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"Certified Copy means a copy of original information that has been verified, as indicated by dated signature,
as an exact copy having all of the same attributes and information as the original."
 
The use of certified copies as described above generally applies to situations where original records are
copied to a different media for archiving purposes and the originals are destroyed. However, if it is decided
to have a certified copy substitute for the original, it would be desirable to have a "standard operating
procedure" (SOP) describing how such copies would be made, verified, and documented. The person who
certifies the copy as an accurate and complete representation of the original, having all of the same
attributes and information should be the same person who actually made the copy from the original.
Certification should be accomplished by having the person who makes the copy, sign or initial and date the
copy to indicate it meets the requirements of a certified copy as described above. This should be described
in the SOP and can be accomplished by initialing and dating each copy or by initialing and dating a
document certifying copies in bulk. Whichever method is used the SOP should describe the procedure.
(There are many ways to accomplish this, and the procedures described above are only suggested
examples.)
 
Burning a CD at the end of the study, converting e-mails into a PDF format or adopting a procedure to make
certified copies are all acceptable methods to achieve study related documents. (FDA does not have any
regulatory requirements as to the type of CD or DVD that might be used to preserve information
(presumably to meet the regulatory requirements concerning clinical data/records). A company just needs
to make certain that whatever media it uses does so in a manner that preserves the integrity of the original
data/information.
 
The guidances listed below might be helpful to you.
Part 11 -Electronic Records -
www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126953.pdf
Computerized Systems Used in Clinical Investigations -
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM070266.pdf
Electronic Source Data in Clinical Investigations -
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM328691.pdf
 
I hope this is useful.
 
Sincerely,
Bridget A. Foltz, MS, MT(ASCP) 
Policy Analyst, Office of Good Clinical Practice 
Office of the Commissioner, 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: Monday, September 19, 2016 9:59 AM
To: OC GCP Questions
Subject: RE: Trial Master Files - what falls under 21 CFR 11











 
I hope that this information is helpful.
 
Sincerely,
Bridget A. Foltz, MS, MT(ASCP) 
Policy Analyst, Office of Good Clinical Practice 
Office of the Commissioner, 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, September 09, 2016 9:59 AM
To: OC GCP Questions
Subject: Trial Master Files - what falls under 21 CFR 11
 
To Whom It May Concern:
 
If we are wanting to keep our Trial Master file in an electronic folder that is secure with limited access and
backed-up, but not in a software system (manual creation of documents and scanned documents), how
would we comply with the audit trail requirement, or does this only apply to software?
 
Sincerely,


          
 


This email and any attachments may contain confidential information to be used only by the
intended recipient. Email communications are not considered secure. If you are NOT the intended
recipient, please notify the original sender with a copy to hipaa.security (at) jaeb.org and destroy the
message.     









