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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

EDA | ONLINE ACCOUNT
XN  ADMINISTRATION (OAA)

FDA Industry Systems

0021/2018 Ses FURLS Medical Devise Regsstiaton and Listing Module (DRUM) will be unavailabie from 6:00 PM Eastecn Daxlight Time (EDT) o0 Thursdar, Sentember
27,2018 10 6.00 AM EDT on Monday, October 1, 2018,

092172018 Ses System Mamtenance betwesn 9:00 PM Bastern Daviight Time (EDT) on Friday, $ep 28, 2010 and .00 AM DY on Mondey, Oct 1, 2018

09192017 Ses FDA published the revised guidance. Registration and Product Listing for Owners and Operators of Domestic Tobucco Product Istablivhments. Click
hare Tor detads

022017 Soe Informanon regardng Tobecco Registranon and Product Listing for manutaciuress impectied by recent natural disasters, Chok here tor detally

Login Getting Started

Existing acoount hoiders. anter your account 1D & password To make subresscns o FOA (0.9, Food Facitty Registration, Pror Noboe, ¢15 ) you mus! first create an
sccourt Se‘ec! ‘Cragis New Account” towards the bothom el ude of Svs -
Aceoum D matiois g g Fea
If you avsady have an accaunt enter your account 1D and password
WARNING: You are sctessing o U S Government infurmaton system. The system usage may e
Fasswurd mankored recarded, and subject o audd. Unauthonzed use of the system & prontded and subyect to

cemnnal and oivl penaibes. Use of the system ingicales consoent 50 monkonng and reconing. and anyane 3



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.



Vision: a complete and accurate Drug Registration and Listing database

MISSION: 7o enable industry to submit complete and accurate registration and listing data and to
disseminate that data to those who need it.

Va / UES. 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

e 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.



That’s Why We’re Here Today!

Here’s what we’re doing to help:
e 2"d Annual SBIA REdI Drug Registration and Listing Workshop
* eDRLS Helpdesk: edrls@fda.hhs.gov
e 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

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



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

e The latest enhancements to CDER Direct



Today’s Learning Objectives:

1.

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

. List all the available free tools through FDA to submit

registration and listing information

. List all the required data for drug establishment

registration with FDA
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
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