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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
FROMYOUR 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.
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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.
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e Which of the following is NOT regulated by the
FDA?

A.

moU N w

PRIZE TIME

Sunglasses
Sunscreen

Bed sheets D I AZ

. Lip gloss TRADE LAW

www.diaztradelaw.com

Cigars

DIAZ
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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)

DIAZ
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FDA'S MISSION

e 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
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e InFY2024, which product category saw the
largest number of imports into the United

States?
A.

. Tobacco

moU N w

PRIZE TIME

Devices

Food D I AZ

TRADE LAW

www.diaztradelaw.com

Cosmetics

Drugs
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FYYEAR 2024-2025 - PRODUCTS IMPORTED INTO THE U.S. BY COUNTRY

Record Count Starting Fiscal Year Ending Fiscal Year

75,675,046 2024 2025

Total Shipments by Country of Origin Grouped by Fiscal Period Percentage of Shipments by Product Category
Countries: 226 of 240 | Fiscal Year: 2024, 2025 Countries: 226 of 240 | Fiscal Year: 2024, 2025

Country Of Origin L7 Product Categary

China Radiclogical Health Product Category

Cosmetics M Cevices

B Mexico W Human Food

. Coszmetics
B United States o

Total Shipmenta

. Radiclogical Health
3 Devices i .
W Cznzdz — M Drugzand Biolegics

La Fizcal Year, La Country OF Origin Human Food

FPercentage of Shipments by Top 10 Countries of Origin Total Shipments by Final Disposition Grouped by Fiscal Period
Countries: 226 of 240 | Fiscal Year: 2024, 2025 Countries: 226 of 240 | Fiscal Year: 2024, 2025

LA Country OF Origin Dizposition Group
Caountry Of Origin

France_
United King...
Italy

Germany

Total Shiprmenta

United Kingdom

1 France
Otherz '
United States

L= Figesl Year, IR Dizpeeition Group TRA D E LAW

Japan




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: ) * 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

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

* Color additives are not declared correctly (or at all)

on the label or not certified

The products are subject to an Import Alert g
P J P * Food additives are unsafe or not declared on the

label
Product labeling is not compliant (FDA does not pre-

approve food labeling, it is up to importers to ensure it
is compliant before importing)

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

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

FDA BTA Registration (FDA-USA.com)

. Provide advanced notice to the FDA that a food is being imported (i.e. Prior Notice)
Current good manufacturing practices

. Food Safety Modernization Act (FSMA) — Including Foreign Supplier Verification
Program (FSVP)

Food labeling

. Recordkeeping & Reporting

DIAZ
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e The top Inspection finding of the FDA (from
FY22-25) was which of the following:

A.

B
C.
D

PRIZE TIME

No FSVP In place

. Lack of GMP’s
No written processes D I AZ
: : : TRADE LAW
. Not operating under sanitary operations e
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2022-2025 INSPECTION FINDINGS

Inspections Classification by Product Type
Fiscal Years: 2022, 2023, 2024, 2025

Product Type, Classification

Classification

B NAI
B OAI
VAI

Top 10 Citations
Fiscal Years; 2022, 2023, 2024, 2025

Drugs-21 CFR 211.2 2(d}-Procedures not in writ...
Foods-21 CFR 117.48-Equipment and ut...

Foods-21 CFR 1.505(a)(2)-Evalua... : Foods-21 CFR 1.582(a)-Develop F..

Devices-21 CFR 828.198(z)-L...

7.8%
Foods-21 CFR 117.88(c)-Manuf...

Devices-21 CFR 8£20.188(a}-Lack of...
Foods-21 CFR 117.18-Personne 85% BE%

Foods-21 CFR 117.35(c)-Pest contro Foods-21 CFR 117.35(a)-5anitary operations -...
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FSMA —-FSVP TiP!

e 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.

Preventative Controls for Human Food U.S. FOOD & DRUG

Preventative Controls for Animal Feed AM | SUBJECT TO FSVP?

Produce Safety

Are you an importer as defined under
Part 1 subpart L?

Foreign Supplier Verification Program
D x e

3rd Party Accreditation and Certification
Sanitary Transportation

O O O O O O O

Food Defense

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

N W NP

TOP RATIONALES FOR DETENTION OF
DRUGS

Label is not in English
Label does not contain adequate directions for use
Active Pharmaceutical Ingredients (API) is not properly labeled or listed

. Drug contains a "new” chemical or a different dosage making the product a "new

drug”

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

DIAZ

TRADE LAW



CHECKLIST TO IMPORT OTC DRUGS

OTC Monograph
D

Regulatory Compliance: Ensure the product meets an FDA
OTC monograph ( ) 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

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.

Mo01
M002

M003

M004

M005

M006
M007

Mo08

Published Date

10/14/2022
09/20/2021

05/02/2023

05/02/2023

12/16/2021

11/23/2021
05/02/2023

04/04/2022

11/23/2021

09/20/2021

10/14/2022

10/14/2022

10/14/2022

09/20/2021

10/01/2021

09/24/2021

05/02/2023

04/04/2022

11/23/2021

09/24/2021

05/02/2023

10/14/2022

10/14/2022

12/16/2021

12/16/2021

11/23/2021

12/16/2021

10/01/2021

10/01/2021

09/20/2021

10/01/2021

12/16/2021

09/21/2021

OTC Monograph Title
Antacid Products for Over-the-Counter Human Use
Antiflatulent Products for OTC Human Use
First Aid Antiseptic Drug Products for Over-the-Counter Human Use
First Aid Antibiotic Drug Products for Over-the-Counter Human Use

Topical Antifungal Drug Products for Over-the-Counter Human Use

Topical Acne Drug Products for Over-the-Counter Human Use
Laxative Drug Products for Over-the-Counter Human Use

Antidiarrheal Drug Products for Over-the-Counter Human Use
Antiemetic Drug Products for Over-the-Counter Human Use

Nighttime Sleep Aid Drug Products for OTC Human Use
Stimulant Drug Products for Over-the-Counter Human Use

Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for

Over-the-Counter Human Use

Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for Over-

the-Counter Human Use

Topical Otic Drug Products for OTC Human Use

Anorectal Drug Products for Over-the-Counter Human Use

Skin Protectant Drug Products for Over-the-Counter Human Use
External Analgesic Drug Products for Over-the-Counter Human Use
Ophthalmic Drug Products for Over-the-Counter Human Use
Antiperspirant Drug Products for Over-the-Counter Human Use
Sunscreen Drug Products for Over-the-Counter Human Use
Anticaries Drug Products for Over-the-Counter Human Use

Oral Healthcare Drug Products for Over-the-Counter Human Use
Poison Treatment Drug Products for Over-the-Counter Human Use

Anthelmintic Drug Products for Over-the-Counter Human Use

Cholecystokinetic Drug Products for Over-the-Counter Human Use

Deodorant Drug Products for Internal Use for Over-the-Counter Human Use

Orally Administered Menstrual Drug Products for Over-the-Counter Human
Use

Wart Remover Drug Products for Over-the-Counter Human Use

Ingrown Toenail Relief Drug Products for Over-the-Counter Human Use

Corn and Callus Remover Drug Products for OTC Human Use

Pediculicide Drug Products for Over-the-Counter Human Use

Drug Products for the Control of Dandruff, Seborrheic Dermatitis, and
Psoriasis for Over-the-Counter Human Use

Non-Monograph Conditions NM900: Drug Products Containing Certain Active

Ingredients Offered Over-the-Counter for Certain Uses

Therapeutic Conditions
Antacid

Antiflatulent

N/A

Antimicrobial/Antibacterial

tifungal

Acne
Laxative

Antidiarrheal
Antiemetic

Nighttime Sleep-Aid
Stimulant

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic

Internal Analgesic

Otic

Anorectal

Skin Protectant

External Analgesic
Ophthalmic
Antiperspirant

Sunscreen

Anticaries

Oral Healthcare

Poison Treatment
Anthelmintic
Cholecystokinetic

Internal Deodorant
Menstrual

Wart Remover

Ingrown Toenail

Corn and Callus Remover

Pediculicide

N/A

N/A

TRADE LAW



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 520k 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)

* Labelis notin English
* Labelis false or misleading

DIAZ

TRADE LAW



CHECKLIST TO IMPORT DEVICES

Who Must Register, List and Pay the Fee

Foreign Establishments

Classify the Device: Identify if it's Class|, II, or lll to e o i
determine regulatory requirements. F——

807 40(a)  B07.40(z)

Custom Device Manufacturers

Premarket Requirements: Ensure compliance with 51o(k),
PMA, or exemption rules based on the device class.

Register and List: Register your facility ( for FY25is
$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.

TRADE LAW


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

FYYEAR 2024-2025 — DEVICES IMPORTED INTO THE U.S. STATISTICS

Record Count Starting Fiscal Year Ending Fiscal Year

33,298,716 2024 2025

Total Shipments by Country of Origin Grouped by Fiscal Period Percentage of Shipments by Product Industry
Countries: 195 of 240 | Fiscal Year: 2024, 2025 Product Category: Devices | Countries: 195 of 240 | Fiscal Year: 2024, 2025

Country Of Qrigin L& ProductCategory »  Industry Code Description

Industry Code

Chinz Anesthesiology M.
! [ Description

Gastroenterclo
B Mexico Orthopedics ...

. General an...
M United States Cardiowvas...

Total Shipmenta

M Germany Dental ...

Physical .
..-------- e pp—
Z@24 Qghthalmic ... B Dental Medical Devices

s FizealYear, U Country Of Crigin O T P e T

General Hospital Medical ... v =

Percentage of Shipments by Top 10 Countries of Origin Total Shipments by Final Disposition Grouped by Fiscal Period
Countries: 195 of 240 | Fiscal Year: 2024, 2025 Countries: 195 of 240 | Fiscal Year: 2024, 2025

L& Country OF Origin Dizposition Group

Country Of Origin

Vietnam,
United Kin...

Irelan

Canadsa
Dominica...

Total Shipments

DIAZ

L7 Fizcal Year, L Dizposition Group N TRADE LAW




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)

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

DIAZ

TRADE LAW



CHECKLIST + NEW MoCRA REQUIREMENTS

Ensure your product meets the FDA's definition of a
cosmetic: intended for cleansing, beautifying, promoting
attractiveness, or altering appearance.

LOGIN |
REGISTER

D I A 2 About Services ~ FDA Registrations ~ Contact « Food Facility Forms ~ Cosmetic Forms ~
. 7

Cosmetic Client Registration Form

LN

Pay Registration Fees
Cosmetic Facility Registration Form
Cosmetic Product Listing Form _s

Cosmetic Client Annual Renewal

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

Request New UNII Code

Cosmetic Client Account

Resources

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 D I A Z

TRADE LAW




FDA REGISTRATION FOR COSMETICS
FACILITIES

— Now mandatory!

Guidance for Industry:

¢ The S nd Of VCRP (VO l unta ry cosmetic Registration and Listing of Cosmetic

Product Facilities and Products

registration program — as of March 27,
2023)

Additional copies are available from:
Office of the Chief Scientist
Food and Drug Administration
10903 New Hampshire Ave., Bldg. 1, Room 3317
Silver Spring, MD 20903
(Tel) 301-796-4880
https://www.fda.gov/cosmetics/cosmetics-guidance-regulation/cosmetics-guidance-documents

Appendix B of this guidance that describes frequently asked questions and answers is being

— Who must register?
. M a n Ufa Ct U re rS a n d p ro C e S S O rS m U St :jlst:zl::dy:‘::;n:::::z:s::::;iance at any time (see 21 CFR 10.115(g)(5)), to ensure

that FDA considers your comment on the Appendix B before we begin work on the final version

of Appendix B, submit either electronic or written comments on this document within 30 days of

re g | St er t h e | r fa C | | |t | es w |t h F D A an d publication in the Federal Register of the notice announcing the availability of the guidance,

Submit electronic comments to http://www/regulations.gov. Submit written comments on the
guidance to the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630

renew their registration every two Fihrs Lo m. 1061 Rockile D 20652 Al cormets o b deied i e
Federal Register.
years.

U.S. Department of Health and Human Services

Food and Drug Administration
Office of the Chief Scientist
December 2023

TRADE LAW



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 DIAZ

C. United States
D. China TRADE LAW

DIAZ

TRADE LAW




FYYEAR 2024-2025 - COSMETICS IMPORTED INTO THE U.S. STATISTICS

Record Count

8,825,091 2024

Total Shipments by Country of Origin Grouped by Fiscal Period
Countries: 187 of 240 | Fiscal Year: 2024, 2025

Country Of Origin

Chin

W C=n

ad

B United Kingdom

Lm Country Of Origin

Percentage of Shipments by Top 10 Countries of Origin
Countries: 187 of 240 | Fiscal Year: 2024, 2025

L& Country Of Origin
Country Of Origin

Others
Epain\
Hong Kong
South Korea

113% "

znads
United Kingdom
France
Italy

United States

Total Shipmenta

United States [tz

¥
South Kores
France Hong Kong

5% Spain
Others

United Kingdom

Starting Fiscal Year

Ending Fiscal Year

2025

Percentage of Shipments by Product Industry
Product Category: Cosmetics | Countries: 187 of 240 | Fiscal Year: 2024, 2025

LA Product Category » Industry Code Description

Industry Code
Description
||

Coz

Cozmetics

Total Shipments by Final Disposition Grouped by Fiscal Period
Countries: 187 of 240 | Fiscal Year: 2024, 2025

Disposition Group
Other

=+ Refusze

L= Fizcal Year, La Dizposition Group

DIAZ
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FDA Discusses TOP Reasons for Detention of

mport Operations Training =d by the U.5. Food and Drug Administration (FDA) and the Flori

and Forwarders As

ermizati ct (FSMA) updates, a

ormerly DIOP - policy h v been re | - f & FDA's Joint Team 488 — which

claims for underlying FDA violations and much more. Highlights onale for

value to 1o know and is arranged by

-Common |abeling violations

1.Label is not in English

2.Incorrect or missing statement of identity
3.Failure 1o list allergens

4 Failure to declare ingredients

5.Failure to include a proper “Mutrition Facts” label (incorrect formats for Mutrition Facts labeling i nmon)

required by 21 C.ER. 101.9

&.Color additives are not declared correctly (or at all) on the label or not certified
7.Food additives are unsafe or not declared on the label

Dietary Supplements Top Rationales for Detention

+*The products are subject to an Import

ct labeling is compliant (FDA doss not pi P dietary supplement labeling, it is up to importers to

Summary of TOP Reasons for Detention

of Goods - Customs & International

Trade Law Firm (diaztradelaw.com)

TRADE LAW



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

detain

((((((((((((((

TRADE LAW



PRIZE TIME

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

DIAZ

TRADE LAW
- True or False?

DIAZ
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ITACS

~ [ FEES Import Trade Auxiliary Communications System ITACS Account Log-in(FURLS),

Welcome to Import Trade Auxiliary Communications System

WARNING: This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal guidance for accessing this Government system, which includes all devices/storage media attached
to this system. This system is provided for Government-authorized use only. Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties. At any time, and for any lawful

Government purpose, the government may monitor, record, and audit your system usage and/or intercept, search and seize any communication or data transiting or stored on this system. Therefore, you have no reasonable expectation of
privacy. Any communication or data transiting or stored on this system may be disclosed or used for any lawful Government purpose.

ITACS is no longer supported on Internet Explorer. Please use a modern browser such as Edge, Chrome, Firefox or Safari to access ITACS.

ITACS allows the Import Trade Community to:

1) Check status of Entries 2) Input Line Availability 3) Submit Requested Documents

To get started, at a minimum please enter an Entry Number. If you would like to narrow your entry search, please provide a Line Number.
The reCAPTCHA verification is required for entry, when provided by the system.
* are required fields

Entry Number * (Example: XXX-XXXXXXX-X)

CBP Line Number

FDA Line Number

™

reCAPTCHA
Privacy - Terms

I'm not a robot

m

DIAZ

TRADE LAW



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

HOW TO CREATE YOUR ITACS ACCOUNT

e Step by Step Instructions:

Creating an ITACS Account

FDA ONLINE ACCOUNT
ADMINISTRATION (OAA)

FDA Industry Systems

Login

Existing account holders, enter your account ID &
password

Account ID

Password

Under 18 U.S.C. 1001, anyone who makes a materially
faise, fictitious, or fraudulent statement to the U.S.
Government is subject to criminal penalties.

I understand.

Choose create new account

& Create New Account

© System Status

Getting Started

To make submissions to FDA (e.g.. Food Facility Registration, Prior Notice, etc.) you
must first create an account. Select “"Create New Account” towards the bottom left side
of this page

If you already have an account, enter your account ID and password.

WARNING: You are accessing a U overnment information system. The system
e may be monitored, rec and subject to audit. Unauthorized use of the
Use of the system

stem expressly

to such monitoring and is advised that if such monitoring reveals possible
criminal activity, system personnel may provide the evidence of such monitoring to law
enforcement officials.

Is your computer secure? Before using FDA Industry Systems (FIS). FDA strongly
courages all users 1o hav re us and antispyware software installed on
your computer to help ensure the privacy of the information being entered.

A retains contractors to assist the agency in maintaining its databases. If you get a
call from someone asking about your facility and you are concerned about whether the
call is legitimate, get the name and company of the caller, a: Il as a phone number,
and contact FDA FURLS Help Desk at 1-800-216-7331 to confirm that the caller is
acting on behalf of FDA

Creating an ITACS Account

Center for Biological Evaluation & Research (Export Certification Application and Tracking)
Center for Devices & Radiological Health (Device Registration and Listing / Export Certification Application and Tracking / Laboratory Developed Tests Notification)
Center for Drug Evaluation & Research (Export Certification Application and Tracking)

Center for Food Safety & Applied Nutrition (FFRM, FSMA, LACF, SEPRM, SFCN, NDIN, PNSI / Systems Recognition Program / Certification Application Program
(Inciudes Landfood, Seafood, Cosmetics, Food Adaitive, Food Contact Substances, Dietary Supplements, Infant Formula, Medical Foods, and Foods for Special Dietary
Use), efc.)

Center for Tobacco Products (Tobacco Registration and Product Listing)

Importer of Record

Indicate the type of firm.
One or all types may be chosen.

Consignee

Filer

TRADE LAW


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

PRIZE TIME

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

Bly.V4

TRADE LAW
- TrUe Or False? www.diaztradelaw.com

DIAZ
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NOTICE OF FDA ACTION #1

United States Food and Drug Administration
Division of Southeast Imports

Notice of FDA Action

Entry Number.

Importer:

Port of Entry: 5206, Miami Int'L Airport, FL
Arrival Date:

Filer of Record
Consignee:

HOLD DESIGNATED

Documents Required and Notify FDA of Availability
Summary of Current Status of Individual Lines

Line ACS/ACE/FDA  Product Description Quantity
111 PKR TIL FRESH FIL 5-90Z 1X10LB 360 BX Pending FDA Review

* =Status change since the previous notice. Carefully read the sections which follow for important information
regarding these lines. Please notify FDA and provide documentation, if you do not agree with the quantity listed in
the Notice of Action.

@ = Consignee 1D

PRODUCTS NOT RELEASED BY FDA

FDA will not request redelivery for examination or sampling, if the products not released by FDA are moved, following
USCBP conditional release, to a location within the local metropolitan area or to a location approved by the FDA.

PRODUCTS NOT LISTED ABOVE

All products and/or lines in this entry not listed above may proceed without FDA examination. This notice does not
constitute assurance the products involved comply with the provisions of the Food, Drug, and Cosmetic Act or other
related acts, and does not preclude action should the product later be found violative.

Please provide documentation concerning all products in this entry to the FDA. Include the USCBP Entry document
(e.g. CF-3461 or CF-7501), bill of lading/airway bill, and commercial invoice for these products, annotated to show
the USCBP/FDA line numbers sent electronically.

Also, advise FDA upon actual availability, and include location and location identifiers, where applicable, for all lines in
this entry.

TRADE LAW




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

DIAZ

- True or False? TRADE LAW

www.diaztradelaw.com

DIAZ
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NOTICE OF FDA 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.

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!

DIAZ
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CONDITIONAL RELEASE

e 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:
e (i) The date that FDA issues a notice of refusal of admission;
e (i) The date that FDA issues a notice that the merchandise may
proceed; or
e (iii) Upon the end of the 30-day period following the date of release.

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

NOTICE OF REFUSAL

HOLD DESIGNATED

Documents Required and Notify FDA of Availability

Summary of Current Status of Individual Lines

ORANGE JUICE DRINK 256 CS Refuse
ORANGE JUICE DRINK 64 CS Refuse
ORANGE JUICE DRINK 264 CS Refuse

These products must be exported or destroyed under Customs supervision within 90 days from the date of this
notice, or within such additional time as the Division Director of Custom specifies. Failure to do so may result in

destruction of the products. Distribution of the products may result in their seizure and/or injunction or criminal
prosecution of persons responsible for their distribution.
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NOTICE TO REDELIVER

REDELIVERY WITH FDA VERIFICATION REQUESTED

DIAZ
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REFUSAL

to export/destroy product!
e Guidelines to follow

e Seizure/liquidated damages

DIAZ
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PRIZE TIME

e 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 go 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

DIAZ

TRADE LAW

www.diaztradelaw.com
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FY 2024-2025 REFUSAL STATISTICS

Animal Feed Cosmetics Devices Drugs and Biologics

89 1,539 5,383 5,962
Refusals by
Product Category:

All Refusals

Housewares & Food Related Human Foods Radiological Health Tobacco Products 27‘ 130

S + 11,009 237 2,867

Unique Shipment Lines Refused by Country
Total: 27,130

Number of Import Refusals
8

. 1i-27

@ 27-136

B 126-956

@ 950-2713

8 2713
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Refusals by Product
Fiscal Years: 2022, 2023, 2024, 2025

Product Category

M Animal Feed
Cosmetics
Devices

Drugs and Biologics

Housewares and Food
Related

All Refusals

Human Foods
Radiological Health

Tobacco Products

2023
5= [Fiscal Year], 5= Product Category

Animal Feed Cosmetics Devices Drugs and Biologics

169 3,580 11,560 12,413

All Refusals

Refusals by

PrOdUCt CatEgory: Housewares & Food Related Human Foods Radiological Health Tobacco Products 57'463 D | A
105 + 25,767 431 3,438 Z

TRADE LAW




LIQUIDATED DAMAGES

6601 NW 25" Strect
Miami, FL 33122

RE:
Dear Sir/Madam:

This is regarding the above referenced claim incurred under the provisions of 19 CFR 142.12, 19
CFR 113.62(b) and 19 CFR 113.62(n)(1), in the asscssed amount of $50,000.00

Upon further roview of this case, it has boen detormined that cancelletion is warranted.
Accordingly, pursuant to fitle 19, Code of Federal Regulations, seciion 172.11, this claim is
hereby cancelled, and this case is considered closed in our records.

Should you require additional information regarding this matter, please contact Samantha
Garofalo or my staff at (305) 869-2891 or samantha.garotalo@cbp.dhs.gov.

Sincerely,

Dty swd by
SAMANTHA SUWHRIAIA) GAADTALO

Dile JRA0NIZ 1082 1D
J GAROFALO 40

(for) Robert Del Toro

Director, Fines, Penalties and Fordeitures D I a Z
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FP&F PETITION PROCESS

Informed Compliance Publication: Mitigation Guidelines: Fines, Penalties, Forfeitures and Liquidated Damages

e Claimfrom CBP e

to respond e

updated February

updated February 2004)

+ [updated February
updated Jul

{updated February

 FP&F Mitigation = —
Guidelines / Mitigating e
Factors
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PRIZE TIME

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

DIAZ

TRADE LAW
= True Or False? www.diaztradelaw.com
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IMPORT ALERTS

Import Alert Industry Group Medical Devices & Diagnostic
Products

Import Alert Industry Categories

_ f sHere in UNKEDIN | @ PINIT | % EMAIL | & FRINT
f sHaRE in LNKEDIN |~ @ PINIT | & EMAIL | & PRINT

Industries

Industry Categories
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IMPORT ALERT

Import Alerts are listed by Country and
Industry

— Import Alert # 66-41

— Type: DWPE (Detention Without Physical
Examination)

— Import Alert Name:

e "Detention Without Physical
Examination of Unapproved
New Drugs Promoted In The

U.S."

_‘_—{‘f’: U.S. Department of Health and Human Services

ipZY U.S. FOOD & DRUG

ADMINISTRATION

Home s | Radiation-Emitting Produc

Home > Import Program > Import Alel » Imporis Alerts by Number

Import Alert 66-41

Published Date: 10,
Type: PE

Import Alert Name:

Detention Without Physical Examination of Unap New Drugs Promoted In The U.S

Reason for Alert:

NOTE 5 Alert dated
been rem

her than
article specified in clau

AtoZindex | Follow FDA | En Espafiol

Animal & Veterinary

TRADE LAW




DETENTION WITHOUT
PHYSICAL EXAMINATION (DWPE)

e 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.

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

DIAZ
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REMOVAL FROM IMPORT ALERT
LIST

I ADMINISTRATION
e FDA’s

Regulatory Procedures Manual
Chapter 9: IMPORT OPERATIONS AND ACTIONS

This chapter includes the following sections:
Section Topic
9-1 IMPORT PROCEDURES

e 9-6 - Detention without Physical Examination B4 SecPEAMGRUOSS

912 DIVISION OF AUTHORITY
DW P E 913  ENTREES
( ) 914  SAMPLING
915  PROCEDURES WHEN VIOLATION IS FOUND FOR PRODUCTS THA

ARE NOT SUBJECT TO ADMINISTRATIVE DESTRUCTION

9-1-6 PAYMENT OF COSTS OF SUPERVISION OF RELABELING AND/OR
OTHER ACTION

9-1-7 EXPORTATION OF MERCHANDISE REFUSED ADMISSION.
9-1-8 BOND ACTION
9-2 COVERAGE OF PERSONAL IMPORTATIONS
9-2-1 PURPOSE ..
9-2-2 BACKGROUND
9-2-3 PERSONAL BAGGAGE
924 MAIL SHIPMENTS...
9-2-5 GENERAL INSTRUCTIONS ...
9-3 “NOTICE OF FDA ACTION — DETAINED” FOR MAIL SHIPMENTS
9-3-1

9-4 NOTICE OF REFUSAL OF ADMISSION AND ADMINISTRATIVE
DESTRUCTION FOR MAIL SHIPMENTS OF DRUGS...

9-4-1 PURPOSE ..
9-4-2 BACKGROU!
94-3 ISSUANCE OF NOTICES.

MAN-000012 Page 10f 113 VERSION 05

TRADE LAW



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

U.S. FOOD & DRUG

ADMINISTRATION

Office of Inspections and Investigations

November 8, 2024

Diaz Trade Law
12700 Biscayne Blvd, Suite 401
North Miamu, FL, 33181

Via Email:

CASE #

This letter is in response to your request to remove Glucosoral Beverage Apple
Artificially Flavored Oral Rehydration Drink (Manzana Solucion Electrolita Oral), Glucosoral Beverage
Cherry Artificially Flavored Oral Rehydration Drink (Cereza Solucion Electrolita Oral), Glucosoral
Beverage Coconut Artificially Flavored Oral Rehydration Drink (Coco Solucion Electrolita Oral), and
Glucosoral Beverage Peach Artificially Flavored Oral Rehydration Drink (Melocoton Solucion Electrolita
Oral) from , from Detention Without Physical
Examination (DWPE) under Import Alert # 99-39, “Detention Without Physical Examination of Imported
Food Products That Appear to Be Misbranded.™

The information you provided, as well as FDA’s national entry data, were reviewed. The data indicates
that Glucosoral Beverage Apple Artificially Flavored Oral Rehydration Drink (Manzana Solucion
Electrolita Oral), Glucosoral Beverage Cherry Artificially Flavored Oral Rehydration Drink (Cereza
Solucion Electrolita Oral), Glucosoral Beverage Coconut Artificially Flavored Oral Rehydration Drink
(Coco Solucion Electrolita Oral), and Glucosoral Beverage Peach Artificiallv Flavored Oral Rehvdration
Drink (Melocoton Solucion Electrolita Oral) from

have met the criteria for removal from DWPE.

Routine coverage of entries will resume. Should detentions occur for the same or related reasons,
detention without physical examination may be reinstated.

Enclosed 1s a copy of the advisory to our FDA field offices.

DIAZ
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PRIZE TIME

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

DIAZ

_ 2
True or False? TRADE L AW

www.diaztradelaw.com
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WARNING LETTERS

« The U.S. Food and
Drug Administration
(FDA) issues warning

CGMP/Finished Pharmaceuticals/Adulterated
Foreign Supplier Verification Program (FSVP)

|ette rs to notrfy CGMP/QSR/Medical Devices/Adulterated
. 202 Unapproved New Drugs/Misbranded
com Pa nies or Finished Pharmaceuticals/Unapproved New Drug/Misbranded
i nd |V|d ua |S Of CGMP/Food/Prepared, Packed or Held Under Insanitary Conditions/Adulterated
) o ) ] Seafood HACCP/CGMP for Foods/Adulterated
sign ifi cant violations Investigational Device Exemptions (IDE)/Premarket Approval Application (PMA)

Adulterated Device

of federal requlations

TRADE LAW




TOP TIPS WHEN RESPONDING TO A
WARNING LETTER

Respond OnTime - 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 OnThe 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!

DIAZ
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FY 2022-2025 WARNING LETTER
STATISTICS

Woarning Letters Injunctions Seizures All Actions

Compliance Actions: 48724 + 0 48,742

Warning Letters by Fiscal Year Injunctions and Seizures by Fiscal Year
Fiscal Years: 2022, 2023, 2024, 2025 Fiscal Years: 2022, 2023, 2024, 2025

ActionType

W Injunction

|Fiscal Wear|
Metion Type Count

L=

2823 2824

L= [Fiscal Year], ActionType

8k 18k

Warning Letters

TRADE LAW




MOST WARNING LETTERS ISSUED FOR
TOBACCO!

Actiﬂns by PrOduct Biologics Devices Food / Cosmetics Tobacco Veterinary
Type: 43 103 518 + 47471 + 74 48,725

All Actions *

Export
Warning Letters by Product Type Injunctions and Seizures by Product Type
Fiscal Years: 2022, 2023, 2024, 2025 Fiscal Years: 2022, 2023, 2024, 2025

Biologics | 43

Drugs

The chart is not displayed because it contains only undefined values.

Product Type

Food/Cosmetics

Tobacco

Veterinary | 74

20k Jak

Warning Letters

In those situations, the values for All Actions by product type may differ from All Actions by compliance action type.

* Cases associated with multiple praduct types will be counted once for each product type.

DIAZ
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* What is the compliance history of the

HOW TO USE FDA'S DATABASES
TO PERFORM DUE DILIGENCE

manufacturer, importer, and device? FDA Data Dashboard
Compliance FSMA Data
 FDA Data Dashboard Dashboards Search
(datadashboard.fda.gov) Inspections Findfirm comliance and
e Previous Ins pe ctions Compliance Actions
Search Firm Information
* Recalls

LAAF Participants

* Warning Letters
* Import Alerts
* Refusals

Approved VQIP Importers

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

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

MORE STATS!

Recall Events by Product Type Total Import Lines by Product Category
Fiscal Years: 2023, 2024, 2025 Fiscal Years: 2023, 2024

30,000,000
Product Type Product Category

Food/Cosmetics M Drugs

B Devices

B Tobacco

B Biologics

B Veterinary

M Food/Cosmetics

M Cosmetics

Devices

26,276,665

20,000,000

15,876,725
24,126,630
15,133,742

Veterin... B Drugs and Biologics

Housewares and Food

Related
10,008,600

o
@
c
3
-t
L .
Q
Q
£
=
Y
o]
E
S
w

M Human Foods

5,545,026
5,166,871

Biolagics .
9 Devices

3,921,783
3,874,458

1,079,327
1,737,320
442,124
449,406
1,059,980
1,626,842
266,282

Tobacco .

TRADE LAW




PRIZE TIME

Which product category had the highest number
of recall events?

A. Tobacco

B. Drugs D I AZ
C. Devices TRADE LAW
D. Food/Cosmetics SR 2 o

DIAZ

TRADE LAW



Useful Links

Diaz Trade Law Blog -

Diaz Trade Law Newsletter -

FDA Data Dashboard -

Labeling Guide for Food -

Labeling Guide for Dietary Supplements -

ITACS Process -

FDA Discusses TOP Reasons for Detention of Goods -
Import Alert: Detention without Physical Examination -
Regulatory Procedures Manual -

Am | Subject to FSVP? -
FDA discusses TOP reasons for the detention of goods -
Part 101 — Food Labeling -

DIAZ

TRADE LAW


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

DIAZ

TRADE LAW

TOP 10 TIPS* WHEN IMPORTING FOOD
INTO THE U.S. TO ENSURE COMPLIANCE

Learn From Over 60 Years of our Collective Experience on How to Be Proactive and Avoid Cormmon
Mistakes when Importing Food!

Ensure your product complies with FDA labeling requirements (is in English, contains a
compliant Principal Display Panel (PDP), Nutrition Facts and Informational Panel.

Ensure your Manufacturer’s establishment is registered with the FDA and provides you
with their Bioterrorism Act (BTA) Registration Number (if the manufacturer is foreign,

ensure they have a U.S. agent www.diaztradeconsulting.com)

Perform Due diligence.
a. Perform a meaningful risk analysis (trust but verify), review Warning Letters,
Import Alerts, Inspections, and Recalls (use the FDA Data Dashboard).

Ensure you and your manufacture comply with FDA Food Safety Modernization Act
(FSMA) standards and have a Foreign Supplier Verification Program (FSVP) in place.

Preventative Controls for Human Food

Preventative Controls for Animal Feed

Produce Safety

Foreign Supplier Verification Program

3rd Party Accreditation and Certification

Sanitary Transportation

Food Defense

Keep records proving you used Reasonable Care. Review Importing into the U.S.: A
Guide for Commercial Importers (includes a reasonable care checklist).

Do you source products from many countries? Confirm you're using the correct Country
of Origin (COO0) and that your product is labeled with the valid COO.

Confirm you are using the correct HTSUS & FDA Product Code.

a. Harmonized Tariff Schedule — https://hts.usitc.gov/
b. FDA product code builder

Confirm you are using the correct value for your product; do you use related parties?
Request a binding ruling from CBP.

Determine whether you should request a binding ruling from Customs.
a. Customs Rulings Online -

(s
o
@
S
@
(10

If you receive a Notice of FDA Action, be RESPONSIVE and request an extension if
needed!

- CBP'sRulingsand Legal Decisions = Stayinthe Know! Sign Up For our Customs and Trade Blog
Info@DiazTradelaw.com www.DiazTradelaw.com (305) 456-3830

*This document & provided for informational purposes only and does not constitute legal advice nar does use of this constitute the
formation of an attorney-client relationship.

TOP TIPS WHEN IMPORTING
FOOD TO ENSURE COMPLIANCE

SCAN ME!

TRADE LAW
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TOP TIPS* WHEN IMPORTING MEDICAL
DEVICES TO ENSURE COMPLIANCE

Learn From Over 60 Years of our Collective Experience on How to Be Proactive and Avoid Common
Mistakes When Importing!

o Medical Device Importation Checklist:
= Ensure you know what Class your medical device is: I, 11, or 1li
Does the manufacturer have a valid Establishment Registration?
Are the goods being exported by a company other than the manufacturer? If so, have you
ensured they have a valid Establishment Registration?
Does the initial importer have a valid Establishment Registration?
* Use the Search Database
Is there a valid Device Listing in place?
For Class Il devices, is a 510k (Pre-Market Notification) necessary?
For Class Il devices, is a PMA (Pre-Market Approval) necessary?
Review and assure compliance with Labeling Requirements
Review and assure compliance with Good Manufacturing Practices/Quality System
Regulation

e Protect your own Intellectual Property Rights (IPR)
= Register your trademark with the U.S, Patent and Trademark Office
= Record your trademarks with CBP.
- 90 U.S. Customs Will Police Your Brand

o Keep records proving you used Reasonable Care — Request a binding ruling from CBP!

- Importing into the US.: A Guide for Commercial Importers (Includes a reasonable care

checklist).

O Confirm you're using the correct Harmonized Tariff Schedule (HTSUS)
: ized Tariff ful

= . 5
e Confirm you're using the correct value for your product. Do you use related parties?
o Confirm you're using the correct country of origin. Do you source products frorm many countries?

If you receive a Notice from the U.S. Food and Drug Administration (FDA) or U.S. Customs Border
and Protection (CBP) - IMMEDIATELY consult an expert to answer thoroughly.
If you receive a Notice of FDA Action, assure you respond in a timely basis and request
extensions!
If you receive a Warning Letter from the FDA, assure you consuit an expert and respond
within 15 days.
If you receive a notification that you are on an Import Alert List, take action through an
expert to be removed.
If you receive a Notice of Detention or Seizure Notice from CBP, be PROACTIVE.
Always petition Penalties and Liquidated Damages claims.
US. Customs Seized My Merchandise, Now What?

Info@DiazTradel aw.com www DiazTradelaw.com (305) 456-3830

*This document is provided for informational purposes only and does not constitute legal advice nor does use of this constitute the
formation of an attorney-client relationship.

TOP TIPS WHEN IMPORTING
MEDICAL DEVICES TO ENSURE
COMPLIANCE

SCAN ME!

TRADE LAW




BLOG
DiazTradeLaw.com

A New Era in Cosmetics Regulation: The
Modernization of Cosmetic Regulations Act

In recent years, the cosmetics industry has experienced exponential growth, with new products being introduced
almost daily. The average American consumer uses six to 12 cosmetics products daily. This growth has resulted in a
need for more comprehensive regulation of cosmetic products to ensure consumer safety.

is a new law that aims to modernize and strengthen cosmetic regulations

in the United States.

FDA Issues Draft Guidance for Registration and
Listing of Cosmetic Product Facilities and
Products

On August 7, 2023, the U.S. Food and Drug Administration (FDA)
companies submitting cosmetic product listings and cosmetic product facility registrations to the agency. The
agency characterized the guidance as playing a critical role in helping to ensure the safety of cosmetic products that

many consumers use day-to-day.

FDA's Proposed New National Drug Code - WI}N\
You Need to Know READ

ME

The (FDA) is
(NDC). The NDC is a standard for uniquely identifying drug products marketed in the United States. The

governing the format of the

current standard has several acceptable formats. If the proposal is finalized, it will standardize the format of all NDCs.

On December 19, 2024, the FDA announced a to update the criteria that food must meet to qualify for use of

the claim "healthy”.

New Requirements

LY 1 /\ £
TRADE LAW



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 -

@ wown

SCAN ME

TRADE LAW

CUSTOMS & TRADE UPDATE
VOLUME 9, ISSUE 12

YOUR CUSTOMS EXPERT

DIAZ

TRADE LAW


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

KEEP IN TOUCH!

SCAN TO ACCESS
Diaz Trade Law's

Diaz Trade Law N
Customs & International LInI(tre e*
Trade Law Firm
CONNECT WITH ME ON LINKEDIN! 3% DrLwebsie
in DTL Instagram
E Senu‘:’:::fn\ﬂ.lliz:inar
8 DTL Newsletters
SCAN ME in] DTL LinkedIn

TRADE LAW



Mastering FDA Compliance: Strategies for
Navigating Enforcement and Import Regulations

Board Certified International Trade Attorney and President,
Diaz Trade Law

@ jen@diaztradelaw.com e 305-456-3830
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