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Good morning ,
 
It appears that you are having difficult filling out and submitting Form FDA 3674.  Attached is
a copy of the form and the instructions that go along with it.  This form is electronically
fillable and may be submitted along with an application to FDA.  If you are having problems
with the process for the electronic submission of your application, I would suggest you contact
the regulatory project manager within the product review division you are working with.  They
would be the most appropriate resource for how to submit your application.
 
I hope this information is helpful. 
 

Patrick J. McNeilly, Ph.D.
Senior Health Policy Analyst

 

Office of Good Clinical Practice
U.S. Food and Drug Administration

        

 
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: Friday, December 29, 2017 11:24 AM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject:   FDA form 3674 certificate of compliance
 
Hi,
 






