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Abstract

The conduct of institutional review boards (IRB) in ensuring ethical protocol is
followed has been debated and evaluated for a number of years. The IRB decision-
making process utilizes a number of regulations in order to protect human subjects in
research purposes. Many critics of the system argue that the strict guidelines make
it increasingly difficult to retrieve beneficial results and conduct the experiment as
initially planned. However, others believe that the standardization involved with the
IRB processes makes research practice safer, more transparent, and more effective.
Our paper critiques the ethical component of IRB research and its effects on inhibiting
or promoting public health practice. In particular, we will address whether current IRB
guidelines constrain community-based participatory research.
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Introduction

IRB influence on research

An Institutional Review Board (IRB) is an appropriately
constituted group that has been formally designated to review and
monitor biomedical research involving human subjects.! An IRB has
the authority to approve, require modification, or disprove research.
This group review serves an important role in the protection of the
rights and welfare of human research subjects. The purpose of an
IRB is to ensure appropriate steps are taken to protect the rights and
welfare of humans participating as subjects in research. IRBs use
a group process to review research protocols and related materials
to ensure the protection of the human subjects. Community-Based
Participatory Research (CBPR) is defined as a collaborative approach
to research.? CBPR 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 with the
aim of combining knowledge and action for social change to improve
community health and eliminate health disparities. CBPR proposes
assumptions that genuine partnership means co-learning, research
efforts include capacity building, findings and knowledge should
benefit all partners and CBPR involves long-term commitments to
effectively reduce disparities. More pointedly, CBPR has been framed
as an orientation to research that focuses on relationships between
partners and goals of societal transformation. This research framework
is critical in producing impactful studies that can have a major effect
on society, yet it is heavily regulated by Institutional Review Boards
and their stringent regulation processes.

London explains the controversies which occur in the ethical
review process of Institutional Review Boards. Typically, ethical
review has excluded vulnerable populations from processes that

would determine what type of review process is needed. The new
public health is focusing on empowering communities to become the
pioneers and managers of their own health. With this evolutionary
research, its application and the process of ethical review/decision
making must become more inclusive. The responsibility of the IRB
is to balance legalist and ethical reasoning methods to safeguard the
rights and welfare of participants; and this can be difficult due to
cultural differences.

The questions now being asked: Are these ethics committees
equipped to address political and cultural differences or are IRBs
better suited to address research design? This is both a framework and
training question. Are these Review Boards shifting out of a traditional
biomedical framework and becoming a learning organization that
embodies cultural competency? IRBs are being pushed now to develop
new ways to recognize and strengthen the agency of individuals,
groups and communities, whom institutional review has classified as
vulnerable. However, because of issues involving partiality and power,
most decisions of IRBs can be influenced by multiple stakeholders.
“Money, power (political or economic), prestige custom, indifference
or simple lack of awareness may all influence the decision making
process of ethical review. Financial incentives to research and whole
institutions may be sufficiently powerful to shape entire research
agendas in the developing world and the developed world”.? Dubious
amounts of research happen only through the support of a grant.
Stakeholders and their purses a large percentage of the time, directs
IRB decision making. If the stakeholder does not support a certain
type of research then it is likely that research will not be pursued.

London also argues what enables differences in power to persist
beyond the dollar bill is the lack of explicit recognition of these
diverse and powerful interests by the review process. Beyond external
influences a “flattening” process needs to happen within IRBs that
reduces subjectivities, prejudice, and misunderstandings in the review
process. Understanding the pressures and inherit infrastructure of
IRBs can help the diffusion of creating opportunity in involving
communities to increase the protection of vulnerable populations.

MO Public Health. 2017;5(5):183—188.

”IIII Submit Manuscript | http://medcraveonline.com

183

@ @@ © 2017 Puckett. This is an open access article distributed under the terms of the Creative Commons Attribution License, which
oy NG permits unrestricted use, distribution, and build upon your work non-commercially.


https://creativecommons.org/licenses/by-nc/4.0/
http://crossmark.crossref.org/dialog/?doi=10.15406/mojph.2017.05.00145&domain=pdf

Bringing the IRB into the community: a new framework for the ethical regulation of CBPR

To add another layer of complexity, the ‘vulnerable’ require special
justification to participate in human subject research in order to avoid
human rights abuse. It is IRBs position to ensure that selection of
subjects is equitable but also that there is a cognizant of the special
problems of research involving vulnerable populations. Also, the
concept of vulnerability and consequently, the criteria designating
vulnerable populations remain vague. In the Ruof article, it raises the
difficulty in defining vulnerability and the discourse surrounding its
utility as a qualifying factor in the allocation of health resources; and
its appropriateness as a guiding principle in bioethics.

Some examples of this discourse go back to the issue of labeling.
Labeling individuals and or communities as ‘vulnerable’ risks
increase of stigma. But other authors acknowledge in order to capture
significant aspects and or experiences of marginalized groups then
the term ‘vulnerable’ must be used. For policymakers, the term
‘vulnerable’ can point to poor health and a population’s diminished
sense of dignity suffered by the results of unjust public policies and
practices. It is a Catch 22 for an organization, let alone an IRB, to use
the term ‘vulnerable’ because of the diverse interpretations.

Within the realm of medical research, there are some who believe
vulnerable subjects are cognitively impaired or subject to intimidation.
Historically, the devalued vulnerable have served as unwitting
subjects in research benefiting ‘privileged members of society’.* Here,
this not only proposes stigma but by having this framework, it does
not capture vulnerability in its entirety. “According to 45 CFR 46,
Vulnerable Research Subject Categories include children; prisoners;
pregnant women; and handicapped; mentally disabled, economically
advantaged or educationally disadvantaged persons”.* This gives a
broader and more in depth view of what vulnerable is for individuals
and populations.

What Ruof also argues is that due to the issue of labeling this has
impacted the involvement of IRBs in certain research. Due to fear of
being too intrusive, some IRBs have become paralyzed in addressing
and or supporting research that involves work which directly impacts
vulnerable populations. If this is not addressed, IRBs run the risk of
continuing practices that marginalize disparate groups. The Abbot
et al. article explains how integral IRBs are to the U.S. system of
protection of human research participants. Within the article is a
systematic review of empirical studies of U.S. IRBs to determine
what is known about the function of IRBs and to identify the gaps
of knowledge. It also explains how the IRB process should undergo
periodic evaluation. Evaluations can help an IRB determine whether
it is effectively protecting human subjects, if it’s operating efficiently
and if it has adequate authority. The function of an IRB is to review
research proposals to assure they adhere to federal regulations,
include adequate protections of study participants’ right and welfare,
and are ethically sound. But little is known about how well IRBs
accomplish these goals. The authors do not raise an argument in this
study however it raises the question of how effective would it be for
diffusion of a new framework which focuses on research that protects
populations versus individuals?

Now connecting this question to the Burris et al. article; this
article reports the results of qualitative research on how IRBs review
their own regulatory processes. In this study, a number of interviews
were conducted to assess what IRB members felt could be a means
of having a more productive debate about human subject protection.
These interviews revealed dissatisfaction from certain board
members of IRBs involving the traditional regulatory system; and
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policies/practices followed about informed consent. Some frustration
surrounding the current regulatory system stems from the concept
“issue of scientific merit”. For some non-clinical social scientist
researchers, they come against medically-oriented research ethics
review boards (RERB) that require information irrelevant to their
research.

Included with this, some respondents from the interviews viewed
their RERB’s policies and practices about informed consent as
‘broken’ and in need of major reform. Some respondents mentioned
the concern of length of the forms as being a discouragement to
potential participants of the research. For example, a social science
researcher observed that low-income, non-English speaking families
were turned off by the consent forms because they could not read
them and they were too long. With these examples we can see what
IRBs are faced with. Compounding the issues of understanding how
to operationalize protection of vulnerable populations; evolve from
a clinically oriented framework to a culturally sensitive framework;
and shift from an individual to population mindset, there is a natural
resistance to community based research.

Wallerstein et al.? presents community-based participatory research
as an alternative research paradigm, which integrates education
and social action to improve health and reduce health disparities.
CBPR is an orientation to research that focuses on relationships
between academic and community partners, with principles of co-
learning, mutual benefit, and long-term commitment and incorporates
community theories, participation, and practices into research efforts.
CBPR proposes a set of principles that promotes the concept of
shared governance in the decision making, practice and assurance
of community based intervention. As CBPR matures, tensions have
become recognized that challenge the mutuality of the research
relationship, including issues of power, privilege, participation,
community, community consent, racial and or ethnic discrimination,
and the role of research in social change. This article also addresses
the need for cultural humility in order for CBPR to work. Cultural
humility refers to “a lifelong commitment to self-evaluation and self-
critique” to redress power imbalances and “develop and maintain
mutually respectful and dynamic partnerships with communities.®
In all, the critique being made by the author is that cultural humility
is a necessary component for any institution of power, including
IRBs. IRBs are presented with both the opportunity and challenge in
finding a way to shift from a traditional ideology of how research
should be conducted, to one that does not constrain community-based
participatory research.

How the IRB enables ethical research

Throughout history, unethical research such as studies during the
holocaust has been conducted. Following the Holocaust came the
Nuremburg code; which set an ethical standard for conducting research
on human subjects that the US lay population did not find fitting as
doctors should already be following the Hippocratic Oath.” After a
wave of unethical research in the United States, the US government,
as well as the people saw a need for the protection of human research
participants. By the 1970’s, the IRB was created.® The mission of the
IRB is to standardize processes which will protect human subjects.
The IRB looks at many aspects of research including the comparison
of risk to the patient to the benefit of society, ensuring the patient gives
consent to participate and that the study has ongoing oversight.® This
section will give an overview of how the IRB standardizes a process
to enable ethical research.
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The makeup of the IRB can vary across institutions, but there are
federal policies in place to ensure the IRB is multidisciplinary.® The
IRB must consist of a chairperson, a scientific member, a nonscientific
member, a layperson not affiliated with the institution, and a
practitioner.® Board members chosen to represent the institution’s
IRB must be proficient and have ample experience on the aspect
they represent. Not only is the IRB horizontally integrated within
disciplines, but the board members are also diverse in their race,
ethnicity, gender and they are people who understand the needs of their
local community.® The number of board members and backgrounds of
fields represented can differ across institutions to reflect the size and
specialty of the institution itself, but minimally, the IRB must have the
five positions listed above.

The IRB protects participants, researchers and the research
institutions.’ Participants of IRB approved research have reduced
physical risks as well as improved confidentiality. This is due to
an increase of adherence in ethical aspects such as respect for
persons, beneficence, and justice.” Respect for persons is ensuring
the individual understands the implications of the study and that the
individual gives consent to join the cohort.” Beneficence is making
certain the harm to the individual is reduced while the benefit of the
study is maximized.’ Creating a just study means spreading risks and
benefits equally among the participants.” Another way to protect the
participant’s safety is following the information exchange and storage
rules of the Health Information Portability and Accountability Act
when private health information about the patient is collected.” From
physical risks to paperwork confidentiality, the IRB provides safety
for the participant on all aspects.

The researchers and research institutions that gain approval from
the IRB improve their safety from bad press, regulatory action, and
ethics of their research.” By following the IRB, researchers and
institutions may also save money from potential lawsuits and bad
press. Gaining approval from the IRB allows researchers to conduct
studies with the peace of mind in knowing the study is being conducted
with ethics in the forefront. From the participant to the researcher
and the research institution, the IRB is meant to protect all parties
involved in research.’

Research studies can lead to positive, innovative ways to solve
issues, but it can also have lasting, negative outcomes. When a study
has unfavorable outcomes, the study may cause more harm to the
individual than benefit overall for the community. The IRB steps in to
protect the cohort when studies have serious adverse events. Prentice
and Gordon define an adverse event as “any experience that suggests
a significant hazard, contraindication, side effect, or precaution.
With respect to human clinical experience, a serious adverse drug
experience includes any experience that is fatal or life-threatening,
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is permanently disabling, requires inpatient hospitalization, or is a
congenital anomaly, cancer, or overdose”.!” Serious adverse events,
when reported timely, could call an end to a dangerous study which
would prevent any further harm to the cohort. By reporting serious
adverse events to the IRB, the IRB can report it to the necessary
department or agency. This process is cost-effective as human trial
studies need continuous monitoring, but not every minute side-effect
needs to be reported up the chain of command while the serious events
need to be reported and acted upon instantaneously.'®

It is argued that the IRB requires too much paperwork and
monitoring.® While aggressive, risky research should be monitored
closely, the IRB has made the process simpler for those less complex
studies. The federal law allows IRBs to have three types of review
which include exempt, expedited, and full review. Exemption from
full review allows low risk human studies to occur without IRB
review. An example of an exempt review is a taste preference study.
Even for institutions that have exemption from full review, the board
needs to know about all studies that occur so studies are not happening
without their knowledge and approval which could possibly be
harmful to the participant. An expedited review could be reviewed by
one or only a few members of the IRB. Expedited reviews are likely to
be minimally revised studies that have already been reviewed by the
entire board or something that is of low risk to the participant. A full
IRB review is typically a study with a higher possibility of harm to the
cohort such as a drug trial. This study must be reviewed and approved
by the whole IRB. Institutions are allowed to have these three types
of reviews by federal law, but institutions are not required to have all
three options.

As there are different approval methods for studies with different
risks to the participants, there are also different processes for those
differing trials.” The trials with lower risk have less paperwork than
those with more risk. The increase in paperwork is due to the increase
in complexity and liability. For those studies with lower risk, the IRB
could allow the researchers to have verbal or possibly no consent
while those trials with more risk will require written consent.” This
flexibility for the lower risk studies has decreased the paperwork and
possible oversight for studies that receive exempt or expedited review.
While the IRB has been working to make the lengthy and complex
nature of protecting the patients more concise, there is still a stigma of
researchers dreading the IRB. However, the IRB is ideally comprised
of a diverse group of experts whom have a great understanding of the
needs of their community. Therefore, this board should have the best
interest of the community in mind. For researchers who are in need of
ways to improve interactions with their IRB, Oakes provided a list of
“Fifteen Tips for Improving Interactions with the Institutional Review
Board” which can be found in (Table 1).

Table | Oakes fifteen tips for improving interactions with the institutional review board

Carefully plan the ethical aspects of your study from the very beginning-study the Belmont Report.

Attach to your IRB application a cover letter summarizing your study, with special attention to human subject interactions.

Examine university and Office of Human Research Protections (OHRP) Web sites for examples and specific directions.

If you have questions, telephone and talk with your IRB administrator.

Ask yourself if you would honestly want someone you love to participate in your study.

Work hard to ensure that recruitment materials yield equitable and no coercive results.

Write consent forms at an eighth-grade reading level.

Overestimate risks and underestimate benefits.
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Table Continued..
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Educate and debrief subjects on the nature, purpose, and findings of your study.

Establish procedures to delink identifying information from main data sets and sources.

Establish procedures to encrypt any and all identifying information and destroy it as soon as possible.

If you disagree with an IRB decision, read the regulations and then ask for an in-person meeting to discuss things.

Remember that research is not a right but a privilege and IRBs are peer review groups.

Educate your local IRB and then volunteer for it.

Never forget that IRBs did not spontaneously appear to frustrate scientists; they are a direct consequence of many documented violations

of very basic ethical principles.

The ethical guidance from the IRB may elongate the research
process, but the barriers guarantee research will respect the participant
by gaining consent, posing minimal harm and maximizing the benefit
for society and that all of the participants will have an equal risk of
potential risks and benefits from participating.” While researchers can
get discouraged from the strenuous IRB process, researchers should
remember Oaks’ last tip “...that IRBs did not spontaneously appear to
frustrate scientists; they are a direct consequence of many documented
violations of very basic ethical principles”.’

How the IRB restricts research

A good way to show how the IRB limits CBPR research is through
a case report published by Malone and associates.!" In this case report,
a public health research project on prevention of single cigarette
tobacco sales in predominantly African American neighborhoods
in San Francisco, California where such sales were prevalent was
designed by public health researchers. “Single-cigarette sales were
viewed as a problem because single cigarettes were readily available
and their reduced unit price made it harder for people to sustain
cessation”."! Community members also felt that such sales increased
minors’ access to cigarettes as they are cheaper to buy. According to
the community, such sales of single cigarettes were rampant in the
neighborhoods and most community members were against them.

With that knowledge, the researchers decided to conduct “a
systematic assessment of the proportion of convenience stores in
the community that sold single cigarettes in violation of state law™.!!
IRB approvals was obtained. Due to the long time to wait for a sale
of a single cigarette, the researchers felt it was impractical to wait
around single-cigarette sales. Instead, they wanted to make a single-
cigarette purchase attempt and document the result for each store in a

prospective fashion.

The IRB refused to approve this study for several reasons. First,
they condemned having researchers are the study subjects. Second,
the IRB felt it was necessary to obtain informed consent from
convenience store owners prior to making a purchase. The researchers
in the study felt betrayed by the IRB’s rejection. In their view, the
IRB chose to protect “community predators” over the health of the
community itself. In the IRB’s view, their proposal’s potential risks
included exposing illegal behavior and eliciting feelings of being
deceived or fears of entrapment. This appraisal is consistent with
traditional biomedical ethics and its focus on individual autonomy,
privacy, and agency. This case report is a great illustration of how the
current IRB system operates within a biomedical framework and is
therefore not compatible for community based participatory research.
The biomedical principles of autonomy, privacy, and agency were

incompatible with carrying out the research project the researchers
had in mind.

In addition, the IRB in their case referred the protocol to a risk
management team. This leads us to believe that the IRB not only tries
to follow the biomedical framework and is in that way incompatible
with CBPR, but that oftentimes, the IRB is protecting itself and the
institution from legal risks, but at the cost of research and public
health initiatives. “The early IRB referral to the university’s risk
management department, whence we were referred to the legal
department, suggests that the project was regarded in some way as a
legal risk and a financial threat to the university”.!' The IRB decision
did protect the institution involved protected the convenience stores
whose illegal single cigarette sales could continue. Ultimately, the
researchers felt that the decision protected the interests of the tobacco
industry.

Another way the IRB is not currently functioning well in the
research system is through paradoxical encouragement of deceit.!
This not only applies to CBPR research, but to biomedical research,
as well. In the current climate of research, most researchers who go
through the IRB process and feel as though they are not being treated
fairly.!? This stems from the fact that the IRB process is extremely
rigorous, tedious, and aimed to curtail the range of researchers reach.

As a result, an article by Keith-Spiegel and associates describes
how the IRB may be leading researchers to become more deceptive
than they would in the first place. This issue is relevant to our topic
because it highlights the fact that the IRB may be too stringent in
its limitations and thus inhibit public health research by posing too
many constraints. This in turn, may cause some to try to shortcut the
IRB by being deceitful in constructing IRB protocols for review. This
point also alludes to the fact that by being stringent and unnecessarily
unfair to CBPR researchers, a tension develops between IRB and the
researchers that is just not necessary when all the researchers want to
do is develop a research protocol to investigate a noble cause designed
to protect communities and people. CBPR researchers spend their time
working on bettering communities. Experiencing tension and limitation
by the IRB is not conducive to a good working environment, and
therefore limits research productivity in general. A paper by Khanlou
and associates'? investigates this tension. In their opinion, there is an
overlap and tensions between ethical review guidelines of IRB and
researchers. They also agree that most of these guidelines stem from
biomedical frameworks and is incompatible with CBPR. As such, a
strong tension is created between CBPR researchers and the IRB that
needs to be fixed. Finally, perhaps the most important issue with the
current IRB institution and CBPR research is that it fully operates
under a biomedical framework. The biomedical framework protects
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the rights of an individual such as autonomy; beneficence, justice, and
nonmaleficence are simply incompatible with public health research
which targets mainly groups of individuals or communities. In such
cases, the protection of an individual is not feasible.

For example, obtaining informed consents on all individuals in a
community being studied is nothing short of impossible. In addition,
the risks of community based research are much smaller than they are
for biomedical research. For example, community based researchers
employ data that has already been gathered and de-identified or
simple surveys to conduct their research rather than injecting new
drug treatments, or testing out a new surgical procedure. Therefore,
the risk of community based research is small and often times do
not warrant informed consent. A study by Flickers and associates
highlights the fact that in their institution, the IRB ethical review
forms and guidelines overwhelmingly operate within a biomedical
framework that rarely takes into account common community based
and behavioral research that often takes place in the public health
field. They agree that the IRB thus thwarts public health research by
not approving their research.””> While the IRB is a great institution
that protects individuals from unethical behaviors by researchers, the
current IRB system is incompatible with CBPR researchers and may
be too stringent for biomedical research, as well.

Alternative constructions to IRBs

As outlined above, there are a number of issues surrounding
IRB treatment of CBPR studies. Although IRBs are ill-equipped to
effectively evaluate and accept community-based research, they are
aware of the concerns surrounding their protocol. Firstly, there is a
lack of communication within the IRB and between board members,
researchers, and other stakeholders involved in the research.'* When
interviewing IRB members, researchers found that the primary
concerns were the inability to communicate with coworkers and
the burden of excessive paperwork surrounding applications as a
major barrier in approving studies. Thus, it became easier to deny
community-based studies rather than going through extra loopholes
and steps for approval.' The increasing tension between researchers
and IRB members and how this may lead to less compliance by
researchers to adhere to IRB policies. While most participants in an
IRB were satisfied with the board’s engagement and understanding of
research, others questioned whether they were capable of navigating
the newer and less traditional types of research.' The study concluded
that tensions existed between board members and existing policies
needed to change in order to improve oversight.'*

The issues surrounding the board members extend beyond
communication concerns. In certain cases, IRB members fully
understand what community-based research entails. However,
they are unwilling to compromise and collaborate effectively with
researchers in order to approve such studies because of policy
constraints and disinterest in extending themselves beyond their
requirements as a board. One study attempted to evaluate IRBs’
position on this concern. The author contacted 60 IRBS and received a
55% response rate.'> He determined that many IRBs were attempting
to mend relationships between board members and researchers, yet
the lack of access to the IRBs lack of transparency is what caused
the largest rifts. The author concluded that an open door policy and
amiable communication techniques administered by the IRB could
mend the relationship and allow researchers to be more inclined to
adhere to guidelines.!* Many IRBs across the country and the world
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are attempting to remedy alternative forms of approaching CBPR
research through self-evaluation and changes in protocol. Two such
examples are found within the Canadian IRB system and Johns
Hopkins University’s methods.

Historically, Canadian IRBs and Research Ethics Boards have
done a better job of comprehensively evaluating CBPR methods and
protocol necessary in order to successfully execute CBPR studies.'®
More importantly, they have been more open to evaluating their
existing IRBs with respect to community-based research and make
appropriate changes.!® After evaluating seven different institutional
review boards across Canada, most agree that effective communication
and understanding from IRBs on how CBPRs operate is critical
to their success. They recognized that, although they had a basic
understanding of community-based research, it was difficult with the
ingrained IRB framework to approve such studies.'® Furthermore,
board members were often not fully aware of the negative effects
some biomedical studies could have on the community, such as
cultural concerns, lack of resources, etc. Thus, these IRB interviewees
recommended more transparent communication with researchers in
order to approve community-based studies, and they recommended
being more versed in CBPR in order to better evaluate biomedical
studies and bring the least amount of harm to the community.

Another study, conducted by Johns Hopkins University, strived to
better evaluate and integrate CBPR practices into the IRB. It evaluated
an existing CBPR study that was done in California by Loma Linda
University, and it critiqued their process to determine what methods
are best suited for CBPR research and board approval.'” Researchers
found that, in many cases, IRBs were ill-equipped at reaching out to
community-based researchers because of language/cultural barriers,
lack of understanding of what types of intervention they wanted to
adapt, and lack of resources. Furthermore, the IRB did little to fully
understand the effects of using human subjects for an intervention
could have on the entire community.!” The study highly recommended
more language-based training programs for both researchers and IRB
board members to more effectively communicate their concerns. It
also made recommendations for training individuals to be more
culturally competent and comfortable in working with the community
while adhering to IRB guidelines. The university was open to these
recommendations and acknowledged that something needed to be
changed in this type of evaluation and training process to be more
prepared when researchers engaged with the community.'”2

Recommendations

Based on these examples, IRBs are still critically limited in their
understanding of CBPR studies. After evaluating the alternative
approaches to community-based research, three recommendations
have been made to improve IRB intervention in CBPR:

A. More effective training in CBPR: As demonstrated in the study
at Loma Linda University, training in community-based research
is critical for the community as a study subject and the board
to help direct the ethics that surround it. By fully training IRB
board members on what it means to be community-based, ethical
concerns can be decreased and more community-based studies can
be approved by IRBs. It will also instigate collaboration between
researchers and board members at an earlier stage in the study-
approval process and in-turn build trust between both of these
stakeholders.
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B. Each IRB should have one member fluent in CBPR: All IRBs
should have at least one member with a CBPR background when
evaluating both CPBR and non-CPBR studies. Evidence has
shown that a cross-disciplinary IRB is more effective in approving
researching studies. With a CBPR advocate on all boards, the
risks and benefits a study could have on the community can be
better identified. If an IRB is unable to find a member with this
designated background, they can participate in a training protocol
for at least one member to be somewhat fluent in CPBR.

C. Improve communication: As demonstrated above, there needs to
be more effective communication between researchers and board
members in order to demonstrate the strengths of a community-
based study and its impact on society. In many cases, board
members already understand these strengths and CBPR processes.
If researchers reached out to the IRB at an earlier stage of their
study and developed a strong relationship with the board, they
could alleviate the concerns IRBs may have with a community-
based study. This, in turn, could help the regulation and approval
process be less daunting on the researcher.

These recommendations could greatly improve the scope of CBPR
and solidify its importance as a critical, necessary form of research.
However, it is important to recognize that IRBs are only in the early
stages of recognizing their limitations with CBPR and implementing
potential solutions to combat them. Thus, it is difficult to predict the
potential ethical concerns that IRBs will deal with when the fully in-
tegrate a community-based centered approach to research. Such pro-
blems can only be addressed as they emerge. The most crucial step
right now is to change the system and guide IRBs in approving more
CBPR studies. This will help develop healthier, transparent rela-
tionships that can benefit both parties and improve CBPR understan-
ding and regulation under the IRB.
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