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Good morning –
 
I can’t specifically answer your question. In general, all drugs being administered under an IND protocol
should be dispensed and administered by a qualified medical professional and guided by state and local
laws where the research is being conducted.  Please consult the state or country officials where the
research is being conducted.
 
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: Sunday, December 17, 2017 9:43 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: Hi
 
Hello Madam,
 
Regarding IV drug administration I have a question.
 
I understand, in United States hospital settings a registered nurse is required for IV drug start
and stop service.
 
My question is, in a clinical trials involving  IV drug,  does a foreign medical graduate is
eligible to perform these duties if delegated by PI?
 
In other words - Does anybody apart from a registered is eligible to perform these duties if
delegated by PI.
 
Thanks 
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