From: OC GCP Questions

Sent: Monday, December 19, 2016 5:10 PM
To: I
Subject: RE: Where do | submit Form 33457

oco I

| believe that you may be referring to the Disclosure Statement or Form FDA 3455. The Form FDA 3455
(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). The forms are submitted to FDA as a part of the associated marketing application.

We have a useful guidance on “Financial Disclosure for Clinical Investigators” that is available on FDA's website that may be of

interest to you: http://www.fda.gov/downloads/regulatoryinformation/guidances/ucm341008.pdf.

| hope that this information is useful.

Sincerely,

Bridget A. Foltz, M.S., MT(ASCP)
Health Scientist Policy Analyst

Office of Good Clinical Practice (OGCP)
Office of Special Medical Programs (OSMP)
Office of the Commissioner (OC)

U.S. Food and Drug Administration

Tel: 301-796-8348

bridget.foltz@fda.hhs.gov
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This communication is consistent with 21 CFR 10.85 (k) and constitutes an informal communication that represents my best judgment at this time but does
not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency
to the views expressed.

This e-mail message is intended for the exclusive use of the recipient named above. It may contain information that is protected, privileged, or confidential,
and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the intended recipient, any
dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail message in error, please e-mail the sender immediately

at bridget.foltz@fda.hhs.gov

From:

Sent: Wednesday, December 14, 2016 2:36 PM
To: OC GCP Questions

Subject: Where do | submit Form 3345?

Hello,
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| am the principal investigator on a - pilot study that was recently IRB approved (we have not started enrolling yet). |
completed and submitted FDA Form 3345 as part of my IRB application to disclose my proprietary interest in the use of the
device we are utilizing. | presume | also need to submit this form to the FDA. To where do | submit it and how does this process

work?

Thank you kindly,
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