

Because the AcalRB had never been to Small Town or any place remotely like it, and had

never experienced a relationship like that between SmallTown and those few Acalnsti #245
employees, they didn't understand the motivation behind the efforts, and didn't understand the
reasoning behind changing how the information was collected at the last minute. They didn't
understand the power of a partnership, the respect and trust that was built and maintained,
and the give and take that is paramount in a partnership. Confusion reigned for quite some
time.

After multiple formal and informal conversations, and reviews, the AcalRB seemed to

understand and began to work with Acalnsti #245 employees to address the current

situation and move forward. This led to conversations about how

SmallTown and Acalnsti #245 could actually DO research (so that Eventually, Small Town-
information could be shared) AND gather the information in a way involved Acalnsti #245

that was truly reflective of SmallTown. Eventually, SmallTown- .
employees came up with

creative and logistically challenging solution, and worked with a solution, a very creative
SmallTown residents to make it happen. The solution overcame and logistically challenging
the concerns voiced by the AcalRB, AND met the needs of solution, and worked with
SmallTown. The AcalRB accepted this, and the plan was advanced. Small Town residents to

involved Acalnsti #245 employees came up with a solution, a very

make it happen.
When the day finally came to collect the information (for the second ppe

time), the systems were in place — or so they thought. It seemed to

go like clockwork. After a few hours, the information was gathered and everyone went home.
It wasn't until a few days later that someone realized that there had been a glitch: information
was collected from some participants who were not supposed to be in the study!

The first thing the partners did was contact the relevant individuals in SmallTown. An
Acalnsti #245 employee, well-known in Small Town, made the calls. They explained what had
happened, apologized, and asked if there was anything they could do. Then they sent a formal
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follow-up letter. Another Small Town-involved Acalnsti #245 employee filed the deviation
paperwork with the AcalRB.

This time, the results of the process were much different. The AcalRB accepted all the
information and made no comments on the reported deviation. In addition, those who
weren't supposed to participate in the information collection but did were forgiving of the
error and supported the overall efforts of the partnership; this happened only because of the
long-standing relationships that had been established. In the end, both the rules and laws of
Acalnsti #245 and the SmallTown law of common sense’ worked well.

Lessons Learned from Community-Academic Partnership IRB Interactions
This story reveals many lessons to be learned and questions that can be raised.

+ The AcalRB at Acalnsti #245 had a very limited understanding of the motivations of
the community and the academic partners involved in the project, nor did the AcalRB
understand the context of the project or the partnership. The literature supports this
reality. In a July 2006 Ovid/Medline search of “IRB and ethics and code of ethics’, only
20 of the 244 articles included “community’, and none of them included “partnership”.
How can IRBs increase their understanding of community-based research? What is their
accountability to understand community-based research?

+ Itis essential that communities increase their understanding of research, research
participation and IRBs. However, most community members have limited time
(and interest) to attend to these issues. How can academicians increase community
understanding while also respecting the time limitations of their community counterparts?

+ In the end of the story, the survey was conducted a second time as a result of many
conversations, some very creative thinking and a commitment to handle some complicated
logistics. The intersection of community-based research and IRB requirements often
necessitates such measures, which can cause a number of other challenges. Recent
literature indicates some of the IRB-required processes may inhibit even well-educated
academic faculty participants from participating in studies (Morahan, 2006). In addition,
the time and money commitment needed for IRB protocol revisions, approval and
reporting, particularly with multi-institutional collaborative research can be quite high and
unexpected (Morahan, 2006) and thus could affect institution’s pursuit and funding of
future efforts. What are the long-term ramifications of these trends?

+ The employees at Acalnsti #245 had completed the required training to conduct the
research, but were new to IRB protocols and were not aware of the requirements related
to withdrawing the study. Studies indicate that some hospitals do not have investigator
human subjects research training requirements (Larson, 2004) and that many faculty are
not clear on their own IRB policies related to education (Mavis and Henry, 2005). How
can faculty and staff be better trained on the intricacies of their respective IRB process?

As the story demonstrates, communities and academia operate within different paradigms.
Many communities conduct business through conversations, meetings and practicality. Many
academic institutions conduct business through hierarchies, rules, and reducing liability. These
cultural differences can have an impact on joint research ventures.
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As academicians increasingly engage communities in research, challenges will continue on
multiple levels. The remainder of this article discusses three sets of strategies to increase the
communication and understanding between communities and academia around research.
Those strategies are: engaging IRBs in community—based research; engaging communities in
IRB systems; and the identification of potential Community-Campus Partnerships for Health
(CCPH) roles at the national level.

Strategies to Enhance IRB and Community Communication and Understanding

One solution to the gap between communities and academia is communication. Academic
institutions must initiate communication with communities,

and communities must initiate communication with academic Academic researchers
institutions. Both must be willing to listen. Another solution skilled in community‘b ased

is changing the IRB structures or processes through which research can develo p strong

community-based research happens. These changes may be at . . .
’ PP Bes may working relationships

the academic institution or community level.

with one or two IRB staff
The strategies below describe how IRBs can increase their persons, and thereby increase
understanding of and appreciation for community-based their understanding of the
research. Most of these strategies were generated by nature of community-based
participants at the 9th Annual CCPH Conference, held May research

31-June 3, 2006 in Minneapolis, MN. Article authors and
literature have added to the ideas.

Engaging IRBs in Community-Based Research
+ Increase the level of communication with the IRB. This can be achieved a number of ways:

o Academic researchers skilled in community-based research can develop strong
working relationships with one or two IRB staff persons, and thereby increase their
understanding of the nature of community-based research.

o Academic researchers skilled in community-based research can volunteer to be a
member of the IRB. IRBs are required to have or obtain expertise relevant to any
reviewed protocol, and thus may significantly benefit from nonclinical, community-
based expertise.

o Academicians interested in community-based research can hold annual or regular
meetings with the IRB members and staff. At least one institution found that a
meeting of action researchers and IRB leadership led to future IRB reviews being
“thorough, fair-minded, and thoughtful” (Brydon-Miller and Greenwood, 2006).
Meeting topic areas may include:

+  Sharing models, structures, success stories or recommendations of how
community-based research can be effective in protecting participants and be
sensitive to the context of community (Hueston, 2006; Brydon-Miller and
Greenwood, 2006).

+  Discussing specific examples of how IRB standards (e.g., consent) can actually
inhibit some research from occurring. For example, immigrants from some
countries may not want to sign their name on anything, for fear of the US or
their own government retribution. In this case, the ‘wavier of documentation of
consent’ might be an excellent and reasonable approach.
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+  Discussing the scope of the IRB. For example, to what extent is the IRB about
the protection of human subjects and to what extent is it about the quality of
the research protocol itself?

+ When there are multiple institutions participating in the research study, consider what
arrangements could be made to have primary and secondary IRBs, or a single IRB, rather
than one protocol going through multiple different IRBs (resulting in a delay of approval).

+ When working with communities, academicians may want to create an umbrella protocol’
that outlines the key components of the study, with some to be determined’items. As
the project moves forward, amendments can be made that describe the next steps. This
approach provides an overarching framework for the study that gives IRB members and staff
a context that they can refer to as the study proceeds.

+ When community-based researchers are on national panels or advisory boards related to
research, they can raise the issues surrounding community-based research and IRBs.

Engaging Communities in IRB Systems

+ Create materials that describe aspects of research and research responsibilities/requirements.
For instance, materials may describe what it means to be a research subject and/or what is
an Institutional Review Board and/or what is the difference between research and programs.
The Institute of Medicine has published a list of questions that research participants may
want to know about research and participating in research (IOM, 2002).

+ Create materials or hold discussions/workshops on how communities can benefit from
IRBs. Examples of benefits include: assuring that the research methods are conducted in
a culturally-appropriate manner; increasing the institution’s understanding of community
processes and priorities; providing “participants with a sense of the process as a whole and
of the possible implications of their participation, allowing for the development of a more
genuine informed consent process” (Brydon-Miller and Greenwood, 2006, p. 124); stronger
relationships and increased trust between partners, which can lead to additional projects or
research.

+ Hold discussions/workshops with communities on research, research protocols and IRBs.
Topics might include:

o  What s the history behind IRBs — make it real (e.g,, holocaust, Tuskegee, etc.).

o Promotion and tenure in academic institutions — how does it work.

o Benefits of research — specific examples of how research from years ago benefits this
community today.

o Informed consent — what it means, why it is important.

+ Dialogue with community about the community’s history and future with research.

Has research ever been done in this community? How has research happened in this
community? What would this community like to see done differently in the future with
research?

+ Encourage community member representation on IRBs. Every IRB has opportunities for
community members to participate. Local, community participation may help increase
community members’ comfort and understanding levels with the process, which allow both
community and academic partners to share that power more equally.
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+

Have a community IRB or another community approval process. While traditional IRBs
focus on individual-level protection, a community IRB would focus on community-level
protection.

CCPH'’s Potential Role at a National Level

While many IRB issues can be addressed at the institutional level, IRBs are dictated by

federal guidelines, and thus, a national discussion needs to take place. Other authors have

also suggested reforms or a national dialogue (Monahan, 2006; Emanuel, 2004; Edgar and
Rothman, 1995). Given the community — academic focus of CCPH,, it may be able to take a
leadership role in this discussion. CCPH may also be able to provide valuable resources to its
constituents. Potential roles for CCPH fall into two areas: education and technical assistance.

1) Education

+

Develop educational materials that could be shared with IRBs. The materials might provide
information on understanding the context of community-based research, considerations
in community-based research, how community-based research is different from clinical
research, and some key articles from the literature that demonstrate how IRBs can work with
community-based researchers and communities.
Develop educational materials or a toolkit that could be shared with researchers and
community members. The materials or toolkit could be tailored to meet the needs of
individual CCPH members, and might provide information on:

o What is research?

o  What questions should communities be asking about research?

o What is the IRB and why are the rules so stringent?

o How can communities and academia work together to successfully and satisfactorily

accomplish research?
o  What other resources are available?

2) Technical Assistance

+

Be a resource for trouble-shooting support. Each community-based research study is
unique, and therefore can raise unique questions. CCPH members might find it valuable to
have a listserv or expert panel or some other time-sensitive and responsive system to tough
IRB questions.
Have a clearinghouse or other mechanism to share successful community-based research
IRB protocols.
Develop a model for a community research board. A template could be created that talks
about why a community research board would be created, what the pros and cons might be,
what challenges might occur and how to address them, potential structures, etc.
Develop a framework and create models for community advisory boards. These might be
similar to a research board but have less legal oversight. The framework and model might
include:

o What is the role of an advisory board?

o  What is their intersection with Institutional Review Boards?

o Simple fact sheets and examples;

o Tools for community advisory boards to utilize — newspaper articles; pamphlets; etc.

These may demystify research.
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+ Develop a sample/template consent form that is at the 6" grade reading level. The failure
of research consent forms to be at an appropriate reading level for the majority of the US
population is well documented (e.g., Paasche-Otlow, 2003; others). CCPH members
could tailor the consent to meet the needs of their own IRB, but would be starting with an
accessible document,

Next Steps

A number of steps can be taken to move the ideas presented here forward:

+ Create a CPPH advisory group comprised of academic and community IRB experts to
discuss recommendations of the article and develop a strategic plan to begin to move forward
with specific tasks identified in the article;

+ CCPH can partner with like-minded organizations (e.g., Institute of Medicine, Association
of American Medical Colleges, Health Resources and Services Administration, Centers for
Disease Control and Prevention) to initiate or facilitate a national IRB dialogue related to
community-based research;

+ CCPH, researchers and communities can present at conferences where members of national
IRB panels and similar others are attending;

+ CCPH members can choose one or two approaches from this article and advance the
approach within their own institution or community.

Conclusion

It is critical that academic institutions and communities protect individuals participating in
research. Having information and a dialogue that increases the mutual understanding of
the two kingdoms of community and academia are essential precursors to the protection of
research participants.

Acknowledgments

The authors would like to gratefully acknowledge the contributions of the CCPH 9* Annual
Conference attendees who participated in the “Institutional Review Board Insights” session on
June 2, 2006.

References
Brydon-Miller, M., & Greenwood, D. (2006). A re-examination of the relationship between
action research and human subjects review processes. Action Research, 4(1), 117-128.

Edgar, H., & Rothman, D.J. (1995). The institutional review board and beyond: future
challenges to the ethics of human experimentation. Milbank Quarterly, 73(4), 489-506.

Emanuel, E.J.,, Wood, A., Fleischman, A., Bowen, A., Getz, K.A., Grady, C., Levine, C,,
Hammerschmidt, D.E., Faden, R., Eckenwiler, L., Muse, C.T., & Sugarman, J. (2004).
Opversight of human participants research: identifying problems to evaluate reform
proposals. Annals of Internal Medicine, 141(4), 282-91.

102



Hueston, WJ., Mainous, A.G. III. Weiss, B.D., Macaulay, A.C., Hickner, ]., & Sherwood, R.A.
(2006). North American Primary Care Research Group. Society of Teachers of Family
Medicine. Protecting participants in family medicine research: a consensus statement on
improving research integrity and participants’ safety in educational research, community-

based participatory research, and practice network research. Family Medicine, 38(2), 116-
20.

IOM. (2002). Responsible Research: A Systems Approach to Protecting Research Participants.
National Academies Press. Retrieved July 11, 2006, from
http://www.iom.edu/Object.File/Master/4/157/ResponsibleResearchFINAI2.pdf.

Larson, E., Bratts, T., Zwanziger, ], & Stone, P. (2004). A survey of IRB process in 68 U.S.
hospitals. Journal of Nursing Scholarship, 36(3), 260-4.

Mavis, B.E. & Henry, R.C. (2005). Being uninformed on informed consent: a pilot survey of
medical education faculty. BMC Medical Education, 5(1), 12.

Morahan, P.S., Yamagata, H., McDade, S.A., Richman, R., Francis, R., & Odhner, V.C. (2006)
New challenges facing interinstitutional social science and educational program evaluation

research at academic health centers: a case study from the ELAM program. Academic
Medicine, 81(6), 527-34.

Paasche-Orlow, M.K., Taylor, H.A., & Brancati, EL. (2003). Readability standards for
informed-consent forms as compared with actual readability. New England Journal of
Medicine, 348(8), 721-6.

About the Authors

Sarah Beversdorf, MPH/MSW, is a Rural Health Liaison in the Center for
Healthy Communities, Department of Family and Community Medicine,
Medical College of Wisconsin. She has spent her career supporting rural-based
initiatives. While at the Medical College of Wisconsin, Ms. Beversdorf has been
a leader in supporting partnerships, facilitating medical student rotations and opportunities in

rural communities, and building relationships with local stakeholders. Ms. Beversdorf received
a Master of Social Work and a Master of Public Health from the University of Michigan-

Ann Arbor. She is a past president of the Wisconsin Public Health Association and has held
various other leadership positions within that organization.

Syed M. Ahmed, MD, MPH, DrPH is a Professor of Family and Community
Medicine and the Director of the Center for Healthy Communities (CHC), at
the Medical College of Wisconsin. He is also a Fellow of the American Academy
of Family Physicians (AAFP) and a Diplomate of the American Board of Family
Practice (ABFP). Through his educational, scholarly, and community work, Dr. Ahmed

has made nationally recognized contributions to community health, community academic

partnerships, and community based participatory research and received numerous local and
national awards. Dr. Ahmed received degrees in medicine and surgery from the Sir Salimullah

103


http://depts.washington.edu/ccph/principles.html#principles

Medical College of Dhaka University of Bangladesh and a masters and a doctorate in Public
Health from the University of Texas School of Public Health in Houston. He completed a
residency and a fellowship in family medicine at Baylor College of Medicine in Houston.

Barbra Beck, PhD, is the Public Health Training and Education Coordinator
in the City of Milwaukee Health Department. Dr. Beck has over eight years
experience developing, implementing and evaluating both rural and urban

community-academic partnerships that address a variety of health-related issues
mcludmg the following: community organizing and capacity building; leadership development
and advocacy; economic development; health education and disease prevention; and low health
literacy. Her recent research efforts have focused on youth violence prevention. Dr. Beck
received her PhD in Urban Studies from the University of Wisconsin-Milwaukee.

Correspondence should be directed to Sarah Beversdorf, MCW-DFCM, 8701 Watertown
Plank Road, P.O. Box 26509, Milwaukee, WI 53226-0509, or (414) 456-8291 or

sbeversdorf@mcw.edu.

104


mailto:sbeversdorf@mcw.edu

