From: OC GCP Questions

To: I CD:R DRUG INFO

Ce: I

Subject: RE: FDA form 3455

Date: Wednesday, December 14, 2016 1:38:23 PM
Attachments:

ocor [

The Form FDA 3455 or Disclosure Statement
(http://www.fda.gov/downloads/aboutfda/reportsmanualsforms/forms/ucm048310.pdf) is to be
completed by the Applicant or party who submits the marketing application to FDA. The applicant is
responsible for submitting the required Certification (Form FDA 3454, when there are no disclosable
financial interests) or Disclosure Statements (when there are disclosable interests). We have a useful
guidance on “Financial Disclosure for Clinical Investigators” that is available on FDA’s website:
http://www.fda.gov/downloads/regulatoryinformation/guidances/ucm341008.pdf.

I hope that this information is helpful.

Sincerely,

Bridget A. Foltz, MS, MT(ASCP)

Policy Analyst, Office of Good Clinical Practice

Office of the Commissioner, Food and 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.

From:

Sent: Monday, December 12, 2016 5:55 PM
To: CDER DRUG INFO; OC GCP Questions
Cc:

Subject: FDA form 3455

Hello,
| am trying to confirm if an investigator needs to complete the FDA form 3455, and able to write in
No/None/NA directly on the form. According to the guidance this is for the sponsor to fill out, not

the individual investigator, will you please confirm.

Thank you.








