
From: OC GCP Questions
To:
Subject: 100% review of ICFs
Date: Thursday, May 04, 2017 9:56:00 AM
Attachments:

Good morning –
 
Please see FDA’s guidance document on monitoring.
 
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM269919.pdf
It states --
 
A. Identify Critical Data and Processes to be Monitored --
 
Sponsors should prospectively identify critical data and processes that if inaccurate, not performed, or
performed incorrectly, would threaten the protection of human subjects or the integrity of the study results.
As examples, the following types of data and processes should ordinarily be identified as critical:
 
• Verification that informed consent was obtained appropriately [Emphasis added]
• Adherence to protocol eligibility criteria designed to exclude individuals for whom the investigational
product may be less safe than the protocol intended and to include only subjects from the targeted study
population for whom the test article is most appropriate
• Procedures for documenting appropriate accountability and administration of the investigational product
(e.g., ensuring the integrity of randomization at the site level, where appropriate)
• Conduct and documentation of procedures and assessments related to
– study endpoints
– protocol-required safety assessments
– evaluating, documenting, and reporting serious adverse events and unanticipated adverse device effects,
subject deaths, and withdrawals, especially when a withdrawal may be related to an adverse event
• Conduct and documentation of procedures essential to trial integrity, such as ensuring the study blind is
maintained, both at the site level and at the sponsor level, as appropriate, referring specified events for
adjudication, and allocation concealment…
 
Since this guidance states that verification that the informed consent is obtained appropriately is a critical
element to monitoring, it may be appropriate to conduct 100% verification of the informed consent
documents.
 
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: Thursday, May 04, 2017 9:30 AM

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM269919.pdf


To: OC GCP Questions
Subject: Re: 100% review of ICFs
 
I know the sponsor has to keep the ICFs.  My question was would FDA expect a
sponsor's  monitor to review 100% of all ICFs or can the monitor do a spot check
of some of them.
 
On Thu, May 4, 2017 at 8:17 AM, OC GCP Questions <gcp.questions@fda.hhs.gov> wrote:
Good morning –
 
Sponsor must retain 100% of informed consent forms for any given study as they are considered source
documents.
 
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: Wednesday, May 03, 2017 2:08 PM
To: OC GCP Questions
Subject: 100% review of ICFs
 
Hi,
 
Would FDA expect a sponsor to SDV 100% of informed consent forms for a given
study?
 
Thank you.
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