From: OC GCP Questions

To: I
I GCP Inspections - [
Date: Tuesday, February 27, 2018 9:43:00 AM

Attachments: ]

Good morning —
FDA does not perform inspections upon request.

While we cannot endorse/recommend non-government entities, you may find the professional societies
listed below to be useful. These include: the Association of Clinical Research Professionals (ACRP)
(www.acrpnet.org/), the Society of Clinical Research Associates (SOCRA) (www.socra.org/), the
Regulatory Affairs Professionals Society (RAPS) (www.raps.org/personifyebusiness/), and the Drug
Information Association (DIA) (www.diahome.org/DIAHome/Home.aspx),

Kind regards,

Doreen M. Kezer, MSN

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

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.

From:

Sent: Friday, February 23, 2018 12:54 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Cc:

Subject: GCP Inspections - I

Good Afternon!

My name is
* a CRO located in the state 0 that performs studies of safety
and efficacy in cosmetic products .

We are interested on be Inspected by the FDA in GCP. How can we start this process?

If FDA does not perform inspections upon request could you please tell me where we could
find GCP inspection Organizations that could assist us ?


mailto:/O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS/CN=GCPQUESTIONS
http://www.acrpnet.org/
http://www.socra.org/
http://www.raps.org/personifyebusiness/
http://www.diahome.org/DIAHome/Home.aspx

Any information will be appreciated.

Thank you very much in advance,





