Changes to the Common Rule


On January 19, 2017, sixteen federal agencies, including the Departments of Health and Human Services and Labor, published the first revision to the federal regulations governing the protection of human subjects participating in research since 2005. These regulations, often known as the “Common Rule,” have been in place since 1991 and apply to all research that is conducted, supported, or regulated by the federal government. The amended regulations are scheduled to take effect on January 19, 2018. However, cooperative research projects (mandated single IRB review) have been given an additional two years to comply.  The new regulations do not impact studies approved prior to January 19, 2018.

The amended regulations update only the basic human subject protections in Part A of the Common Rule; the special safeguards for pregnant women, fetuses, prisoners, and children were not changed. The revisions to the Common Rule do not affect the human subject protection rules published by the Food and Drug Administration (“FDA”).

Major changes in the amended regulations include the following: (1) requirements for informed consent, (2) broad consent for research with biospecimens or individually identifiable data, (3) research exempt from the Common Rule, (4) authorization for a single institutional review board (“IRB”) for cooperative research, (5) criteria for IRB approval of research, and (6) ongoing IRB review of research. In addition, the amended regulations contain several provisions intended to harmonize with the privacy regulations of the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) and avoid overlaps.
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The NYS Department of Health Institutional Review Board (IRB) is working to interpret the new Common Rule elements and update the Institution's policies and procedures to accommodate the changes while maintaining a high-level of research subject protection.  The IRB may seek feedback from the research community as we prepare to implement the revised Common Rule by January 19, 2018.

Check this website and DOH News periodically for new information.  We will continue to add information through January 2018, as it becomes available.   

