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https://clinicaltrials.gov/
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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 this information data to protect 
public health to help:

• Drug shortage mitigation efforts

• Inspection planning

• Drug importation review and supply chain 
oversight

• Recall oversight

• Injury monitoring

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

There are over 
148,000 drugs 
currently listed 
with FDA.

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

There are over 10,500 
manufacturing 
establishments 
currently registered 
with FDA.

Source: FDA
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In Fiscal Year 2024
19,899 drug listings were inactivated due to either not being certified as 
active or associated with an unregistered manufacturing establishment

208 unused labeler codes were inactivated

141 deficiency letters were issued to firms for inaccurate or incomplete 
registration and listing data

Registration and Listing 
Compliance Activities 
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“Your firm has not fulfilled its listing obligations under section 
510(j) of the Federal Food Drug and Cosmetic Act (FD&C Act), 
21 U.S.C. 360(j), which is a prohibited act under section 
301(p) of the FD&C Act, 21 U.S.C. 331(p).
In addition, the drugs stated above are not properly listed with 
FDA, causing them to be misbranded drugs under section 
502(o) of the FD&C Act, 21 U.S.C. 352(o). Introduction or 
delivery for introduction of such misbranded drugs into 
interstate commerce is prohibited under section 301(a) of the 
FD&C Act, 21 U.S.C. 331(a). These violations are described in 
more detail below.”

Warning Letter Excerpt
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Court case involving inaccurate 
registration of foreign suppliers

• Company registered foreign suppliers 
using inaccurate information and without 
the supplier’s knowledge

• After customer rejected an API as 
potentially harmful (out-of-specification), 
the company shipped product to different 
customers without informing them of test 
results until an FDA inspection

• Finance department oversaw the 
relationships and transactions with many 
suppliers rather than its quality personnel 
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Data helps 
FDA 
investigate 
potentially 
dangerous 
products
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• Registration, labeler code, and listing submission 
demos

• Regulatory requirements
• OTC drug listing updates and validations
• NDC format proposed rule
• Drug amount reporting

Workshop Topics Ahead



fda.gov/cdersbia 12

New This Year

Previously 
known as CDER 
Direct, FDA 
Direct now 
encompasses 
both CDER 
Direct and 
Cosmetics 
Direct
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New This Year

Users can create separate accounts for drug or cosmetic 
submissions or a single account for both.



For More 
Information Contact

Drug registration and listing submissions: 
eDRLS@fda.hhs.gov

For general questions regarding electronic registration and listing of cosmetic product 
facilities, contact eRLC@fda.hhs.gov

For assistance with accounts activation and validation errors in Cosmetics Direct 
contact cosmeticsdirect@fda.hhs.gov

Cosmetics help
cosmetics@fda.hhs.gov 

mailto:eDRLS@fda.hhs.gov
mailto:eRLC@fda.hhs.gov
mailto:cosmeticsdirect@fda.hhs.gov
mailto:cosmetics@fda.hhs.gov
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