
From:
To: OC GCP Questions
Subject: Re: FDA guidance on consent waiver for minimal risk trials
Date: Thursday, September 14, 2017 12:04:06 PM

Hi Ms. Norden,

This is not about a specific trial it was just a question we thought might come up in a future
trial and we wanted to be prepared. Based on your response I guess this would need to be
decided on a case by case basis.

Thanks!

 

 

On Thu, Sep 14, 2017 at 11:16 AM, OC GCP Questions <gcp.questions@fda.hhs.gov> wrote:

Hi 

 

FDA would need more information about the specific drug trial to be able to respond to your
question.  Please contact the appropriate Center listed on pages 4-5 of the guidance for
assistance with questions about implementing the recommendations in the guidance for a
specific clinical investigation. 

 

Best regards,

Janet Norden

Office of Good Clinical Practice, FDA

301-796-1127

janet.norden@fda.hhs.gov

 

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

mailto:gcp.questions@fda.hhs.gov
mailto:gcp.questions@fda.hhs.gov
tel:(301)%20796-1127
mailto:janet.norden@fda.hhs.gov


formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
views expressed.

 

 

From:  
Sent: Wednesday, September 13, 2017 3:29 PM
To: OC GCP Questions
Subject: FDA guidance on consent waiver for minimal risk trials

 

Hi,

 

We were reviewing with our staff the attached guidance released this summer on consent
waivers in clinical trials with minimal risk. Can minimal risk also correlate to the same risk as with
treatment with a comparator drug?

 

Can you comment on this in regards to this guidance?

 

Thanks so much!
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