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Good morning —

Please see FDA;s Generic Drug webpage below.

Generic Drug User Fee Amendments > Generic Drug User Fee Cover Sheet and Payment Information
You will have to email CDERCollections@fda.hhs.gov directly or call 301-796-7900 to receive help to
your question. This is not the correct office.

Kind regards,

Doreen M. Kezer, MSN

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

(p2Y 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.
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To: OC GCP Questions <gcpquestions@fda.hhs.gov>

Subject: HOW TO PROCURE DUNS NUMBER FOR FOREIGN ORGANISATION
Importance: High

Dear Sir,
Thank you a lot for your precious help.
I will need your help again to bring clarifications on the following subjects.

Regarding the data to provide a copy of the Generic Drug User Fee Cover Sheet , | understand that
as a new and foreign organization ,we will have to create a user fee account ,in the process of filling
up the online form, they asked me to provide an Employer Identification Number, Afterwards, |
understand that as a foreign business we have to obtain a DUNS number.

My first question is whether there is difference between EIFIN or FEl and DUNS number?

Secondly, How can obtain a DUNS or FEI number?
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Thank you in advance for your assistance.

Best regards
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