
From: OC GCP Questions
To:
Subject: Informed consent
Date: Monday, February 13, 2017 8:32:00 AM
Attachments:

Good morning again –
 
White-out should never be used on clinical study documents.
 
The acceptable method to make changes or corrections in study documents are described below.
 
The FDA recognized ICH E6: Good Clinical Practice: Consolidated Guidance, available at
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf , does include the following
recommendations:
 
Section 4.9.3: "Any change or correction to a CRF should be dated, initialed, and explained (if necessary) and should not obscure the original
entry (i.e., an audit trail should be maintained); this applies to both written and electronic changes or corrections (see section 5.18.4(n)).
Sponsors should provide guidance to investigators and/or the investigators' designated representatives on making such corrections. Sponsors
should have written procedures to assure that changes or corrections in CRFs made by sponsor's designated representatives are documented,
are necessary, and are endorsed by the investigator. The investigator should retain records of the changes and corrections."
 
Generally, the change should be crossed out with a single line, initialed, dated in real time, and explained by writing “error” without obscuring the
original document.
 
For more complicated corrections, a note to file might be appropriate. Document your corrections with a note to file, including how you followed
up with the subject.
 
You also may want to develop a standard operating procedure (SOP) for all study staff to follow with regard to corrections. This will minimize
inconsistencies. Make sure that the corrections you describe are in line with your institution's policies and procedures.
 
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, February 13, 2017 7:38 AM
To: OC GCP Questions
Subject: RE: Informed consent
 
Thank you for the information.
 
Scanning may not disclose if any whiteouts were used.
This is my concern as to scanning the Informed consents.
 
 
Thanks,

 

 
 
 
 

From: OC GCP Questions [mailto:gcp.questions@fda.hhs.gov] 

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
mailto:gcp.questions@fda.hhs.gov


Sent: Monday, February 13, 2017 7:21 AM
To: 
Subject: Informed consent
 
Good morning --
 
Your email was forwarded to FDA’s OGCP queries box.
 
Scanning copies of original consent documents may not conflict with FDA regulatory requirements; such scanned copies may be considered
"Certified Copies." The term "Certified Copy" is defined in FDA's Final Guidance Computerized Systems Used in Clinical Investigations as: "A
certified copy is a copy of original information that has been verified, as indicated by a dated signature, as an exact copy having all of the same
attributes and information as the original." See: www.fda.gov/OHRMS/DOCKETS/98fr/04d-0440-gdl0002.pdf
 
However, you may want to check with your sponsor to make sure that they are in agreement with what you are doing.
 
The scanning of study records to CDs and/or pdf files is acceptable for clinical trials provided the scanning process ensures that the resulting
copy contains all of the original attributes and information found in the original records and someone certifies, after verification, that the records
are an accurate and complete reflection of the original.
 
If you wish to use the scanned copies in lieu of the paper source data, (i.e. destroy the paper source data) then the scanned copies would have
to meet the definition of a certified copy as described in our guidances. If you wish to retain these copies in electronic form in lieu of paper your
computer system would have to comply with part 11.
 
In many scanning operations it is customary for the individual or company performing the copying to include a signature page attesting to the
accuracy and completeness of the filmed records. This would satisfy the requirement for a certified copy
 
A few guidance document links that might be helpful to you are listed below.
 
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM328691.pdf
 
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm125125.pdf
 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf%20Please%20see%20section%201.51
Please see sections 1.51 and 1.52.
 
I hope this information is helpful. Please contact us again at gcp.questions@fda.hhs.gov should you have additional questions.
 
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: Friday, February 10, 2017 1:02 PM
To: Melvin, Marsha *
Subject: Informed consent
 
Hi,
 
Not sure if you are the person to be contacted.
My question is- Can an original Informed Consent  be shredded after scanning on the Institutes secured Data system?
 
Thanks,
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