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Attachments: ]

Good afternoon —

The regulations require that study records be adequate and accurate - which is very broad. (See 21
CFR 312.62 and 812.140.) They do not specify what color ink should be used in research. If
handwritten, it needs to be in pen, not pencil, however, so that any change is made in a way that is
obvious.

A number of years back, an FDA BIMO staff member coined the acronym ALCOA to describe what is
expected of data, and the industry readily adopted it. A = attributable, L = Legible, O = original, C =
contemporaneous, and A = accurate. While the old norm for source documents was handwritten notes
in the subject's file, PDAs, laptops, etc. have rapidly changed that world, so as long as the data
accrued has the integrity required, the means of capturing it is not proscribed but flexible.

There is no FDA requirement that the same pen color be used by both the subject and the investigator.
Documentation of the informed consent signing and process is important.

It might be helpful to review FDA’s guidance on informed consent.
Search for FDA Guidance Documents > A Guide to Informed Consent - Information Sheet
Kind regards,

Doreen M. Kezer, MSN

Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
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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: Tuesday, May 09, 2017 2:34 AM
To: OC GCP Questions

Subject: Signing consent

Hi,

Sorry to bother you with this trivial query but there is disagreement about the requirement of the
participant signing with the same pen as the Investigator. Is this a directive of the FDA? If so where
in the guidance is it? If not, then how are we as a site to prove that the participant signed it at the
site with the Investigator when all it would be required would be to document it in the source which


https://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm

may not be true?

Best Regards,





