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Attachments:

Good afternoon –
 
There is useful clinical trial information on our web site. Please see the link below.
Clinical Trials and Human Subject Protection
 
Also you may wish to review FDA’s guidance on protecting the welfare of research subjects.
 
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM187772.pdf
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 

 
This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is an
informal communication under 21 CFR 10.85(k) which represents the best judgment of the employee
providing it. This information does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the views expressed.
 
 
 
 
From:  
Sent: Monday, April 03, 2017 5:33 PM
To: OC GCP Questions
Subject: community hospital research
 
Hello,
 
I am the CNO at a small community hospital in Miami. We have been asked to participate in a clinical
drug trial through an outside sponsor. I was wondering if you have any resources to help me through
this process to ensure we protect the subjects. I’ve been researching what type of policies would be
beneficial to have in place and trying to find information on what we need to consider to participate.
Any assistance would be helpful. Thank you,
 

 

 

 

https://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/default.htm
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM187772.pdf


 
 




