
BEST PRACTICE TO NAVIGATE FDA

ENFORCEMENT ACTIONS

Email questions to info@diaztradelaw.com



DISCLAIMER

THIS PRESENTATION IS FOR INFORMATIONAL PURPOSES ONLY AND DOES NOT PURPORT TO

PROVIDE LEGAL ADVICE AS ALL CASES AND FACTS ARE DIFFERENT. THE INFORMATION IN THIS

PRESENTATION IS PROVIDED “AS IS” AND NO REPRESENTATIONS ARE MADE WHATSOEVER.
YOU SHOULD NOT RELY ON THE INFORMATION INCLUDED IN THIS PRESENTATION AS AN

ALTERNATIVE TO LEGAL ADVICE FROM YOUR ATTORNEY. FOR QUESTIONS RELATED TO A SPECIFIC

MATTER, YOU SHOULD CONSULT YOUR ATTORNEY.

TO THE EXTENT PERMITTED BY LAW, THIS PRESENTATION IS COPYRIGHT © 2024 BY DIAZ TRADE LAW.



AGENDA

• The Primary Enforcement Actions Used 
by the FDA.

• How to Successfully Navigate FDA 
Enforcement Actions.

• How to Use ITACS when Communicating 
with the FDA.

• Actions to Take When Your Company 
Receives a FDA Enforcement Action

• How to Use FDA’s Databases to Perform 
Due Diligence



POLL TIME!

• Which best describes you?

– Importers

– Customs Brokers

– Regulatory Affairs Professionals

– In-house Legal Counsel

– Product Development Managers

– Consultants

– Others Interested in FDA and Imports



U.S. FOOD AND DRUG

ADMINISTRATION

• Federal Food, Drug and Cosmetic Act 
– Comply before U.S. Customs  releases shipment

• 21 U.S.C. 381 – Imports and Exports

• Imports

• List of registered foreign establishments

• Disposition of refused articles 

• Reimportation 

• Exports 

• Temporary holds at ports of entry  

• Warning notice

• Prior Notice 



Which of the following enforcement 
actions have you seen FDA and/or 
CBP take?

• Notice of Action

• Notice of Refusal

• Liquidated Damages Claim from 
CBP

• Warning Letter

• Import Alert

• Recall

POLL TIME! 



THE PRIMARY ENFORCEMENT ACTIONS

USED BY THE FDA

• Notice of Action

• Notice of Refusal

• Liquidated Damages 
Claim from CBP

• Warning Letter

• Import Alert

• Recall

https://diaztradelaw.com/fda-discusses-top-

reasons-for-detention-of-goods-2/



FDA Discusses TOP 

Reasons for Detention 

of Goods - Customs & 

International Trade Law 

Firm (diaztradelaw.com)
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POLL TIME!

FDA may detain products that “appear” 
to be in violation with FDA regulations

• True or False?



HOW TO SUCCESSFULLY

NAVIGATE NOTICES OF FDA ACTIONS

NOTICE OF FDA ACTION #1

• Products that appear (from 
examination or otherwise) to be 
violative may be detained and 
ultimately refused entry into the U.S.

• The standard for detention and refusal 
is extremely low - detention is 
permissible without actual observation 
of a product or its labeling.

• The ability to challenge the FDA is 
limited almost exclusively to legal, as 
opposed to factual, issues.



FDA NOTICE OF ACTION #1 

• You have the right to provide oral 
or written testimony to the FDA, 
regarding the admissibility of the 
article or the manner in which the 
article can be brought into 
compliance.

• Request extension from the FDA 
NOW!



HOW TO

SUCCESSFULLY

NAVIGATE

NOTICES OF

FDA ACTIONS



POLL TIME!

The FDA logo can be used for 
private sector materials.

• True or False?





POLL TIME!

You have the right to provide oral 
or written testimony to the FDA, 
regarding the admissibility of the 
article(s) or the manner  in which 
the article(s) can be brought into 
compliance

• True or False?



NOTICE OF REFUSAL /NOTICE TO REDELIVER



INSPECTIONS



IMPORTS SUMMARY



IMPORTS ENTRY



IMPORT REFUSALS



RECALLS



HOW TO USE ITACS



HOW TO CREATE YOUR ITACS 
ACCOUNT

• https://www.fda.gov/media/106771/download

https://www.fda.gov/media/106771/download


NOTICE OF REFUSAL



NOTICE TO REDELIVER



REFUSAL INSTRUCTIONS

• 90 Days to 
export/destroy 
product!

• Guidelines to 
follow

• Seizure/liquidate
d damages



LIQUIDATED DAMAGES



LIQUIDATED DAMAGES



POLL TIME!  

Customs typically follows 
FDA’s recommendation as to 
the amount acceptable to 
cancel the claim for liquidated 
damages.  

– True or False?



FP&F PETITION PROCESS

• Claim from CBP

• 60 days to respond

• Mitigating Factors 



POLL TIME!

• Which of the following is incorrect?

A. A previous record of compliance is an 
example of a mitigating factor

B. Goods must be exported or destroyed 
within 90 days of refusal by FDA

C. If goods are exported after refusal, 
the exportation must be done under 
CBP supervision

D. If goods are destroyed after refusal, 
the destruction must be done under 
CBP supervision



COMPLIANCE ACTIONS



TOP TIPS WHEN RESPONDING TO A

WARNING LETTER
1. Respond On Time - 15 days! Be timely.

2. Assign A Response Team
– Immediately secure executive leadership support  & the right expertise

– Set the emotional tone: calm and supportive.

– Hold a regular team meeting - typically weekly  to provide status updates on how observation 
responses are coming together from each group working on a response

– Engage a range of internal and external stakeholders to thoroughly review the response.

3. Focus On The Importance Of The Warning

– Write a thorough, proactive response.

4. Consult With Legal Counsel If Necessary

5. Respond In Descending Order of Importance

6. Take Responsibility

7. Address Each Item Individually

8. Identify Correct Causes Of Findings

9. Develop Corrective Action Plans

10. Set Obtainable Goals



POLL TIME!  

Once you are placed on an 
import alert it is impossible to 
be removed.

• True or False?



IMPORT ALERT

Import Alerts | FDA

https://www.fda.gov/industry/actions-enforcement/import-alerts


IMPORT ALERT

• Import Alerts are listed by 
Country and Industry

– Import Alert # 80-06

– Type: DWPE (Detention 
Without Physical 
Examination)

– Import Alert Name:

• "Detention Without 
Physical Examination 
of Medical Devices 
with False or 
Misleading Labeling"



REMOVAL FROM IMPORT ALERT LIST

• FDA’s Regulatory Procedures Manual

– Ch. 9 - Import Operations And Actions 

• 9-6 - Detention without Physical 
Examination (DWPE)

– https://www.fda.gov/media/71776/download

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-manuals/regulatory-procedures-manual
https://www.fda.gov/media/71776/download
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HOW TO USE FDA’S DATABASES

TO PERFORM DUE DILIGENCE

• What is the compliance history 
of the manufacturer, importer, 
and device?

• FDA Data Dashboard 
(datadashboard.fda.gov)
• Previous Inspections

• Recalls 

• Warning Letters 

• Import Alerts

• Refusals https://datadashboard.fda.gov/or

a/index.htm

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


COMPLIANCE HISTORY OF

MANUFACTURER

➢What is the compliance history of the manufacturer, importer, and 
device? https://datadashboard.fda.gov/ora/index.htm

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


USEFUL LINKS

• Diaz Trade Law Blog - Home - Customs & International Trade Law Firm (diaztradelaw.com)

• Diaz Trade Law Newsletter - https://diaztradelaw.us3.list-
manage.com/subscribe?u=8a54e8f0884220f2018f4e388&id=27569bf0f6

• FDA Data Dashboard - FDA Dashboards - Home

• Warning Letters - https://www.fda.gov/inspections-compliance-enforcement-and-
criminal-investigations/compliance-actions-and-activities/warning-letters

• Import Alerts - Import Alerts | FDA
• Recalls - https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts

• FDA Regulatory Procedures Manual - Regulatory Procedures Manual | FDA

• Labeling Guide for Dietary Supplements - https://www.fda.gov/food/dietary-
supplements-guidance-documents-regulatory-information/dietary-supplement-labeling-
guide

• Labeling Guide for Medical Devices - https://www.fda.gov/media/74034/download

• Detention of Goods- https://diaztradelaw.com/fda-discusses-top-reasons-for-detention-
of-goods-2/

• ITACS- https://www.access.fda.gov/itacs/#/

https://diaztradelaw.com/
https://diaztradelaw.us3.list-manage.com/subscribe?u=8a54e8f0884220f2018f4e388&id=27569bf0f6
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UPCOMING AND ON-DEMAND WEBINARS

WATCH 
ME!

WATCH 
ME!

https://diaztradelaw.com/product/importing-food-in-compliance-with-u-s-fda-surviving-a-fsvp-audit/
https://diaztradelaw.com/product/importing-food-in-compliance-with-u-s-fda-surviving-a-fsvp-audit/
https://diaztradelaw.com/product/importing-medical-devices-in-compliance-with-u-s-fda/
https://diaztradelaw.com/product/importing-medical-devices-in-compliance-with-u-s-fda/


DIAZ TRADE LAW MONTHLY

NEWSLETTER – SIGN UP!

https://diaztradelaw.us3.list-manage.com/subscribe?u=8a54e8f0884220f2018f4e388&id=27569bf0f6


BLOG
DIAZTRADELAW.COM



NOW THAT WE HAVE OUR PAWS

DIRTY… ANY QUESTIONS?



KEEP IN TOUCH!

CONNECT WITH ME ON LINKEDIN!



BEST PRACTICE TO NAVIGATE FDA

ENFORCEMENT ACTIONS

Email questions to info@diaztradelaw.com
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