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Introduction

Cancer clinical trials help to move basic scientific research from the laboratory into
treatments for people with cancer. By evaluating the results of these trials, scientists
can find better treatments and ways to prevent, detect, and treat cancer. Although about
20 percent of cancer patients are medically eligible for a phase Ill therapeutic cancer
clinical trial,* 2 trial participation among adult cancer patients remains at two and a half
to three percent.® This rate is even lower among people of color and the medically
underserved,* who tend to have higher cancer mortality rates than the population as a
whole.

Numerous structural, cultural, and linguistic factors negatively affect

participation in therapeutic cancer clinical trials. Many of these factors are clearly
related to lack of knowledge and underlying attitudes and beliefs on the part of the
public as well as health care providers. According to one national survey, 75% of
people with cancer would have been interested in participating in a trial, had they known
it was available.®> Moreover, clinical trial investigators also report great difficulty in
identifying appropriate patients for their trials. A recent AHRQ report on cancer clinical
trial recruitment confirmed that there is substantial uncertainty about effective
approaches for cancer clinical trials recruitment, especially among minority populations.®
The low accrual rate in therapeutic cancer clinical trials, especially among racial
and ethnic minorities, the elderly and other medically underserved groups, has a
significant effect on both the qualitg/ of research and the rate at which new
scientific discoveries are made.” 8° Cooperative group trials often struggle to accrue
patients; in phase lll studies of ECOG and CALGB, preliminary data has shown that
about 15-30% were closed due to poor accruals™®.

Despite NIH guidelines on inclusion of women and minorities as subjects in clinical
research, only 11% of cancer patients enrolled in national publicly funded treatment
trials are ethnic/cultural minorities'!. As Corbie-Smith and others point out, there are
scientific imperatives that underscore the importance of better representation of the
racial/ethnic minorities in clinical trials: a) to test specific hypotheses about differences
by race and ethnicity (mandating appropriate statistical power to detect those
differences); b) to generate hypotheses about possible differences by race and ethnicity
(with new targeted therapies, studying populations with different prevalence of relevant
genotypic variants are increasingly important); and c) to overcome the inability to
generalize findings to the greater population.*? 13 14 1516 \oreover, strict eligibility
criteria often exclude patients with chronic conditions, which in turn exclude the elderly,
members of minority groups, and patients with lower socioeconomic status from
participating in trials. 17 8

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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The low accrual rate in therapeutic cancer clinical trials — also has a profound
effect on quality of care provided to all patients with cancer. Access to cancer
clinical trials is a key quality measure for delivery of health care services; itis one of the
established standards for the delivery of quality comprehensive cancer care. Yetall
who are eligible are not offered this opportunity. Other studies have found that
minorities with cancer are less likely to be offered participation in a cancer clinical trial,
that patients enrolled in cancer clinical trials are significantly more likely to be insured,
and that geographic areas with higher socioeconomic levels have higher levels of
cancer clinical trial accrual. 20212

The low accrual rate in therapeutic cancer clinical trials is simply a matter of
social justice. Principles of social justice demand better representation of all groups in
cancer clinical trials to: a) ensure equal access to clinical trials;>* ?* b) ensure the just
distribution of the benefits and burdens of participation in research;?® and/or c) address
the impact of cancer health disparities.?®

Experts continually recommend community-based approaches to enhance
accrual, noting that “success [in clinical trials accrual] will require sustained, aggressive
action, and new partnerships between policymakers, healthcare professionals,
professional societies, and underserved communities.” In its 2005 report, the President’'s
Cancer Panel emphasized that “both trust ... and community participation are essential’
to the success of clinical research. 2’ The Clinical Research Roundtable at the Institute
of Medicine acknowledged that the state of clinical research today “may hinge on the
willingness and ability of the scientific community to actively engage study participants
inevery 2sstage of research, implanting a community based participatory research
model.”

Community-based participatory research (CBPR) offers the potential for improving
research quality and outcomes, and enhancing research recruitment efforts,?® and has
been recommended as a way to improve the state of clinical research participation.*
The intent in CBPR is to transform research from a relationship where researchers act
upon a community to answer a research question to one where researchers work side
by side with community members to define the questions and methods, implement the
research, disseminate the findings and apply them. Community members become part
of the research team and researchers become engaged in the activities of the
community. CBPR approaches have been utilized in public health research since the
1980s and notably in clinical researchin H\V/AIDS since the mid-1990s.

Communities as Partners in Cancer Clinical Trials: Changing Research, Practice
and Policy is a joint initiative of ENACCT (The Education Network to Advance Cancer
Clinical Trials) and CCPH (Community-Campus Partnerships for Health), with core
funding from the Agency for Healthcare Research and Quality (AHRQ) and the National
Cancer Institute (NCI). This three-year national effort is exploring the potential of

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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employing CBPR principles and approaches in phase lll therapeutic cancer clinical
trials. Guided by a diverse national planning committee, whose composition reflects key
stakeholders in the CBPR and cancer clinical research fields, the initiative is developing
a strategic plan for research, practice and policy.

In September 2007, seventy representatives from community-based organizations,
patient advocacy groups, cancer centers, schools of medicine and public health, the
pharmaceutical industry, Federal health agencies and local oncology practices
convened in the DC area for the first of three invitational meetings, to lay the
groundwork for a strategic plan for strengthening community engagementin Phase I
cancer clinical trials.

At the meeting, participants discussed the issues and challenges facing the U.S. cancer
clinical trial enterprise; the opportunities presented by CBPR; and models of community
engagement in other areas of therapeutic clinical research. Participants worked in small
and large groups to identify institutional and system barriers that inhibit greater
community engagement in therapeutic cancer clinical trials and to explore the
application of CBPR principles to key areas of the clinical research process. A framing
background paper and invited commentaries sent to participants prior to the meeting
helped to inform the deliberations.>

Building on the foundation established at the meeting, participants in the Communities
as Partners project were organized into three distinct workgroups: a) National Level
Trial Design and Implementation; Local Level Trial Implementation; and National and
Local Data Analysis, Interpretation and Dissemination. These workgroups were charged
with developing specific recommendations for community engagement in phase llI
cancer treatment trials.

A set of guiding principles has informed the workgroups’ efforts. These principles
helped to ensure that the recommendations reflect:

e Anappreciation for the commitment of both researchers and patient advocates in
the cancer clinical trial system who are currently working to engage communities
inclinical trials and a desire to build upon their efforts. We acknowledge that we
are not “starting from scratch” and that great work is already going on, but itis
undervalued, under-funded and not consistently practiced across the cancer
clinical trial system.

¢ Anunderstanding that while we are challenging the cancer clinical trial system to
change, we must also work within the system. While we recognize that the
cancer clinical trial system (with a strong focus on NCI-funded cooperative group
and industry sponsored studies) is not perfect, we must engage those involved in
it as partners in this effort. While there can be merit in envisioning an entirely new

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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system built with communities as partners from the start, we believe this is
neither realistic nor feasible. We are invested in making the current system more
accessible to and involving of communities.

An understanding that there are numerous access batrriers to clinical trials. While
we expect that community engagement strategies will reduce barriers and
enhance accrual, we recognize that there are many more problems that require
fixing, which is beyond the scope of this project.

An understanding that federal research priority setting and funding will impact
these recommendations. Although research priorities and funding are often
disease-specific, not tied to the population burden of the disease, and driven by
political factors, we must remain focused on our charge to improve the process
and outcomes of phase Ill cancer clinical trials.

An understanding that while there are genuine problems with our health care
system, including 47 million people without health insurance, the focus of our
work is on improving the process and outcomes of phase Il cancer clinical trials.

An acknowledgement that CBPR in therapeutic cancer clinical trials may not
always be possible or feasible. Therefore, the recommendations will not focus
exclusively on CBPR, but will also include other community engagement
strategies.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Request for Public Input

This document is a compilation of the workgroup draft recommendations.

Between now and March 3, 2008, we are seeking public comment on these
recommendations. The workgroups will reconvene March 11-13, 2008 to review all
comments received, finalize the recommendations and develop plans for
dissemination. The third and final invitational meeting in September 2008 will focus
onimplementing the strategic plan, with particular emphasis on engaging
policymakers and funding entities.

Please send your comments to Project Coordinator, Stacy Collins, at
stacy.collins@enacct.org. When applicable, please reference the
recommendation number (e.g., Al, B2, C13, etc.) or line number (see left
margin) in your commentary. (Please note that all draft
recommendations within this report are highlighted in green.)

If you do not plan to submit comments but would like to receive a copy of the final
strategic plan, please complete this online form:
https://catalysttools.washington.edu/weba/survey/ccphuw/47602

Also, please visit the Communities as Partners website at:
http://www.e nacct.org/conference/conference.php

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Overview - Draft Workgroup Recommendations

The Communities as Partners workgroups envision a coordinated national-local system
that includes trained community/patient representatives, involved in each component of
the national research system supporting phase Il cancer treatment trials.

e Atthe national level, where trial design and approval take place, the
number of trained community/patient representatives serving on
cooperative group protocol and disease committees would be increased,
their roles/responsibilities clearly defined, and a transparent recruitment
and application process established.

e Atthelocal level, where patient enrollment and the study actually take
place, community endorsement of the study and community/patie nt
involvement in study implementation would be ensured by linking the
local site investigators and research team to a community advisory board
and increasing the number of trained community/patient representatives
on institutional review boards (IRBs).

The following draft recommendations reflect the full spectrum of the Phase Il clinical
research system, subdivided into three main areas:

A. National Level Trial Design and Implementation
B. Local Level Trial Implementation
C. National and Local Data Analysis, Interpretation and Dissemination

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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NATIONAL DESIGN AND IMPLEMENTATION OF PHASE III TRIALS
188

Draft recommendations A1 — A10 concern the following components of the national system:

e Establishment of the Study Committee/ Cooperative Group Study Committee
e |dentification of research question(s)/ concept paper development

e Design of Trial Protocol

e Submission of Protocol for Review/ Approval/ Funding

e Development of Consent Forms

13J0

Background

Establishment of the Study Committee/ Cooperative Group Study Committee — How this works
currently:

Within cooperative groups, study committees operate within standing disease committees (i.e., breast,
colon); modality committees (i.e. surgery, pharmacology); patient oriented committees (i.e., behavioral,
cancer control, outcomes) or working groups. Most groups have an appointed membership, with a
committee chair. Volunteer physicians, nurses and other researchers meet twice a year and through
teleconferences — primarily within disease or modality committees--to design new trials and review trial
progress. The group executive committee approves all trials before seeking approval by the NCI.
Selected advocates (mostly survivors) may be appointed to serve on certain committees. While all
cooperative groups have influential patient advocate members, their role and influence varies on
individual committees. Within industry trials, it is rare that community/patient re presentatives are included
in the membership of study committees.

Identification of research question(s); concept development/protocol design; submission of
protocol for review/ approval/funding - How this works currently:

Within cooperative groups, once the committee’s concepts are vetted and approved by the Group, the
concept is submitted to NCI for approval, at which point a protocol can be designed. The NCI reviews
concepts and protocols for redundancy, scientific merit, and patient safety and ethics considerations.
Seweral newer initiatives (Intergroup, Concept Evaluation Panels, the Clinical Trials Support Unit and the
Central IRB) have been designed to reduce time for review. It is unclear if the number or types of clinical
trials opened for a particular cancer are proportionate to cancer incidence, mortality, or burden to a
particular population. Within industry, once a concept or research question has been identified internally,
a clinical team will be assigned to design the draft protocol. This draft protocol will be reviewed by the
study team members including clinical operations, statisticians, safety, and data management. Prior to
finalizing the protocol, outside experts will review and comment. The protocol is then submitted for
finalization by the industry advisory board.

Consent Form Development — How this work s currently:

NCI cooperative group trials: NCI has an “easy to read” template and requires its use for cooperative
group studies. To receive approval to begin a study, each cooperative group submits the final protocol to
NCI with a consent form; it is simultaneously submitted to the Central IRB. Once approved, local
investigators may need to submit the form to their own IRB before enrolling patients. The consent form is
included as a part of the final protocol approval process. Industry trials generally use a template that

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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contains all FDA required elements of the informed consent. It is updated with study specifics and given
to participating investigational sites to submit to their IRBs.

In 1995, the HHS Office of Human Research Protections (OHRP) approved the use of a “short form” as a
way to implement the Common Rule’s mandate that informed consent information is to be presented "in
language understandable to the subject." It clarified the procedures used with subjects who do not speak
English, and specific roles for the IRB. In 1998, the FDA issued additional guidance for LEP populations.
However, no cooperative group educates its members in use of the short form, nor does the CIRB permit
its use.

Recommendations for NCl and Cooperative Groups®:

SR
I —
-
—

! For greater detail on skills, responsibilities and training of community/patient representatives, see page
27.

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Recommendations for All Public and Private Study Sponsors:

Rationale for community involvement in trial design at the national level:

A number of national reports have called for the inclusion of public representatives in
designing clinical research to improve the entire research process;3*3°%:3738 There are
several national initiatives that illustrate the feasibility of implementing a group such as
a national community advisory board for clinical research®.  Currently, federally funded
clinical trials in H\V/ AIDS have a number of policies that mandate the inclusion of public
representatives in designing clinical research. For example, in order to receive funding
announced through NIAID HV/AIDS Clinical Trials Networks (similar to the cooperative
group system), researchers must document meaningful community partnerships; their
applications mustinclude the establishment and maintenance of one or more CABs to
represent the local population(s) impacted or threatened by HIV/AIDS at the clinical
research site(s); and present the research to be conducted to the community. Other
policies are listed at the end of this document.*® 4! 42

In cancer clinical research, there is anincreasingly visible role of advocates within: a)
NC I-funded Cancer Cooperative Groups®3; b) Specialized Programs of Research
Excellence (SPORE) projects and cores;***° ¢) U.S. Department of Defense Research
Programs;*® and d) the California Breast Cancer Research Program. The literature has
documented the important role of patient advocates in clinical research study

doevelopme ntand implementation, especiallyin HIV/AIDS, and cancer research.*’ 48 4%
5

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Despite these reports and ongoing recognition of the important involvement of patient
advocates in the cancer clinical research system, there is no official process through
which patient advocates are selected to serve within the cooperative group committees
or within private sponsors. They have no official responsibilities nor is their participation
mandated. Finally, their limited numbers, their homogeneity, and their length of service
suggest that more diverse representation would help inform the development of more
“accruable” studies.

Rationale for community involvement in trial implementation at the national level:

On informed consent: Despite extensive national, cooperative group, institutional, and
departmental reviews, consent forms from clinical oncology protocols are written at a
level that is difficult for most patients to read (written at an 11" or 14" grade level) °* and
are between 20-40 pages in length. The Institute of Medicine estimates that 90 million
adults in the United States may have trouble understanding and acting on health
information, ®? and although the average American adult has achieved at least a twelfth
grade education, the average reading level for American adults is estimated to be at the
eighth or ninth grade.>®

As summarized by ASCO: “The informed consent process has real potential to
overwhelm patients. This is especially true because the evolving environment of clinical
research seems to place emphasis on the informed consentdocument as a regulatory
or legal protection for the institutionand investigator. As a result, the language used in
informed consent documents is increasingly legal and scientific in nature. Experts agree
that the documents are difficult for potential trial participants to comprehend because of
this complex, legalistic language ...Where possible, the consent form should be
simplified to optimize comprehensibilityand clarity, reduce intimidating language, and
place potential benefits and risks...”

Despite the use of the NCI template in the cooperative group system, nationally
developed consent forms still need improvement.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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363

Draft recommendations A11 — A19 concern the following components of the national system:

e Development of trial communication plan

e Receipt and distribution of funds to research entities

e Development of qualifications/eligibility criteria for local research teams
e Data Safety Monitoring Board (DSMB) oversight

TOUT

Background
Development of trial communication plan — How this works currently:

National communication or recruitment plans are written in a general manner; recruitment and retention
are usually considered only after a study is open for accrual.

Funding received/funds distributed to research entities — How this work s currently:

For cooperative groups, the NCI grants five-year U10 cooperative agreements from the 12 national
cooperative groups. This funding supports the cooperative group infrastructure and reimburses
approximately 60% of research costs to individual investigators. Remaining costs are offset through
agreements with pharmaceutical companies. It is unclear if there is community participation in the NCI
cooperative agreement application process. Regarding which trials are ultimately approved for
implementation by CTEP, it is unclear if the number or types of clinical trials opened for a particular
cancer are proportionate to cancer incidence, mortality, or burden to a particular population.

Within industry, study teams are required to assemble annual proposals that include strategy and
proposed budgets for further study of investigational drugs. A team will review and determine what
studies will be implemented in the following year.

Development of qualifications/eligibility criteria for local research teams — How this works
currently:

Currently, qualifications are solely related to capacity to a) identify and consent patients, and b)
appropriately manage patient data. Sites often experience difficultly accruing adequate numbers of
patients.

Data safety monitoring board (DSMB) oversight — How this works currently:

An independent committee made up of statisticians, physicians, and in certain cases, patient advocates,
this group ensures that the risks of participation are minimized, makes sure the data are complete, and
stops a trial if safety concerns arise or when the trial’'s objectives have been met. DSMB reports are
typically not made public.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Recommendations for NCl and Cooperative Groups:

Recommendations for All Public and Private Study Sponsors:

21n either case, there must be specific guidelines about membership, responsibilities, and how the individual
represents, engages with and reports to the community.

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Rationale for community involvement in trial implementation at the national level:

On recruitment: While individual research teams have little time for recruitment and
retention planning, the development of national recruitment strategies, based on target
population characteristics at the national level, may increase the likelihood of
recruitment success. It is erroneous to assume that all trial participants will come from
passive recruitment efforts, such as flagging charts. Key reasons for recruitment
problems are: inappropriate match between a trial and a community; inadequate
planning at all levels of the trial; overestimation of the yield from a particular patient
source; and an inability to alter existing plans rapidly and to implement other recruiting
strategies if recruitment is lagging.

On approval of funding: A number of initiatives include public representatives in the
funding approval process for clinical research. These include the following:

e DOD Congressionally-Directed Medical Research Programs: In order to ensure that
research funding decisions reflect the concerns and needs of patients, the clinicians who
treat them, and survivors and their families, the U.S. Department of Defense’s
Congressionally-Directed Medical Research Programs mandates inclusion of consumers as
full members on all review and advisory panels to make recommendations for funding. Its
Breast Cancer Research Program was the first to include consumer reviewers on every
review and advisory panel, including those reviewing basic science proposals.

e California Breast Cancer Research Program (CBCRP): With the CBCRP, collaboration
among scientists, breast cancer organizations and individuals involved in breast cancer
issues was mandated by legislation. Each of the CBCRP’s peer review committees includes
two community advocates who serve as voting members and a nonvoting observer who
provides feedback on the process. The CBCRP council, which includes five breast cancer
advocates, provides vision, sets research priorities, and determines how funds are invested.

On cultural competency: Many researchers experience difficulties when discussing
trial participation, leading to poor trial accrual and questionable quality of informed

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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consent.> Researchers are further challenged when recruiting and consenting
ethnically diverse populations to clinical trials.>® Many investigators and their staff lack
the skills necessary for conducting culturally sensitive community outreach and
education programs about clinical trials.*® Recently, federal officials have underscored
the need for cultural competency training in the research setting, convening a national
research team to apply National Standards on Culturally and Linguistically Appropriate
Services (CLAS) to the clinical trials process®.

3 CLAS-ACT (Culturally and Linguistically Appropriate Standards And Clinical Trials) will guide scientists and health
professionals in utilizing CLAS standards when designing and recruiting minority patients into new clinical trials. See
http://www.omhrc.govitem plates/content.aspx?1D=5046

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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LOCAL IMPLEMENTATION OF PHASE III TRIALS

Draft recommendations B7 — B9 concern the following components of the national system, as
implemented locally:

e Seeking local community input and endorsement of Phase 1l studies
e Establishing the Local Research Team
e Obtaining Institutional Review Board (IRB) approval

Background

Seeking local community input and endorsement of Phase Ill studies - How this works currently:

Study sponsors find qualified investigators, provide investigators with the information and drugs needed
to properly conduct the trial, monitor progress, ensure compliance with government regulations, and file
appropriate reports with the FDA. Individual investigators must consider whether and if the trial is
appropriate for their communities. Few investigators actively seek community endorsement of specific
studies or seek input on the study’s relevance within the local community.

Establishing the Local Research Team - How this works currently:

Local investigators assemble their research teams based on the capacity to identify and consent
patients, as well as manage patient data. Local sites often are unable to accrue adequate numbers of
patients.

Obtaining Institutional Review Board (IRB) approval - How this works currently:

Al clinical trials® must be reviewed and approved by an IRB. Federal regulations require that an IRB
include at least five people of diverse occupations and backgrounds; at least one member must have
primarily scientific interests, and another member must have primarily non-scientific interests. The IRB
reviews the protocol to ensure the study is conducted fairly and participants are not likely to be harmed.
The IRB also decides how often to review the trial once it has begun. An ad hoc IRB member may be
used for specific types of research.

Recommendations for All Public and Private Sponsors:

4 that are federally fundedorthat evaluaeanew drug or medical device subject to FDA regulation

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Recommendations for OHRP and FDA:

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Draft recommendations B10 — B19 concern the following components of the national system, as
implemented locally:

e Communicating trial availability

e Recruiting and identifying potential participants

e Screening, consenting and accruing study participants
e Enhancing participant retention

e Filing and obtaining periodic IRB review

Background
Communicating trial availability - How this works currently:

Trial communication is generally a passive endeavor, conducted primarily through letters to local doctors,
postings on the research institution website, or print advertisements.

Recruiting and identifying potential participants - How this works currently:

Approaches to recruitment and retention are based on statistical power. This is not part of the protocol
development and is usually considered only after a study is open for accrual. (For industry-funded trials,
statistical powering is considered on a study basis, including number of allowed patients per site and
region.) Recruitment plans are rare. Unlike peer-review funded behavioral or cancer control trials, many
cancer clinical trials generally lack direct funding for recruitment activities.

Screening, consenting and accruing study participants - How this works currently:

MDs often serve as the “investigator,” advising patients on treatment decisions and presenting clinical
trial opportunities to the patient. A nurse or clinical research associate (CRA) explains the details of the
trial to prospective study participants and, as part of the consent process, reviews the consent form.
While patients are enrolled in the trial, they interact with other members of the research team.

Enhancing participant retention - How this work s currently:

Retention plans are also rare. Unlike peer-review funded behavioral or cancer control trials, many
treatment clinical trials generally lack direct funding for retention activities.

Filing and obtaining periodic IRB review - How this works currently:

During the study’s annual review, the IRB examines a progress report and decides whether or not the
project should continue as described in the original research plan. An IRB can suspend or terminate
approval if the study appears to be causing unexpected serious harm to participants. Researchers are
required to keep participants up-to-date on any new information that may impact their decision to remain
enrolled in the trial, but there is no requirement for ongoing communication with study participants.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Recommendations for All Public and Private Sponsors:

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a

community hospital, or within a physician practice.
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Recommendations for OHRP and/or FDA:

Rationale for community involvement in trial implementation at the local level:

Community advisory boards (CABs) offer a vital link between local investigators and the
communities in which research takes place. CAB members act as advocates for the
community and as “translators” between the community and research scientists.
Moreover, CABS are a promising vehicle for community endorsement of cancer clinical
research studies. Partnerships between CABs and local investigators have operated
successfully since the early 1990’s within the HIV/AIDS clinical trials system, as well as
prevention-related public health research programs. If a CAB has authentic
connections to its community, its members can transform attitudes about research.®’
Indeed, some have posited that the focus of the principles of ethical research outlined in
the Belmont Report® needs to be expanded to include an explicit respect for
communities —perhaps through a CAB or other manner of gaining “communit
consent’—to supplement the individually-focused informed consent process. > 8% 61

While recognizing that local IRBs are typically underfunded and overworked,
improvements are needed to make IRBs more responsive to community concerns
regarding clinical research. Currently, IRBs are focused primarily on assessing risk to
individuals. They are not expected or required to assess the benefits of the research to
the broader community (rather than to anindividual patient) and most IRBs do not make
such assessments. 2

Community education is an important part of reducing barriers to clinical trial access

and enhancing awareness of treatment options. The only nationwide study conducted
to date on cancer clinical trials awareness confirmed that the majority of the public
knows little about cancer clinical trials. Findings showed that about 85% of people with
cancer were either unaware or unsure that participation in clinical trials was an option,
although about 75% said they would have been willing to enroll had they known it was
possible.%® At the moment of diagnosis and treatment decision making, the presentation
of a clinical trial as a high quality treatment option can be both alienating and

Note: Currently, all phase lll trials are designed nationally but implemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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frightening. Therefore, the optimal “educable” moment to learn about cancer
clinical trials may not be at the moment of diagnosis. By enhancing community
literacy about clinical trials, it is possible to change social norms, so that when a
community member is diagnosed, his/her loved ones, friends and social networks will
encourage him or her to inquire about clinical trials as an option for treatment — either to
the trusted primary care provider or to the oncologist.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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DATA ANALYSIS, INTERPRETATION AND DISSEMINATION OF

PHASE III TRIALS
714

Draft recommendations C1 — C17 concern the following components of the national system:

e Data analysis and interpretation
e Dissemination of research findings
e Encouragement of application of positive findings into standard care provision

Background
Data analysis and interpretation Dissemination - How this works currently:

Upon completion of the study, the data are analyzed and interpreted by the sponsor and study team.
Researchers report the findings from statistical analysis, publish in peer-reviewed journals, and present at
professional meetings. Negative findings are typically not published. Subsequent to release of the results,
the standard of care may change and new agents may be approved by the FDA. There is currently no
systematic way to determine if all oncologists apply the new knowledge in their practices

Recommendations for Federal agencies and study sponsors:

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a

community hospital, or within a physician practice.
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757
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759
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771 Recommendations for Cooperative Groups:
772
773
774
775
776
777
778
779
780
781
782 Recommendations for Investigators:
783
784
785
786
787
788
789
790
791
792 Recommendations for Publishers (e.g., Journals, Clinical Trial Registries, Popular
793 Media):

794
795
796
797
798

'L

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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http://www.clinicalstudyresults.or

Recommendations for Cancer-Focused Organizations:

Recommendations for Community/Patient Representatives Serving on National

Cancer Cooperative Groups and/or Local Site Community Advisory Boards:

Rationale for Recommendations in Data Analysis, Interpretation and
Dissemination

CBPR practitioners point to the value of community member involvement in data
analysis and interpretation from a number of standpoints: community members can
situate the data within their local social and cultural context; contribute to culturally
relevant interpretations; and, understanding what the data shows, are more likely than
academic researchers to apply the findings in their communities. As there are no
published reports of non-scientists involved in analyzing or interpreting data from Phase
[l cancer clinical trials, this is an area that is ripe for research and development.

Note: Currently, all phase Il trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Cancer clinical trial researchers routinely disseminate positive study findings through
publications in peer-reviewed journals and presentations at conferences that reach
research and clinical oncologists. Although these are important mechanisms for
reaching professional audiences, there is ample evidence to support that journal articles
and conference presentations do not by themselves lead to changes in clinical practice.
Furthermore, in many cases, these vehicles for dissemination are not readily accessible
or understandable to study participants, patients, their caregivers or the broader
community.®® A related concern is the bias toward publishing and presenting study
findings only when they are positive.

There are a number of efforts underway that are intended to disseminate clinical
research findings to the public. These are a promising start, but are not consistently
utilized by phase Il cancer clinical trial study sponsors, researchers, study participants,
patients, their caregivers or the broader community. As patients and the broader
community are informed about the results of phase Ill cancer clinical trials and their
implications for patient care, they may increase their level of health literacy and be
empowered to ask questions about the standard of health care they receive and the
evidence base that underlies decisions being made about their health care. Further,
they may be more supportive of clinical trials and more likely to participate in them.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Local and National Community Representation Definitions

Experts agree there is no singular definition of “community.” Community can refer
to a group that self-identifies:

By affinity, such as geography, disability, illness, or health condition; or

e By background or culture, such as race, ethnicity, gender, sexual orientation or
religion; or

e Through acommon interest or cause, such as a sense of identification or
shared emotional connection, shared values or norms, mutual influence,
common interest, or commitment to meeting a shared need.®®

For our purposes, we define “community” as “those whose well-being is likely to
be affected by the conduct of the research.®”™ Although cancer treatment trials
solely involve patients with cancer, there are many “communities” affected by
cancer. Those groups that are disproportionately affected by cancer morbidity
and mortality should be well represented in all aspects of the cancer clinical
research process.

As we pursue a definition of community representation in the cancer clinical trials
arena, questions such as “who is the community?" “Who represents the community?”
and “Who speaks for the community?” are all critically important. Currently, many
cancer advocates and survivors serve at national and local levels. We believe their work
Is essential to the success of cancer research; however their community representation
IS unclear.

Community/patient advocate representative definitions

e A community representative should ideally come from a recognized
community-based organization whose constituency is disproportionally affected
by cancer.

e A patient advocate should have first-hand experience as a patient or caregiver.

There may be overlap between these roles; however, one may not necessarily be
representative of the other.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Qualifications® for Serving as a Community/patient advocate representative

To serve on a National Cooperative
Group, an individual must demonstrate...

To work with Local

Investigator(s)/Institutions, such as within a

Community Advisory Board, an individual
must demonstrate...

1. Local experience related to clinical
researcré (consider the use of a “feeder
system™)

1. a) being directly affected by cancer (personally,
as a caregiver, or as a member of community
disproportionately affected); AND

b) having experience with cancer advocacy through
activities/organizations7 that go beyond a personal
experience AND

c¢) willing to learn more about cancer, cancer
research, and how cancer affects the community

2. having a meaningful connection with a specific constituency affected by cancer with which
he/she is able to have ongoing communication and feedback

pw

having a genuine understanding of the communities’ needs
interest and ability to network with other organizations with an interest in cancer

5. alevel of comfort articulating personal opinions assertively and professionally among persons of
all types of educational and professional backgrounds
6. an interest/ability to listen, reflect, question, and respond without becoming defensive or

confrontational

7. Aninterest in gaining self-confidence to ask questions of physicians and scientists, and to

disagree with them when necessary

8. A willingness to learn more about cancer
research, research development process,
including concept and protocol
development

8. An ability to discern the needs of the
community from which they came and
the needs of local research studies

9. An ability to discern the needs of the
community from which they came and
the needs of research nationally

® Qualifications are NOT limited to educational achievement, as measured by an academic degree

® Other models of local < national community representation on research panels, such as the CDC Prevention
Research Centers (PRCs) and HIV/AIDS Community Advisory Boards for clinical research. With AIDS, there is a
built-in mechanism (i.e., feeder system) formoving people from local community advisory boards to the national level

board.

" As may be demonstrated by * Geographic residence or place of work; * Connection to the disease * Trial

participation * Use of a particular health service

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a

community hospital, or within a physician practice.
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Skills needed for Community/patient advocate representatives

To effectively serve on a National
Cooperative Group, an individual must
demonstrate the following skills

To effectively work with Local
Investigator(s)/Institutions, such as within
a Community Advisory Board, an
individual must demonstrate the following
skills

1. Interest and ability to network with other organizations with an interest in cancer

2. A lewel of comfort articulating personal opinion assertively and professionally among
persons of all types of educational and professional backgrounds

3. Self-confidence to ask questions of physicians and scientists, and to disagree with them

when necessary

4. The ability to interact effectively with clinical and laboratory researchers

Competencies/knowledge needed for Community/patient advocate representatives

To serve on a National Cooperative Group, an
individual must have knowledge in these
areas...

To work with Local Investigator(s)/
Institutions, such as within a CAB, an
individual must have knowledge in
these areas...

Informed consent process

KNG A~wWDNE

A basic understanding of the disease being studied, including standard of care

A basic understanding of the cancer clinical research process

Key aspects of community outreach and accessible communication and education strategies
Key aspects of health literacy and discerning readability of written documents

The cancer clinical research system in the United States;

Belmont Report and ethical requirements for research

Ability to apply scientific concepts and

knowledge to analyze complicated proposals in

both written and verbal forms.

9. Basic clinical concepts (screening, treatment,
staging, prognosis).

10. Basic science concepts (cellular behavior,
genetics)

11. Epidemiological concepts (incidence and
prevalence, risk, study design, randomization)

12. Basic statistics (p-value, confidence interval,
odds ratio, risk ratio)

13. Ethical principles of research as outlined in the
Belmont report

14. How new cancer treatments are developed
(from laboratory to phase 3 study to FDA
approval)

15. The culture, function and procedures of the

peer review process

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a

community hospital, or within a physician practice.
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Community/Patient Representatives Serving on National Cooperative Groups

Responsibilities (for review of both
concepts and protocols)

Expectations

Training Resources

e Judge the feasibility of trial concept (i.e., Is this
something that will be of interest to patients?)

e Evaluate the relative priority of the trial with
respect to other research questions (i.e., How
important will the results be to patients?)

e Consider potential patient experience in trial (i.e.,
How does the trial experience compare to standard
care?)

e Consider eligibility criteria that can bestmeet the
needs of those disproportionately impacted by the
disease

e Review the consent form, to ensure
comprehensibilityand clarityin a number of areas®

e Attend orientation and training

e Use formal criteria and standard
forms, such PROJECT INFORM
(used in ACRIN).

e Invest time reviewing
protocols/concepts

e Invest time attending meetings

e Participate and vote in calls and
in-person review meetings.

e Adhere to specific term limits

SPORE "PART"
Program

NBCC's Project
LEAD

NCI's CARRA training
program

NCI's Cancer
Information Service
Partnership Program

Genetic Alliance

CISN

e consider review of all patient documents, with an
understanding of basic concepts in addressing health

literacy

C3 Research
Advocate Training

Project TRES, UCSD

Draft Local CAB (Community Advisory Board) Standards

CAB Membership

Roles and responsibilities of
CAB members

Informational needs
re: CAB operations

Representatives of local
communities disproportionately
impacted by cancer morbidity
or mortality at the clinical
research site

survivors and family members
who have experience with
different types of cancer

clinical trial participants

religious leaders

primary health care providers

Review study concepts and protocols for
community relevance

Pre-test study materials; particularly for
cultural sensitivity

Review recruitment and retention plan

Evaluate the study’s accessibility to
underserved populations, including low
literacy and LEP (limited English
proficiency) individuals, racial and ethnic
minorities, and people living with
disabilities.

Assist investigators in implementing
outreach and recruitment efforts

Establishing and funding CABs

Building CAB-investigator
relationships

CAB member training
Local and national CAB interface

A CAB review checklist, for scoring
prospective studies

Best practices for CAB involvement
in recruitment efforts

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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12;289(10):1305-6.

29 Viswanathan M., Ammerman A., Eng, E., Gartlehner, G, Lohr, K.N., Griffith, D., Rhodes, S., Samuel-
Hodge, C., Maty, S., Lux, L., Webb, L., Sutton, S.F., Swinson, T., Jackman, A., Whitener, L. (2004).
Community-Based Participatory Research: Assessing the Evidence. Evidence Report/Technology
Assessment No. 99 (Prepared by RTI-University of North Carolina Evidence-based Practice Center
under Contract No. 290-02-0016). AHRQ Publication 04-E022- 2. Rockville, MD: Agency for Healthcare
Research and Quality.

%0 AHRQ has stated"...research efforts to improve participation of underrepresented populations in cancer
clinical trials should be developed within the framework of community-based participatory research, with
community involvement through all phases of the research.”

2005 Agency for Healthcare Research and Quality (AHRQ) Evidence Report/ Technology Assessment on
cancer clinical trial recruitment *° states, Ford, J.G., et al. (2005). Knowledge and access to information on
recruitment of underrepresented populations to

cancer clinical trials. Evidence Report: Technology Assessment (Summary), (122) 1-11.

In a 2000 National Institute of General Medical Sciences Report recommended that researchers: 1)
Obtain broad community input for all phases of research; 2) Respect communities as full partners in
research; 3) Facilitate the return of benefits to communities; 4) Ensure dissemination of accurate

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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information to the media and the public; and 5) Provide sufficient funds for research and encourage
community—researcher partnerships.

National Institute of General Medical Sciences. Report of the first community consultation on the
responsible collections and use of samples for genetic research. Retrieved 2008 from National Institute of
General Medical Sciences Web site:
http://www.nigms.nih.gov/ News/Re ports/community_consultation.htm.

A 2007 Secretary’s Advisory Panel Report recommended that an assessment of the public’s willingness
to participate be made before any funding decision is made and that public engagement occur throughout
all aspects and stages of the research process.

Secretary’s Advisory Committee on Genetics Health and Society. (2007). Policy Issues Associated with
Undertaking a New Large US Population Cohort Study of Genes, Environment and Disease. Washington,
DC: US Department of Health and Human Services.

In its 2005 report, Translating Research into Cancer Care: Delivering on the Promise, the President’s
Cancer Panel made the following recommendations:

(Rec 17) Clinical and prevention research funders should require community participation early in protocol
design and in research implementation.

(Rec 18) Research results must be shared with the individuals and communities that participate in clinical
trials and other studies.

(Rec 19) Clinical and prevention research grantees should be required to include as part of the grant
application a plan for disseminating and sustaining new interventions into the community.

(Rec 20) Existing community-based participatory research models should be evaluated to determine the
potential for adopting them in other geographic areas and populations.
deainfo.nci.nih.gov/advisory/pcp/pcp04-05rpt/Report Trans.pdf

* The framing background paper and invited commentaries are available at
http://www.enacct.org/conference/conference.php

%2 For example: A-Essential components of a system that seeks to include research advocates include
the following characteristics: 1) it is systematic and required by the study sponsor(s); 2) the identification
of appropriate community representatives is transparent; 3) the role and influence of the community
members is meaningful and clear to avoid tokenism; and 3) includes appropriate training to help lays
make ethical judgments about research studies Dresser, R. (1999). Public advocacy and allocation of
federal funds for biomedical research. Milbank Quarterly, 77, 257-274.

B-In the Department of Defense, Congressionally Directed Medical Research Programs, Consumer
Reviewer is mandated, Selection is accomplished through a three-step process. First, nominations are
solicited from disease-related advocacy organizations across the country. Nominees are screened based
on a letter of support, a resume or CV, and a personal essay detailing the nominee's involvement in
advocacy and efforts to increase their own scientific understanding of their disease. Applications are
reviewed by senior program staff and evaluated in the following areas: advocacy, interest in science,
communication skills, participatory skills, and vision. The final step involves a short telephone call to
ascertain a nominee's understanding of the peer review process and willingness to serve as a Consumer
Reviewer. Department of Defense, Congressionally Directed Medical Research Programs. (2008).
http://cdmrp.army. mil/

% Sample sources include:

NCI trained Consumer Advocates in Research and Related Activities (CARRA) members
NCI and ACS-funded Patient Navigator Programs

NCI’s Cancer Information Service (CIS) Partnership Program

Intercultural Cancer Council

Local cancer support groups

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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Local community advisory boards

Local community health workers, which can be reached through a number of associations
Members of the National Health Council

NAACP; National Council of La Raza; Asian Pacific Islander American Health Forum

% 2005 Agency for Healthcare Research and Quality (AHRQ) Evidence Report/ Technology Assessment
on cancer clinical trial recruitment ** states, “...research efforts to improve participation of
underrepresented populations in cancer clinical trials should be developed within the framework of
community-based participatory research, with community involvement through all phases of the
research.”

Ford, J.G., et al. (2005). Knowledge and access to information on recruitment of underrepresented
populations to cancer clinical trials. Evidence Report: Technology Assessment (Summary), (122) 1-11.

% The Clinical Research Roundtable at the Institute of Medicine states that the state of clinical research
today “may hinge on the willingness and ability of the scientific community to actively engage study
participants in every stage of research, implanting a community based participatory research model.”

Sung, N.S., Crowley, W.F. Jr, Genel, M., Salber, P., Sandy, L., Sherwood, L.M., Johnson, S.B.,
Catanese, V., Tilson, H., Getz, K., Larson, E.L., Scheinberg, D., Reece, E.A., Slawkin, H., Dobs, A.,
Grebb, J., Martinez, R.A., Korn, A., Rimoin, D. (2003). Central challenges facing the national clinical
research enterprise. JAMA. 2003 Mar 12;289(10):1305-6.

% 1n 2 2000 National Institute of General Medical Sciences Report *®recommended that researchers: 1)
Obtain broad community input for all phases of research; 2) Respect communities as full partners in
research; 3) Facilitate the return of benefits to communities; 4) Ensure dissemination of accurate
information to the media and the public; and 5) Provide sufficient funds for research and encourage
community—researcher partnerships.

National Institute of General Medical Sciences. Report of the first community consultation on the
responsible collections and use of samples for genetic research. Retrieved 2008 from National Institute of
General Medical Sciences Web site:

http://www.nigms.nih.gov/ News/Reports/community _consultation.htm.

5T A 2007 Secretary’s Advisory Panel Repor‘t37 recommended that an assessment of the public’s
willingness to participate be made before any funding decision is made and that public engagement occur
throughout all aspects and stages of the research process.

Secretary’s Advisory Committee on Genetics Health and Society. (2007). Policy Issues Associated with
Undertaking a New Large US Population Cohort Study of Genes, Environment and Disease. Washington,
DC: US Department of Health and Human Services.

% In its 2005 report, Translating Research into Cancer Care: Delivering on the Promise, the President’s
Cancer Panel made the following recommendations:

(Rec 17) Clinical and prevention research funders should require community participation early in protocol
design and in research implementation.

(Rec 18) Research results must be shared with the individuals and communities that participate in clinical
trials and other studies.

(Rec 19) Clinical and prevention research grantees should be required to include as part of the grant
application a plan for disseminating and sustaining new interventions into the community.

(Rec 20) Existing community-based participatory research models should be evaluated to determine the
potential for adopting them in other geographic areas and populations.
deainfo.nci.nih.gov/advisory/pcp/pcp04-05rpt/Report Trans. pdf

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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% vaccine Trial Advisory Board (has a national and local focus):
http://gateway.nlm.nih. gov/ MeetingAbstracts/102253013.html;

SELECT National Participant Advisory Board: http://www.crab.org/select/npab.asp. There is a also NCAB
(the HIV national CAB) whose mission is to:

Ensure the groups scientific priorities reflect the pressing needs of the entire spectrum of people with
cancer;

Protect the interests of research subjects;

Represent the interests of the diverse communities impacted by the HIV epidemic;

Adwocate for as broad inclusion as possible into the full range of clinical trials;

Adwvocate for innovative solutions to include traditionally under-represented populations

““The National Institute of Allergy and Infectious Diseases (NIAID) has seven clinical research networks
involving community members, with specific guidelines about membership, responsibilities, and how
principal investigators must interface with the groups.

The AIDS Clinical Trials Group’s Guidelines for Community Advisory Boards. Retrieved March 2007 from
the AIDS Clinical Trials Group Web site: http://aactg.s-3.com/pub/docs/cabquide.htm

4 Terry Beirn Community Programs for Clinical Research on AIDS has a national community
constituency group, made of one member from each CAB. Members represent community issues—
especially those of traditionally underserved groups -- on the scientific committees and protocol teams.
Add Your Voice: Opportunities for Community Participation in HIV/AIDS Research. Retrieved March 2007
from NIAID website: http://www.niaid. nih.gov/publications/pdf/HVAD2005_ addyourvoiceeng.pdf

2 Adult AIDS Clinical Trials Group (AACTG), the Pediatric AIDS clinical trials group (PACTG), the HIV
Prevention trials Network (HPTN) and the IVI Vaccine Trials Network HVTN) each have Community
Constituency Groups, which actively participate in network scientific committees and protocol teams, and
have input in setting research agenda and scientific priorities Add Your Voice (2007)

43 Collyar, D. (2005). How have patient advocates in the United States benefited cancer research?
National Review of Cancer. 5, 73-78.

“ vanchieri C. (1998). Patient advocates help researchers avoid "bumps in the road". J Natl Cancer Inst.
Aug 19;90(16):1193-5.

= Collyar, D. (2005). How have patient advocates in the United States benefited cancer research? Nat
Rev Cancer.Jan;5(1):73-8

% Since its inception, and due to the efforts of breast cancer advocates, the Department of Defense
(DOD) Breast Cancer Research Program (BCRP) has included consumers as full members on all review
and advisory panels and today remains the only Federal agency to mandate consumer involvement. DOD
has now incorporated advocates into each of its research programs, further illustrating the agency’s
ongoing commitment to their participation. They provide “a perspective that is complementary to the
scientific expertise. . . . [It] helps the scientists understand the human side of how the research will impact
the community, and allows for funding decisions that will reflect the concerns and needs of patients, the
clinicians who treat them” (DOD BCRP Website: http://cdmrp.army.mil/pubs/pips/bcpip.pdf)

4 Perotti, J., Railey, E., Smith, M.L., Pope, C. (2006). Role of advocates in research: the Research
Adwvocate Network (RAN) as a model for advocate participation. J Natl Compr Canc Netw. Aug;4(7), 644-
6

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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8 parker, B. (2007). The advocate role in clinical study development and partnering with patient
advocates in your local institution. Cancer Treat Res. 132, 131-41.

9 Martinez, R.A. (2004). Role of research subject advocates in the development of data safety and
monitoring plans. J Investig Med. Nov; 52(7):464-9

%0 Michaels, M., & Collyar, D. Research Advocacy in Traditional Research Settings Questions of Influence
and Legitimacy in Patient Advocacy: Patient-Centered Strategies for Improving Healthcare Quality.
Sudbury, MA: Jones and Bartlett Publishers, Inc. 2008

°1 Grossman SA, Piantadosi S, Covahey C. Are informed consent forms that describe clinical oncology
research protocols readable by most patients and their families? J Clin Oncol 1994;12:2211-2215.

*2 Institute of Medicine. Health Literacy: A Prescription to End Confusion. In Nielsen-Bohiman L, Panzer
A, Kindig DA, eds. Washington, DC: National Academy Pr; 2004.

*3 Davis, Terry C., Williams, Mark V., Marin, Estela, Parker, Ruth M., Glass, Jonathan Health Literacy and
Cancer Communication CA Cancer J Clin 2002 52: 134-149

> Brown RF, Butow PN, Boyle F, Tattersall MH. Seeking informed consent to cancer clinical trials:
evaluating the efficacy of doctor communication skills training. Psychooncology. 2007 Jun;16(6):507-16.

*° Sateren, W. B., et al. (2002). How sociodemographics, presence of oncology specialists, and hos pital
cancer programs affect accrual to cancer treatment trials. Journal of Clinical Oncology, 20, 2109-2117;
Klabunde, C.N., et al. (1999) Factors influencing enroliment in clinical trials for cancer treatment.
Southern Medical Journal, 92, 1189-1193.

*® Cross Cultural Health Care Program, Needs Assessment of Clinical Trial Staff in ENACCT PEP Sites:
Tacoma, WA, Boston MA, and Decatur IL; Seattle; March 2007.

> Strauss, R.P. et al.

%8 The Belmont Report: Ethical Principles and Guidelines for The Protection Of Human Subjects Of
Research. Retrieved 2007 from the Mount Sinai School of Medicine Web site:
http://www.mssm.edu/irb/pdfs/appendix/03.pdf.

% Gostin, L. (1991). Ethical principles for the conduct of human subject research: population-based
research and ethics.Law Med Health Care.19,191-201.

Weijer, C. (1999). Protecting communities in research: Philosophical and pragmatic challenges. Camb Q
Healthc Ethics. 8, 501-513.

60
Israel, B., et al.

® Federman, D., Hanna, K., Rodriguez, L., eds. (2003). Responsible Research: A Systems Approach to
Protecting Research Participants. Washington, DC: Institute of Medicine, National Academies Press.

®2 Flicker S, Travers R, Guta A, McDonald S and Meagher A. Ethical Dilemmas in Community-Based
Participatory

Research: Recommendations for Institutional Review Boards. Journal of Urban Health. Published
Online April 10, 2007.

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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% comis, R. L., et al. (2000). A quantitative survey of public attitudes towards cancer clinical trials [On-
line]. Coalition of National Cancer Cooperative Groups, Cancer Research Foundation of America, Cancer
Leadership Council, and Oncology Nursing Society. Available:
www.cancertrialshelp.org/static_binary/308-9. pdf

Comis, R. L., et al. (2003). Public attitudes toward participation in cancer clinical trials. Journal of Clinical
Oncology, 21, 830-835.

A sample template is as follows:

e What is the problem or issue being studied and why is it important?
Why did the researchers do this particular study?

Who was studied?

How was the study done?

What did the researchers find?

What were the limitations of the study?

What are the practical implications of the study?

e Who should be contacted for more information about the study?

% Fernandez CV, Kodish and Weijer C. Informing Study Participants of Research Results: An Ethical
Imperative IRB: Ethics and Human Research, Vol. 25, No. 3. (May - Jun., 2003), pp. 12-19.

% Israel, B.A., Checkoway, B., Schultz, A., Zimmerman, M. (1994). Health education and community
empowerment: conceptualizing and measuring perceptions of individual, organizational, and community
control. Health Education Quarterly. 21(2), 149-170.

® From Building Community Partnerships in Research, Recommendations and Strategies, Report to the
President from the Secretary, Health and Human Services, February 1998.

®® These are include but are not limited to the following:
e explanation of the nature and purpose of the research and of equipoise in relation to the
particular study
description of procedures to be used
Standard of care as it compares to the treatment under study
potential benefits and risks
appropriate representation of the entire protocol within the document

Note: Currently, all phase lll trials are designed nationally butimplemented locally, whether at a cancer center, a
community hospital, or within a physician practice.
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