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Mission

To shield the public from 

poor-quality, unsafe, and 

ineffective drugs through 

proactive compliance 

strategies and risk-based 

enforcement actions
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Accurate Data is Essential to Patient Safety

FDA relies on DRLS data to protect public 
health to help:

• Drug establishment inspection planning

• Drug import and export review

• Recall oversight

• Tracking reports of injury

• Monitoring of drug shortages

DRLS data is also widely used outside 
FDA for electronic prescribing and 
electronic health records, reimbursement 
and patient education. 
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By the Numbers

There are over 

144,000 drugs 

currently listed with 

FDA.
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Source: FDA. Other includes animal drugs, drugs for further processing, medical gas, homeopathic drugs, etc. 
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By the Numbers

There are over 10,600 

manufacturing 

establishments 

currently registered 

with FDA.

57%

43%

Domestic Foreign

Registration Heat Map

Source: FDA
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In Fiscal Year 2022

21,440 drug listings were inactivated due to either not being certified as active or 

associated with an unregistered manufacturing establishment

1,119 unused labeler codes and issued 

212 deficiency letters to firms for inaccurate or incomplete registration and listing data

Registration and Listing 

Compliance Activities 
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DRLS Warning Letters

“Our review determined that your 
firm has submitted contradictory 
information between the labeling 
and the electronic listing files. As 
such, your firm is in violation of 
the Federal Food, Drug, and in 
Cosmetic Act (FD&C Act) as 
explained below.

Please notify FDA in writing, 
within 15 working days of receipt 
of this letter, of the specific steps 
you have taken to address any 
violations.”



Why does FDA take the data seriously?

How has drug registration and listing data impacted 
public health in 2023?
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Ophthalmic Product Activities

• In general, certain routes of 
administration, such as ophthalmic 
products, can pose a greater risk of 
harm because they bypass the body’s 
natural defenses

• In 2023, FDA and CDC collaborated to 
address an outbreak of extensively 
drug-resistant pseudomonas aeruginosa

• In general, accurate DRLS 
data is:

• Helping stop importation of 
potentially harmful products

• Aiding inspection planning

• Assisting identification of 
products for FDA testing



Ophthalmic 
Compliance 
Activities

• Testing

• Labeling Review

• Consumer Advisories

• Recall Oversight

• Inspections

• Warning Letters



Safeguarding against Contamination
• From October 2022 to July 2023, the World 

Health Organization (WHO) issued medical 

product alerts about contaminated 

medications, including children’s cough and 

cold syrup, found with unacceptable 

amounts of the contaminants diethylene 

glycol or ethylene glycol.

• Contamination was associated with more 

than 300 deaths abroad, many in young 

children under the age of five.

• This is one of the largest epidemics of DEG 

poisoning in history.

• Similar contamination in 1937 led to the 

creation of the modern Food, Drug, and 

Cosmetic Act.
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DEG Compliance Activities
DRLS DATA PLAYED A VITAL ROLE

• Work with public health agencies and foreign 
authorities

• Industry outreach

• Updated DEG guidance

• Issued records requests

• Increased sampling and inspections

• Warning letters

• Screening criteria and import alerts

Failure to RespondFailure to Test

1. Your firm failed to conduct at 

least one test to verify the 

identity of each component of a 

drug product (21 CFR 

211.84(d)(1)).

Detention Without 

Physical 

Examination of 

Drugs From 

Foreign 

Establishments 

Refusing FDA 

Inspection

Detention Without 

Physical 

Examination of 

Drugs From Firms 

Which Have Not 

Met Drug GMPs



NDC Proposed Rule Overview



Proposed Rule Overview

• Proposed rule, if finalized, would update the length of NDCs

• Under the proposed rule, if finalized, NDCs would expand from 10 digits to 
12 digits

www.fda.gov
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