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Ebook Description: Understanding 32 CFR Part
117

This ebook provides a comprehensive guide to 32 Code of Federal Regulations
Part 117, "Protection of Human Subjects in Research Conducted or Supported by
the Department of Defense." This crucial regulation outlines the ethical
standards and procedural requirements for conducting research involving human
subjects within the Department of Defense (DoD) ecosystem. Understanding 32
CFR Part 117 is vital for researchers, Institutional Review Boards (IRBs),
and anyone involved in DoD-funded or DoD-conducted research involving human
participants. This ebook will clarify the complex regulations, explain their
practical applications, and help ensure ethical and compliant research
practices. It will delve into key areas such as informed consent, IRB review
processes, risk assessment, data privacy, and reporting requirements. The
book aims to be a valuable resource for navigating the intricacies of this
critical regulation and ensuring the protection of human subjects in all DoD
research endeavors.
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Article: Navigating DoD Human Subject Research:
A Practical Guide to 32 CFR Part 117

I. Introduction: Understanding the Importance of 32 CFR Part 117 in DoD
Research

32 CFR Part 117, "Protection of Human Subjects in Research Conducted or
Supported by the Department of Defense," is a cornerstone of ethical research
within the DoD. It establishes a framework that ensures the rights and
welfare of human participants are prioritized in all research activities
funded or conducted by the Department. This regulation is crucial because DoD
research often involves sensitive topics, vulnerable populations, and unique
ethical considerations related to national security. Failure to comply with
32 CFR Part 117 can lead to serious consequences, including research
suspension, funding withdrawal, and reputational damage. This guide aims to
provide a clear and practical understanding of the regulation, enabling
researchers and IRBs to conduct ethical and compliant research.

IT. Key Definitions and Concepts: Establishing a Common Understanding

Understanding the terminology used in 32 CFR Part 117 is crucial for proper
implementation. Key terms include:

Human Subject: An individual about whom an investigator conducting research
obtains (1) data through intervention or interaction with the individual, or
(2) identifiable private information.

Research: A systematic investigation, including research development,
testing, and evaluation, designed to develop or contribute to generalizable
knowledge.

Informed Consent: A process by which individuals voluntarily agree to
participate in research after receiving sufficient information about the
study's purpose, procedures, risks, and benefits.

IRB (Institutional Review Board): An independent committee that reviews
research proposals involving human subjects to ensure ethical compliance.
Minimal Risk: The probability and magnitude of harm or discomfort anticipated
in the proposed research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine
physical or psychological examinations or tests.

ITI. The IRB Review Process: Ensuring Ethical Compliance
The IRB review process is central to 32 CFR Part 117. Researchers must submit
a detailed research proposal to their IRB for review and approval before

initiating any research involving human subjects. This process includes:

Protocol Submission: Submitting a comprehensive research protocol that
details the research objectives, methodology, risks and benefits, informed



consent procedures, and data management plan.

IRB Review: The IRB reviews the protocol to assess its ethical soundness and
compliance with 32 CFR Part 117 and other relevant regulations.

IRB Approval: If the IRB finds the research to be ethically acceptable, it
grants approval. This approval may be full board review, expedited review, or
exempt review depending on the risk level.

Continuing Review: Ongoing reviews are required for studies lasting longer
than 12 months to ensure the continued safety and ethical conduct of the
research.

IV. Informed Consent: Protecting Participants' Rights

Informed consent is a cornerstone of ethical research. 32 CFR Part 117
mandates that researchers obtain informed consent from all participants
before involving them in research. This involves providing participants with
sufficient information to make a voluntary and informed decision about
participation. Key aspects of informed consent include:

Disclosure: Providing clear and understandable information about the research
purpose, procedures, risks, benefits, alternatives, and the participant's
rights.

Comprehension: Ensuring participants understand the information provided.
Voluntariness: Ensuring participants are free from coercion or undue
influence.

Documentation: Maintaining meticulous documentation of the informed consent
process.

V. Risk Assessment and Mitigation: Minimizing Potential Harm

Researchers must conduct a thorough risk assessment to identify potential
harms to participants and develop strategies to mitigate those risks. This
includes considering both physical and psychological risks. Risk mitigation
strategies may include:

Modifying the research design: Adjusting the study to minimize risks.
Providing additional safeguards: Implementing procedures to protect
participants' safety and well-being.

Monitoring participants: Regularly assessing participants' health and well-
being.

VI. Privacy and Confidentiality: Protecting Sensitive Information
Protecting the privacy and confidentiality of research participants is
crucial. 32 CFR Part 117 requires researchers to develop and implement data
security measures to prevent unauthorized access, use, or disclosure of

participants' personal information. This may include:

Data encryption: Protecting data from unauthorized access.



Access controls: Limiting access to data to authorized personnel.
Data anonymization: Removing identifying information from data.

VII. Reporting Requirements and Non-Compliance: Maintaining Accountability

Researchers have an obligation to report any adverse events or unanticipated
problems involving risks to subjects or others to the IRB. Failure to comply
with 32 CFR Part 117 can result in several repercussions, including:

Suspension of research: The IRB or DoD may suspend research activities until
concerns are addressed.

Funding withdrawal: DoD may withdraw funding from non-compliant research
projects.

Disciplinary actions: Researchers may face disciplinary actions from their
institution or the DoD.

VIII. Specific Research Scenarios and Examples: Practical Application of 32
CFR Part 117

This section would provide real-world examples of how 32 CFR Part 117 applies
to different types of DoD research, such as:

Military personnel research: Specific considerations for conducting research
involving military personnel.

Research involving vulnerable populations: Addressing ethical challenges in
research involving vulnerable groups, such as those with cognitive
impairments or mental health conditions.

Biomedical research: Addressing specific ethical and safety considerations
relevant to biomedical studies.

IX. Conclusion: Ensuring Ethical Research Practices in the DoD

32 CFR Part 117 serves as a vital safeguard for protecting the rights and
welfare of human participants in DoD-sponsored research. By understanding and
adhering to the regulations outlined in this part, researchers and IRBs can
help ensure ethical, safe, and compliant research practices. This guide is
intended to provide practical information for navigating the complexities of
this important regulation and contributing to the advancement of knowledge
while upholding the highest ethical standards.

FAQs:

1. What is the difference between 32 CFR Part 117 and other human subjects
research regulations? 32 CFR Part 117 specifically addresses DoD-funded
or conducted research, incorporating unique considerations related to
military personnel and national security.



. Who is responsible for ensuring compliance with 32 CFR Part 1177 Both
the principal investigator and the IRB share responsibility for ensuring
compliance.

. What happens if my research is deemed non-compliant with 32 CFR Part
1177 Non-compliance can lead to research suspension, funding withdrawal,
and disciplinary actions.

. Can expedited review be used for all types of research under 32 CFR Part
1177 No, expedited review is only appropriate for research involving
minimal risk.

. What are some common challenges researchers face when complying with 32

CFR Part 117? Challenges include obtaining informed consent from diverse
populations, managing sensitive data, and navigating complex IRB review

procedures.

. How often does my research need IRB review? Initial review is required
before starting any research, with ongoing review typically needed every
year for studies lasting longer than 12 months.

. What resources are available to help researchers comply with 32 CFR Part
117? Many institutions and the DoD provide resources, training, and
guidance.

. Does 32 CFR Part 117 apply to all types of research, including
observational studies? Yes, it applies to any research involving human
subjects, whether interventional or observational.

. Where can I find the full text of 32 CFR Part 117? The full text is
available on the eCFR website (www.ecfr.gov).
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