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Where did DRLS start?
1972-2009

Paper Forms 2656, 2657, and 2658
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Where did DRLS start?
2004-2009 (Registration only)

FDA Industry Systems 
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Where did DRLS start?
2009 – Present

Structured Product Labeling (SPL) 
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In 2009 SPL was new for DRLS, too!

• Some data entry staff  transitioned to regulatory experts

• Some data entry staff transitioned into SPL /process experts

• Many of us are both!

• Similar to those in industry, everyone here had to learn a new 
way of thinking regarding the entry and retrieval of data. 

• Once we learned, we had to start teaching others. 
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Vision: A complete and accurate Drug Registration and Listing database

Mission: To enable industry to submit complete and accurate registration and listing data and to 

disseminate that data to those who need it.

Values: We are a customer service organization. To that end, it is far more efficient and beneficial to 

the FDA and Office of Compliance missions to spend an hour of time helping a company submit the data to 
us correctly, than to spend many hours seeking enforcement against those who do not. 

Our customers include:

• Industry

• Other FDA offices

• Other government offices (Congress, CMS, DEA VA, etc.)

• Healthcare providers

• Academia

• General public

We will be proactive and collaborative in assisting industry with submitting correct data, but firm in our 
commitment to ensuring compliance.
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That’s Why We’re Here Today!

Here’s what we’re doing to help:

• 2nd Annual SBIA REdI Drug Registration and Listing Workshop

• eDRLS Helpdesk: edrls@fda.hhs.gov

• eDRLS Webpage: www.fda.gov/edrls

• CDER Direct

• NDC Directory

• Drug Establishment Current Registration Site (DECRS)

• The new eDRLS Toolkit!

mailto:edrls@fda.hhs.gov
http://www.fda.gov/edrls
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eDRLS Toolkit
Everything you need in one place

• Brief instructions and explanations of the entire Registration and 
Listing process, including a glossary of terms

• Helpful hints to get your submissions correct the first time

• Troubleshooting tips when you don’t get it right

• Links to all the helpful resources, lookups, SPL applications, data 
publications

• Email inks to more than one help desk to get you the assistance 
you need
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What else is new to eDRLS?

Today you’ll hear about:

• NDC Reservation

• Listing Certification

• The latest validations put in place for both Registration 
and Listing

• The latest enhancements to CDER Direct
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Today’s Learning Objectives:

1. Describe drug establishment registration and drug 
listing requirements under food, Drug and Cosmetic Act

2. List all the available free tools through FDA to submit 
registration and listing information

3. List all the required data for drug establishment 
registration with FDA

4. List all the required data for drug listing with FDA
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Thanks to all our registrants for attending

In person and online

We hope you find today useful, educational, 
and time worth spent




