3

V.

For the best experience, open this PDF portfolio in
Acrobat X or Adobe Reader X, or later.

Get Adobe Reader Now!



http://www.adobe.com/go/reader


From: OC GCP_Questions

To: -
Subject: unblinding responsibilities
Date: Wednesday, September 26, 2018 9:28:00 AM

Attachments: | ]

Good morning —

| am not aware of a FDA regulation regarding double blinding and the requirement to notify trials subjects of their
assignments after the trial is completed. This information should be outlined or explained in the protocol as well as
discussed in the informed consent document. The sponsor and the IRB should be aware of future unblinding.

ICH E-6(R2) "Good Clinical Practice Consolidated Guidance" (available at
https://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R2__Step_4 2016 _1109.pdf)

See Section 4.7 -discusses unblinding
Randomization Procedures and Unblinding--

The investigator should follow the trial's randomization procedures, if any, and should ensure that the code is broken
only in accordance with the protocol. If the trial is blinded, the investigator should promptly document and explain to

the sponsor any premature unblinding (e.g., accidental unblinding, unblinding due to a serious adverse event) of the
investigational product(s).

If the sponsor is unsure as to whether he/she should release unblind the study, please have the sponsor contact the
regulatory project manager (RPM) of the IND at FDA.

Kind regards,

Doreen M. Kezer, MSN

Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA

ipry U.S. FOOD & 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.

rrom:

Sent: Tuesday, September 25, 2018 1:50 PM
To: OC GCP Questions <gcpquestions@fda.hhs.gov>
Subject: unblinding responsibilities

Dear FDA,

Concerning a double-blinded investigational drug trial, are there any rules regarding site or sponsor
responsibilities notifying trial participants of their assignments after the trial is completed?

| had been under the impression, that the site was required to contact trial participants, once the blind was
lifted, to let them know if they were on trial product or placebo.

Can you help me?

Kind regards,
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