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You are receiving this email because you are listed on an active or pending study that has U.S. Food
and Drug Administration (FDA) oversight.  The FDA has issued guidance on the conduct of clinical
trials of medical products during the COVID-19 pandemic, available at:
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-
conduct-clinical-trials-medical-products-during-covid-19-pandemic

The guidance provides general considerations to assist sponsors, investigators, and Institutional
Review Boards in assuring the safety of trial participants, maintaining compliance with good clinical
practice (GCP), and minimizing risks to trial integrity during the COVID-19 pandemic.  Although the
impact of COVID-19 will vary depending on many factors, including the nature of the disease under
study and the trial design, the FDA outlines general considerations for ongoing trials. The guidance
was last updated March 27, 2020.

As the FDA guidance notes, ensuring the safety of trial participants is paramount.  Researchers
should work with their sponsors and consider each circumstance, focusing on the potential impact
on the safety of trial participants, and modify the study conduct accordingly. Study decisions may
include those regarding continuing trial recruitment, continuing use of the investigational product
for patients already participating in the trial, and the need to change patient monitoring during the
trial.  In all cases, it is critical that trial participants are kept informed of changes to the study and
monitoring plans that could impact them.

We ask that you review the information contained in the FDA guidance and consider how it
relates to your ongoing study(ies), including processes to keep trial participants informed of
changes that may impact them.

If you have any questions about the FDA guidance, please feel free to contact Judy McMillan in the
HRPP Compliance Office at mcmill12@msu.edu or by phone (517) 432-4502.

Please note that information and guidance can evolve rapidly as part of the COVID-19 pandemic.
Please visit the FDA webpage for FDA Guidance on Conduct of Clinical trials of Medical Products
during COVID-19 Pandemic for the latest information: https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-
during-covid-19-pandemic

Please visit the MSU HRPP COVID-19 webpage for information related to human research
protection, including modifications. http://hrpp.msu.edu/COVID-19/index.html
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