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Selected Documents on International
Ethical Conduct, Federalwide
Assurances, and OHRP Compliance

in Academic Research
(April 1, 2023 - March 31, 2024)

Regulations and Ethical Guidelines

e Index to 45 CFR Part 46

® 45 CFR Part 46: Protection of Human Subjects

e The Declaration of Helsinki, October 2013

® The Belmont Report

e The Nuremberg Code

e International Ethical Guidelines for Biomedical Research Involving
Human Subjects (Council for International Organizations of
Medical Sciences (CIOMS))

Federalwide Assurances

e Terms of the Federalwide Assurance

e Step-by-Step Instructions for Filing a Federalwide Assurance (US
and Non-US Institutions)

e Application for Filing a Federalwide Assurance (US and Non-US
Institutions)

e Frequently Asked Questions on the Assurance Process

e OHRP Guidance on Engagement of Institutions in Human Subjects
Research

Office for Human Research Protections (OHRP)
Compliance Oversight

e Human Subjects Regulation Decision Charts

e OHRP Compliance Oversight Procedures for Evaluating
Institutions

e OHRP Compliance Oversight Activities: Determinations of
Noncompliance
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