Board Member’s Checklist (Protocol)
Choose an item. This protocol has scientific value: Issues to consider: Does the background
information support the need for the study? Is this study needed to provide new or
additional information on the research question? If successful, will the study increase
scientific understanding of the research question? [Potential points to discuss: Is the
need for this study adequately described? Is the study question, specific aims or
hypothesis clear and concisely stated? Does the study design appear appropriate? If
successful will this study provide new or additional information and increase
scientific understanding?]
Choose an item. Risks to subject are minimized: 45 CFR 46.111 (a)(1). Issues to Consider: What
material such as specimen, records, or data will be obtained from subjects as part of
this research? Will the material or data be obtained specifically for research purposes
or whether use will be made of existing specimens, records, or data? What
procedures will be used to collect data? Are the procedures for research purposes
only or would the subject be exposed to these procedures, such as for clinically
indicated care, regardless of their participation? Does the informed consent clearly
state that for Phase 1 clinical trials the purpose includes evaluating the safety and
effectiveness of the intervention? Does the research design minimize risks to
subjects? What procedures will be used to monitor risks and are they adequate?
What are the alternatives to participation that subjects could consider?
Choose an item. Risks to subjects are reasonable in relation to anticipated benefits, if any, to
subjects, and the importance of the knowledge that may reasonably be expected
to be gained: 45 CFR 46.111(a)(2). Issues to consider: What are the potential
physical, psychological, economic and other risks associated with participation in the
study and their consequences to the study subjects? Will subjects be exposed to these
risks only as a result of participation in this research or whether they would also be
exposed to the risk regardless of their participation? What are the direct benefits to
individual subjects? Are the risks to subjects are reasonable in relation to the
anticipated benefits to the subjects and others?
Choose an item. Subject selection is equitable: 45 CFR 46.111(a)(3). Issues to consider: What are
the characteristics of the subject population including number, age range, and health
status? Are the criteria for inclusion and exclusion appropriate? Is the number of
subjects to be enrolled appropriate? Does the study exclude individuals based on age,
ethnicity, or gender? Is such exclusion appropriate and adequately justified? How
will subjects be identified? Are the plans for the recruitment of subjects, including
recruitment strategies for women and minorities appropriate?
Choose an item. Additional safeguards required for subjects likely to be vulnerable to coercion or
undue influence: 45CFR46.111(b). Issues to consider: Does the study involve
special classes of subjects such as children, pregnant women, fetuses, socially or
economically disadvantaged persons, persons with limited capacity to provide
consent, institutionalized individuals, prisoners, or others who may be considered
vulnerable populations? Is the rationale for the involvement of such special classes of
subjects appropriate? Are the protections that will be in place to protect such special
classes of subjects adequate and appropriate? How will the capacity of individuals
who are or potentially may be cognitively or psychologically impaired, or who
otherwise have a limited capacity to provide consent for reasons other than age to
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provide consent be assessed? Is the assessment appropriate?
Informed consent is obtained from research subjects or their legally authorized
representative: 45CFR46.111 (a)(4-5). Issues to consider: Is the process for
obtaining informed consent appropriate? Under what circumstances will informed
consent be sought and obtained, from whom will consent be obtained, who will obtain
informed consent, what is the nature of the information to be provided to prospective
subjects, and how will consent be documented? Are all the required elements and all
necessary additional elements present in the informed consent? Is the IRB being
asked to waive or alter any elements of consent and if so is there appropriate
justification? Is the consent understandable to the subjects? If children are
participants, will assent be obtained, and if so, will it be written or oral and is it
appropriate?
There are adequate provision for monitoring the data to ensure subject safety:
45 CFR 46.111(a)(6). Issues to consider: Is the planned data and safety monitoring
procedures for protection against or minimizing potential risks adequate? Are
appropriate test, measurements or procedures, and their frequency being performed to
monitor subject safety? Is the person who will periodically review the aggregate
(study wide) data across all study subjects and what is the frequency of this
assessment? Is the person who will review subject specific data is becomes available
appropriate? Is the procedure to report adverse events and any medical or
professional intervention in the event of adverse effects to subjects adequate? Will a
Data Safety Monitoring Board oversee this study and if so are the composition of the
Board and the frequency of its assessments appropriate?
The provisions to protect the privacy of subject and maintain data
confidentiality is adequate: Issues to consider: Will personally identifiable research
data be protected to the fullest extent possible? Does the protocol present any special
privacy or confidentiality issues such as the use of genetic information?
The provisions to protect the privacy of subjects and maintain data
confidentiality are adequate: 45CFR46.111(a)(7). Issues to consider: What
personally identifiable information that will be collected as part of this study? Are the
plans to protect personally identifiable information and study data from improper use
or disclosure adequate? Who will be authorized to use or disclose this information
and to whom this information could be released to and why? Is this appropriate?
Does this study present any special privacy or confidentiality issues such as the use of
genetic information and if so are the provisions to maintain the privacy and
confidentiality of this information adequate? What will be done with the personally
identifiable information, data and material once the study is complete?
The investigators are qualified by experience and training to conduct the study.
Subjects will be exposed to ionizing radiation above that necessary for usual
care.
An IND (investigations new drug) number is needed for this study.
This study involves a significant risk device. A significant risk device is an medical
device that presents a potential for serious risk to the health, safety, or welfare of the
subject; is intended for use as an implant; purported or represented to be used in
supporting or sustaining human life; or is intended for that is of substantial
importance in diagnosing, curing, mitigating, or treating disease or otherwise

preventing impairment of human health.

