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Learning Objectives

– Describe CDER’s compliance program

– Discuss recent CDER compliance cases

– Describe how the public can access FDA pharmaceutical
inspection and compliance data

https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia?utm_medium=email&utm_source=govdelivery
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Drug registration 
and listing

Recalls and incident 
response

Drug manufacturing facilities

Compounded drugs

Unsafe online 
pharmacies

ClinicalTrials.gov

Unapproved and 
misbranded drugs

Oversight
Responsibilities

Bioresearch monitoring

Drug supply chain: 
imports and  
exports

Post-market 
reporting 

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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Compliance Tools



fda.gov/cdersbia 6

Compliance Activities

170
human drug warning letters issued by CDER’s 
Office of Compliance and the Office of 
Regulatory Affairs

Compliance Actions

1,178 recalled products

13
guidance documents 
issued

Compliance
Reviews

19,265
drug listings inactivated from 
FDA’s Drug Registration and 
Listing System

95
new import alerts added to 
help stop certain drug 
products from entering the 
U.S.

4,232
stakeholders who 
completed compounding 
training courses

9,778
Electronic certificates of 
pharmaceutical product issued to 
provide documentation of facilities’ 
compliance with FDA standards

Policy and Outreach
300+ 
compliance documents shared with 
foreign regulatory counterparts 

10+ 
Presentations on FDA’s 
YouTube channel

264
drug recall events classified 
totaling

Data from fiscal year 2023
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Risk-Based 
Compliance 
Actions

8

Emerging and evolving 
threats require dynamic 
compliance strategies.
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Safeguarding the 
Drug Supply Chain

9
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• Foreign authority communication

• Industry outreach

• Updated DEG guidance published

• 170 Records requests issued

• Sampling

• Warning letters sent for CGMP
violations and failure to respond to
mandatory records requests

• Import alerts for appearance of CGMP
violations and failure to respond to
mandatory records

Compliance
Activities
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Challenge Question 
What is the purpose of an FDA import alert?

A. Help stop products from being distributed in the U.S.

B. Free-up FDA resources to examine other shipments

C. Alert FDA staff about the appearance of a violation

D. All of the above
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Challenge Question 
What is the purpose of an FDA import alert?

A. Help stop products from being distributed in the U.S.

B. Free up FDA resources to examine other shipments

C. Alert FDA staff about the appearance of a violation

D. All of the above
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Remote Tools
FDA may utilize remote 
oversight tools such as 
remote interactive 
evaluations (RIEs) and 
requests for records or 
other information in 
advance of (or in lieu of) 
an inspection.  Such 
remote tools are 
collectively referred to as 
“Remote Regulatory 
Assessments.”
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Import Alerts
Approach used to identify basis for addition to drug adulteration import alert

FDA Inspection 
Related

23%

FDA Testing
2%

Remote Tool 
Related

75%

FY24

FDA Inspection 
Related

56%

FDA Testing
39%

Remote Tools Related
5%

FY20
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Drug Manufacturing Facility Warning Letters
Approach used to identify basis for addition to drug adulteration import alert, excluding 
compounders

FDA Inspection 
Related

66%FDA Testing
5%

Remote Tool 
Related

29%

FY24

FDA Inspection 
Related

98%

FDA Testing
2%

FY20
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The following acts and the causing thereof are prohibited:
(a) The introduction or delivery for introduction into interstate 
commerce of any food, drug, device, tobacco product, or cosmetic that is 
adulterated or misbranded.
(b) The adulteration or misbranding of any food, drug, device, tobacco 
product, or cosmetic in interstate commerce.
(c) The receipt in interstate commerce of any food, drug, device, tobacco 
product, or cosmetic that is adulterated or misbranded, and the delivery or 
proffered delivery thereof for pay or otherwise.
(d) The introduction or delivery for introduction into interstate 
commerce of any article in violation of section 344, 350d, 355, or 360bbb–
3 of this title.

21 U.S. Code § 331 - Prohibited Acts
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Ophthalmic 
Products

1
7

Ophthalmic drug products 
pose a potential heightened 
risk of harm to users because 
drugs applied to the eyes 
bypass some of the body’s 
natural defenses.
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• Guidance

• Labeling review

• Consumer advisories

• Recall oversight

• Inspections

• Warning letters

• Import alerts

Ophthalmic
Compliance
Activities
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Unapproved Drugs

1
9
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Online 
Marketplaces



Warning 
Letters Issued
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Outreach and 
Communication

2
2



Public Alerts
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Webpage: fda.gov/drugs/guidance-compliance-regulatory-information/pharmaceutical-inspections-and-compliance
CDER SBIA Webinar: fda.gov/drugs/news-events-human-drugs/understanding-fda-inspections-and-data-09062023

Pharmaceutical Inspections and Compliance

https://www.fda.gov/drugs/guidance-compliance-regulatory-information/pharmaceutical-inspections-and-compliance
https://www.fda.gov/drugs/news-events-human-drugs/understanding-fda-inspections-and-data-09062023
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FDA Data Dashboard

Explore and analyze public FDA data within the below datasets.https://datadashboard.fda.gov/ora/index.htm

https://datadashboard.fda.gov/ora/index.htm
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FDA Data 

Dashboard

Features
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Upcoming
• Jun. 17-18: DSCSA Stabilization Period Midway Checkpoint
• Jul. 25-26: FDA Online Controlled Substances Summit
• Aug. 21-23: Compounding Center of Excellence Annual 

Conference
• Sep. 9-11: FDA/PDA Joint Regulatory Conference
• Drug Registration and Listing Annual Conference
Past
• See CDER SBIA online training listings

Public Events
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UNIFIED COMPLIANCE
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Summary
• We are dedicated to 

addressing persistent and 
emerging threats

• We will use all available 
tools to safeguard 
consumers from public 
health risks



Questions?
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