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AGENDA

• Top Rationale for FDA Enforcement for Food, Medical Devices, 
Cosmetics

• The Procedure and Requirements for Importing Food, Cosmetic and 
Medical Device Products 

• The Primary Enforcement Actions Used By the FDA and How To 
Successfully Navigate FDA Enforcement Actions. 

– How To Use ITACS When Communicating with the FDA. 

– Process To Be Removed From The FDA Import Alert (Also Known as The FDA Red Or 
Blacklist) 

– Actions To Take When Your Company Receives an FDA Enforcement Action 

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



• Which of the following is NOT regulated by the 
FDA?
A. Sunglasses
B. Sunscreen
C. Bed sheets 
D. Lip gloss 
E. Cigars 

PRIZE  TIME



WHAT DOES FDA REGULATE?

• Human Foods (except most meat and poultry)
• Animal Foods
• Cosmetics
• Drugs (human and animal)
• Biologics 
• Medical Devices (sunglasses)
• Electronic products that emit radiation
• Tobacco (Newest)



FDA’S MISSION

• FDA is charged with protecting the public health by ensuring the safety, efficacy, and security 
of human and veterinary drugs, biological products, and medical devices; ensuring the safety of 
foods, cosmetics, and radiation emitting products; and regulating tobacco products.

Martin Makary, of Virginia, 
to be Commissioner of 
Food and Drugs



• In FY2024, which product category saw the 
largest number of imports into the United 
States?
A. Devices 
B. Food
C. Cosmetics
D. Tobacco
E. Drugs 

PRIZE  TIME



FY YEAR 2024-2025 – PRODUCTS IMPORTED INTO THE U.S.  BY COUNTRY



TOP RATIONALES FOR DETENTION OF 
FOOD

• Manufacturer (processor, packer or person holding 
food product) is not registered with the FDA pursuant 
to the Bioterrorism Act. (You can Register with the 
FDA here: www.FDA-USA.com)

• Low Acid Canned Foods (LACF) are imported without 
establishment registration (FCE #) or scheduled 
process (SID #)

• The products are subject to an Import Alert

• Product labeling is not compliant (FDA does not pre-
approve food labeling, it is up to importers to ensure it 
is compliant before importing)

Common labeling violations include:
• Failure to list allergens
• Failure to declare ingredients
• Failure to include a proper “Nutrition Facts” label 

(incorrect formats for Nutrition Facts labeling is also 
common) required by 21 C.F.R. 101.9

• Color additives are not declared correctly (or at all) 
on the label or not certified

• Food additives are unsafe or not declared on the 
label

http://www.FDA-USA.com
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-101


1. FDA BTA Registration (FDA-USA.com)

2. Provide advanced notice to the FDA that a food is being imported (i.e. Prior Notice)

3. Current good manufacturing practices 

4. Food Safety Modernization Act (FSMA) – Including Foreign Supplier Verification 

Program (FSVP) 

5. Food labeling

6. Recordkeeping & Reporting

WHAT IS REQUIRED TO IMPORT A 
FOOD INTO THE U.S.?



• The top Inspection finding of the FDA (from 
FY22-25) was which of the following:
A. No FSVP In place 
B. Lack of GMP’s
C. No written processes 
D. Not operating under sanitary operations 

PRIZE  TIME



2022-2025 INSPECTION FINDINGS



FSMA – FSVP TIP!

• Ensure you and your manufacture comply with 
FDA Food Safety Modernization Act (FSMA) 
standards and you have a Foreign Supplier 
Verification Program (FSVP) in place.
o Preventative Controls for Human Food
o Preventative Controls for Animal Feed
o Produce Safety
o Foreign Supplier Verification Program
o 3rd Party Accreditation and Certification 
o Sanitary Transportation
o Food Defense https://www.fda.gov/media/94281/download 

https://www.fda.gov/media/94281/download


TOP RATIONALES FOR DETENTION OF 
DRUGS

1. Label is not in English
2. Label does not contain adequate directions for use
3. Active Pharmaceutical Ingredients (API) is not properly labeled or listed
4. Drug contains a “new” chemical or a different dosage making the product a “new 

drug”
5. Product labeling is not compliant (FDA does not pre-approve drug labeling, it is up to 

importers to assure it is compliant before importing)



CHECKLIST TO IMPORT OTC DRUGS

• Regulatory Compliance: Ensure the product meets an FDA 
OTC monograph (OTC MONOGRAPHS @ FDA | FDA) or 
has an approved NDA/ANDA.

• Facility Registration: Register the foreign manufacturing 
facility with the FDA and designate a U.S. agent.

• Proper Labeling: Labels must meet FDA standards, include 
required information, and be in English.

• Follow cGMP Standards: Manufacture in compliance with 
FDA's Good Manufacturing Practices.

• Customs Filing: Ensure the broker submits accurate FDA 
Product Codes and Affirmation of Compliance codes to 
CBP/FDA via ACE.

OTC Monograph 
ID Published Date OTC Monograph Title Therapeutic Conditions

M001 10/14/2022 Antacid Products for Over-the-Counter Human Use Antacid
M002 09/20/2021 Antiflatulent Products for OTC Human Use Antiflatulent

M003 05/02/2023 First Aid Antiseptic Drug Products for Over-the-Counter Human Use N/A

M004 05/02/2023 First Aid Antibiotic Drug Products for Over-the-Counter Human Use Antimicrobial/Antibacterial

M005 12/16/2021 Topical Antifungal Drug Products for Over-the-Counter Human Use Antifungal

M006 11/23/2021 Topical Acne Drug Products for Over-the-Counter Human Use Acne
M007 05/02/2023 Laxative Drug Products for Over-the-Counter Human Use Laxative

M008 04/04/2022 Antidiarrheal Drug Products for Over-the-Counter Human Use Antidiarrheal

M009 11/23/2021 Antiemetic Drug Products for Over-the-Counter Human Use Antiemetic
M010 09/20/2021 Nighttime Sleep Aid Drug Products for OTC Human Use Nighttime Sleep-Aid
M011 10/14/2022 Stimulant Drug Products for Over-the-Counter Human Use Stimulant

M012 10/14/2022
Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for 
Over-the-Counter Human Use

Cold, Cough, Allergy, Bronchodilator, and 
Antiasthmatic

M013 10/14/2022
Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for Over-
the-Counter Human Use Internal Analgesic

M014 09/20/2021 Topical Otic Drug Products for OTC Human Use Otic
M015 10/01/2021 Anorectal Drug Products for Over-the-Counter Human Use Anorectal

M016 09/24/2021 Skin Protectant Drug Products for Over-the-Counter Human Use Skin Protectant

M017 05/02/2023 External Analgesic Drug Products for Over-the-Counter Human Use External Analgesic

M018 04/04/2022 Ophthalmic Drug Products for Over-the-Counter Human Use Ophthalmic

M019 11/23/2021 Antiperspirant Drug Products for Over-the-Counter Human Use Antiperspirant
M020 09/24/2021 Sunscreen Drug Products for Over-the-Counter Human Use Sunscreen
M021 05/02/2023 Anticaries Drug Products for Over-the-Counter Human Use Anticaries

M022 10/14/2022 Oral Healthcare Drug Products for Over-the-Counter Human Use Oral Healthcare

M023 10/14/2022 Poison Treatment Drug Products for Over-the-Counter Human Use Poison Treatment

M024 12/16/2021 Anthelmintic Drug Products for Over-the-Counter Human Use Anthelmintic

M025 12/16/2021 Cholecystokinetic Drug Products for Over-the-Counter Human Use Cholecystokinetic

M026 11/23/2021 Deodorant Drug Products for Internal Use for Over-the-Counter Human Use Internal Deodorant

M027 12/16/2021
Orally Administered Menstrual Drug Products for Over-the-Counter Human 
Use Menstrual

M028 10/01/2021 Wart Remover Drug Products for Over-the-Counter Human Use Wart Remover

M029 10/01/2021 Ingrown Toenail Relief Drug Products for Over-the-Counter Human Use Ingrown Toenail

M030 09/20/2021 Corn and Callus Remover Drug Products for OTC Human Use Corn and Callus Remover

M031 10/01/2021 Pediculicide Drug Products for Over-the-Counter Human Use Pediculicide

M032 12/16/2021
Drug Products for the Control of Dandruff, Seborrheic Dermatitis, and 
Psoriasis for Over-the-Counter Human Use N/A

NM900 09/21/2021
Non-Monograph Conditions NM900: Drug Products Containing Certain Active 
Ingredients Offered Over-the-Counter for Certain Uses N/A

https://dps.fda.gov/omuf


TOP RATIONALES FOR DETENTION OF 
MEDICAL DEVICES 

• The manufacturer/exporter is not registered 
with the FDA

• The initial importer is not registered with the 
FDA

• The device is not listed with the FDA
• The product does not contain a 510k or PMA
• Product labeling is not compliant (FDA does not 

pre-approve medical device labeling, it is up to 
importers to ensure it is compliant before 
importing)

Common labeling violations include:
• Label is not in English
• Label is false or misleading



CHECKLIST TO IMPORT DEVICES

• Classify the Device: Identify if it's Class I, II, or III to 
determine regulatory requirements.

• Premarket Requirements: Ensure compliance with 510(k), 
PMA, or exemption rules based on the device class.

• Register and List: Register your facility (fee for FY25 is 
$9,280!) with the FDA and list your device(s).

• Labeling: Meet FDA labeling standards, including intended 
use and warnings.

• Quality Standards: Follow FDA Quality System 
Regulations (QSR).

• Import Documentation: Provide required info to CBP and 
FDA, including Affirmation of Compliance codes.

• U.S. Agent: Designate an agent for FDA communications 
if you're a foreign facility.

Who Must Register, List and Pay the Fee | FDA

https://www.fda.gov/medical-devices/device-registration-and-listing/who-must-register-list-and-pay-fee


FY YEAR 2024-2025 – DEVICES IMPORTED INTO THE U.S. STATISTICS



TOP RATIONALES FOR DETENTION OF 
COSMETICS

• Ensure cosmetic is not subject to an Import Alert (for 
example IA 66-41 for cosmetics labeled with drug 
claims)

• The cosmetics are contaminated and unsafe to use

• The cosmetics are manufactured under unsanitary 
conditions

• The cosmetics contain a non-permitted color additive

• Product labeling is not compliant (FDA does not pre-
approve cosmetic labeling, it is up to importers to 
assure it is compliant before importing)

Common labeling violations include:
• Cosmetic contains a “drug” claim
• Label is not in English
• Labeling is missing ingredients
• Label lacks warnings and adequate directions for 

use
• Missing the net quantity of contents



CHECKLIST + NEW MoCRA REQUIREMENTS
• Ensure your product meets the FDA's definition of a 

cosmetic: intended for cleansing, beautifying, promoting 
attractiveness, or altering appearance.

• Verify that all ingredients are safe and permissible for use 
in cosmetics.

• Ensure any color additives are FDA-approved for 
cosmetic use.

• Ensure labeling is compliant  (no drug claims!)
• Adhere to GMP to ensure product quality and safety.
• Confirm compliance with new MoCRA requirements

• FDA registration for cosmetics facilities
• Product listings for each cosmetic product
• Adverse event reporting
• Safety substantiation
• Compliance with Good Manufacturing Practices (GMPs)
• Fragrance allergen labeling
• New records access and mandatory recall authority



– Now mandatory!
• The end of VCRP (voluntary cosmetic 

registration program – as of March 27, 
2023)

– Who must register?
• Manufacturers and processors must 

register their facilities with FDA and 
renew their registration every two 
years.

FDA REGISTRATION FOR COSMETICS 
FACILITIES

READ
ME

https://diaztradelaw.com/wp-content/uploads/2024/01/MOCRA-Guide.pdf
https://diaztradelaw.com/wp-content/uploads/2024/01/MOCRA-Guide.pdf


PRIZE TIME

In FY2024, which country was the top source for 
cosmetics imported into the United States?

A. Canada
B. United Kingdom
C. United States
D. China



FY YEAR 2024-2025 – COSMETICS IMPORTED INTO THE U.S.  STATISTICS



Summary of TOP Reasons for Detention 
of Goods - Customs & International 
Trade Law Firm (diaztradelaw.com)

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


TYPICAL FDA/CBP 
ENFORCEMENT ACTIONS

• Notice of Action
• Notice of Refusal 
• CBP / Liquidated Damages
• Warning Letter
• Import Alert
• Recall 



ITACS is a terrific tool to check 
FDA’s admissibility status and 
communicate with the FDA

- True or False?

PRIZE TIME



ITACS

Import Trade Auxiliary Communications System

https://www.access.fda.gov/itacs/


HOW TO CREATE YOUR ITACS ACCOUNT

• Step by Step Instructions:

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

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


PRIZE TIME

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

– True or False?



NOTICE OF FDA ACTION #1



PRIZE 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?



• 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. 

• 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.

• Request extension from the FDA NOW!

NOTICE OF FDA ACTION #1



CONDITIONAL RELEASE

• 19 C.F.R. 141.113
• Food, drugs, devices, and cosmetics —

– For purposes of determining the admissibility of any food, drug, device, or 
cosmetic, the release from CBP custody of any such product will be deemed 
conditional. 

– The conditional release period will terminate upon the earliest occurring of 
the following events:

• (i) The date that FDA issues a notice of refusal of admission;
• (ii) The date that FDA issues a notice that the merchandise may 

proceed; or

• (iii) Upon the end of the 30-day period following the date of release.

https://www.ecfr.gov/current/title-19/chapter-I/part-141/subpart-H/section-141.113


NOTICE OF REFUSAL



NOTICE TO REDELIVER 



REFUSAL 

• 90 Days to export/destroy product!

• Guidelines to follow

• Seizure/liquidated damages 



PRIZE 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. CBP/FP&F does not confer with FDA



FY 2024-2025 REFUSAL STATISTICS





LIQUIDATED DAMAGES



FP&F PETITION PROCESS

• Claim from CBP

• 60 days to respond

• FP&F Mitigation 
Guidelines / Mitigating 
Factors 



Once you are placed on an Import 
Alert it is impossible to be 
removed?

- True or False?

PRIZE TIME



IMPORT ALERTS



IMPORT ALERT

• Import Alerts are listed by Country and 
Industry

– Import Alert # 66-41
– Type: DWPE (Detention Without Physical 

Examination)
– Import Alert Name:

• "Detention Without Physical 
Examination of Unapproved 
New Drugs Promoted In The 
U.S."



DETENTION WITHOUT 
PHYSICAL EXAMINATION (DWPE)

• Detention without physical examination, is appropriate when there exists a 
– history of the importation of violative products, 
– or products that may appear violative, 
– or when other information indicates that future entries may appear violative. 

• Detention without physical examination properly places the responsibility for ensuring compliance 
with the law on the importer



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://diaztradelaw.com/wp-content/uploads/2025/01/09-RPM-Chapter-clean-final-version-508.pdf
https://www.fda.gov/media/71776/download




 
If a product is subject to an Import Alert, it 
may be detained at the U.S. border without 
physical examination

– True or False?

PRIZE  TIME



• The U.S. Food and 
Drug Administration 
(FDA) issues warning 
letters to notify 
companies or 
individuals of 
significant violations 
of federal regulations

WARNING LETTERS



TOP TIPS WHEN RESPONDING TO A 
WARNING LETTER

• Respond On Time - 15 days! Be timely.
• 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.

• Focus On The Importance Of The Warning
• Write a thorough, proactive response

• Consult With Legal Counsel If Necessary
• Respond In Descending Order of Importance
• Take Responsibility
• Address Each Item Individually
• Identify Correct Causes Of Findings
• Develop Corrective Action Plans
• Set attainable goals!



FY 2022-2025 WARNING LETTER 
STATISTICS



MOST WARNING LETTERS ISSUED FOR 
TOBACCO!



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/ora/index.htm 

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


MORE STATS!



 
Which product category had the highest number 
of recall events?

A. Tobacco
B. Drugs
C. Devices
D. Food/Cosmetics

PRIZE  TIME



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
• Labeling Guide for Food - https://www.fda.gov/files/food/published/Food-Labeling-Guide-%28PDF%29.pdf
• Labeling Guide for Dietary Supplements - https://www.fda.gov/food/dietary-supplements-guidance-documents-regulatory-

information/dietary-supplement-labeling-guide
• ITACS Process - https://www.fda.gov/media/106771/download 
• FDA Discusses TOP Reasons for Detention of Goods - https://diaztradelaw.com/fda-discusses-top-reasons-for-detention-of-goods-2/
• Import Alert: Detention without Physical Examination - https://www.fda.gov/industry/actions-enforcement/import-alerts 
• Regulatory Procedures Manual - https://www.fda.gov/inspections-compliance-enforcement-and-criminal-

investigations/compliance-manuals/regulatory-procedures-manual 
• Am I Subject to FSVP? - https://www.fda.gov/media/94281/download 
• FDA discusses TOP reasons for the detention of goods - https://diaztradelaw.com/fda-discusses-top-reasons-for-detention-of-goods-2/ 
• Part 101 – Food Labeling - https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-101 

 

https://diaztradelaw.com/
https://datadashboard.fda.gov/ora/index.htm
https://www.fda.gov/files/food/published/Food-Labeling-Guide-%28PDF%29.pdf
https://www.fda.gov/food/dietary-supplements-guidance-documents-regulatory-information/dietary-supplement-labeling-guide
https://www.fda.gov/food/dietary-supplements-guidance-documents-regulatory-information/dietary-supplement-labeling-guide
https://www.fda.gov/media/106771/download
https://diaztradelaw.com/fda-discusses-top-reasons-for-detention-of-goods-2/
https://www.fda.gov/industry/actions-enforcement/import-alerts
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-manuals/regulatory-procedures-manual
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-manuals/regulatory-procedures-manual
https://www.fda.gov/media/94281/download
https://diaztradelaw.com/fda-discusses-top-reasons-for-detention-of-goods-2/
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-101


TOP TIPS WHEN IMPORTING 
FOOD TO ENSURE COMPLIANCE

SCAN ME!



TOP TIPS WHEN IMPORTING 
MEDICAL DEVICES TO ENSURE 

COMPLIANCE

SCAN ME!



BLOG
DiazTradeLaw.com

READ
ME

READ
ME

READ
ME

READ
ME

https://diaztradelaw.com/a-new-era-in-cosmetics-regulation-the-modernization-of-cosmetic-regulations-act/
https://diaztradelaw.com/a-new-era-in-cosmetics-regulation-the-modernization-of-cosmetic-regulations-act/
https://diaztradelaw.com/fda-issues-draft-guidance-for-registration-and-listing-of-cosmetic-product-facilities-and-products/
https://diaztradelaw.com/fda-issues-draft-guidance-for-registration-and-listing-of-cosmetic-product-facilities-and-products/
https://diaztradelaw.com/fdas-proposed-new-national-drug-code-what-you-need-to-know/
https://diaztradelaw.com/fdas-proposed-new-national-drug-code-what-you-need-to-know/
https://diaztradelaw.com/category/fda/fda-issues/food/
https://diaztradelaw.com/category/fda/fda-issues/food/


Diaz Trade Law Monthly 
Newsletter – Sign Up!

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


KEEP IN TOUCH!

CONNECT WITH ME ON LINKEDIN!




