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Subject: Form 1572 completion question/ dating the 1572
Date: Wednesday, April 06, 2016 6:29:54 AM

Good morning –
 
The date on the form can be typed and the physician can sign electronically or by hand.
 
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: Tuesday, April 05, 2016 4:15 PM
To: OC GCP Questions
Subject: Form 1572 completion question/ dating the 1572
 
Hello,
 
Is it acceptable for the form 1572 to be completed electronically, including the date, and then
printed and signed, or must the PI’s date also be handwritten by the PI at the time of signing?  Upon
review of the 1572 guidance document and FAQs, it notes “The completed form must be signed and
dated by the investigator (either by hand or using an acceptable electronic method).”
 
Thanks in advance if you can clarify this guidance and whether a typed date is considered an
acceptable electronic method.
 
Kind regards,

 
 

 




