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Who Should Register its Establishment with FDA ?

▪ All owners or operators of drug manufacturing establishments are required to register their establishments 
with FDA and list each drug manufactured at their establishment(s) that is intended for commercial and 
distribution in USA.

• Domestic establishments should be registered with FDA no later than 5 calendar days after beginning their
operations in USA.

• Foreign establishments should be registered with FDA before importing their drugs is to the United States of
America.

• Establishments registration should be renewed annually with FDA between October 1 and December 31.

• Drugs’ listing should be updated twice each year with FDA in June and December if their information has
changed.

▪ Changes to the registered establishment information should be communicated to the FDA within 30 days
when there is a closure or sell of the establishment (De-Registration), changes in the establishment's name or
physical address, changes in the name, mailing address, telephone number, or email address of the official
contact or the United States agent.



Who Should Not Register its Establishment with FDA ?

The following establishments do not require to be registered with FDA:

✓ Pharmacies, hospitals, clinics that dispense prescription drugs to fill patients’ prescriptions and Do not 
manufacture, repack, relabel or salvage drugs other than in the regular course of their business of 
dispensing or selling drugs at retail.

✓ Licensed practitioners who prescribe or administer drugs and who manufacture, repack, relabel or salvage 
drugs for use only in their professional practice.

✓ Companies or individuals that manufacture, repack, relabel or salvage drugs solely for use in research, 
teaching or chemical analysis and not for sale.

✓ Manufacturers, repackers and relablers of certain inactive ingredients such as excipients, colorings, 
flavorings, emulsifiers, lubricants, preservatives or solvents that become components of drugs.

✓ Storage facilities that do not perform any manufacturing function.



Why FDA Requires Establishments Registration?

FDA requires companies to register their establishments and list their drugs  because they 
use that information for:

✓ Drug establishment inspections
✓ Post-market surveillance
✓ Counterterrorism
✓ Recalls
✓ Drug quality reports
✓ Adverse event reports
✓ Monitoring of drug shortages and availability
✓ Supply chain security
✓ Drug import and export
✓ Identification of products that are marketed without an approved application



▪ Establishments registration and drugs’ listing ( Labeler code) are submitted 
electronically to FDA using structured product labelling (SPL) format. 

▪ After successful establishment registration and fee payment, FDA assigns facilities a 
unique FDA registration number (FEI number).

▪ FDA Drug establishment registration and Labeler code are two different requirements;
each manufacturer must submit a separate SPL for establishment registration and
labeler code request.

▪ FDA Establishment registration is site-specific, and each manufacturing location must
register separately and have its own DUNS number; FDA assigns a unique FEI number
for each location.

▪ Labeler code is not site-specific but company-specific; if a company has a labeler code
for its corporate office and has multiple locations or subsidiaries, the same labeler
code can be used for all locations.

How to Register the Establishment with FDA?



The following information is required for establishment registration with FDA:

✓ Name of the company and complete address of manufacturing /Packaging 

/Processing/Testing facility.

✓ Name of the contact person, telephone, and email

✓ DUNS number for the facility

✓ Business operation information

✓ US Agent information for foreign facilities.

Please note, drug establishment registration and FDA approval are two different aspects; registration is one of 
the mandatory requirements for manufacturing, testing, process, and packing facilities. However, FDA approval is 
required before a drug can be imported into the US.

How to Register the Establishment with FDA?



GRP Services for Establishment Registration with FDA

➢GRP offers a full package that supports both domestic and foreign companies 
register and/or renew their establishments and list their drugs with FDA. 

➢GRP full package include the following services:
▪ Provide assistance with obtaining a DUNs number, obtaining the FEI number, and the 

preparation and submission of the Establishment Registration. 
▪ Provide support till the establishment registration status appears on the FDA website.
▪ Provide support if shipments are on hold due to noncompliance with FDA registration and 

listing requirements.
▪ US Agent for foreign companies

GRP Advantages:
- Competitive registration fees with the highest quality of service.
- Discounts for multiple facility registration
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Thank you

For additional information please contact us at:

Global Regulatory Partners, Inc.

550 Cochituate road, East Wing, 4th floor

Framingham, Massachusetts, 01701, USA

Phone 781-672-4200

Email: info@globalregulatorypartners.com
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