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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 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 © 2021 BY DIAZ TRADE LAW.
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AGENDA

e Medical Device Basics

e FDA Laws/Regulations

* FDA Import Process

= What You Need to Know to Import

= How to determine if your product is a medical
device

= How to determine if your medical device is a
Class |, I, or Il

= How to determine your product code

= How to determine whether or not your
manufacturer is registered with the FDA (and
their enforcement history)
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PoOLL TIME!

e Which best describes you?

A. Importers

Customs Brokers

Regulatory Affairs Professionals
In-house Legal Counsel

Product Development Managers

w2 e

Consultants
G. Others Interested in FDA and Imports
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WHAT IS A MEDICAL DEVICE?

Instrument * Recognized by National Formulary,
or the US Pharmacopeia...

NpPEEHLE * Intended for use in the diagnosis of
Implement disease or other conditions, orin
Machine the cure, mitigation, treatment, or
Implant prevention of disease, in man or

_— : other animals, or
Anothersimilarfrelated articie Intended to affect the structure or
Or part/accessory any function of the body of a person
or animal, and which does not

achieve its primary intended
purposes through chemical action
within or on the body of a person or
animal.
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WHAT IS A MEDICAL DEVICE?

e Examples of Medical Devices:
e Facemasks [ Respirators
e Needles
e Ventilators
e Sterilizers
e Thermometer
e Gloves
e Hospital Beds
e Defibrillators
e Disposable bedsheets/

| billows/ pillowcases/blankets ——
ance 1 %‘ D I AZ
Webi o/ E TRADE LAW




MOBILE MEDICAL APPLICATIONS

e Improve health care

e Provide consumers and
health care professionals
with valuable health
information

e FDA released draft
guidance on July 19, 2011

— updated in 2015, 2019, and
2022

e The issued
on September 28, 2022 is
the latest revision
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https://www.fda.gov/media/80958/download

PoOLL TIME!

e  Which of the following products is NOT a
medical device?

A. Dental Floss

B. SPF Moisturizer
C. Sunglasses

D. Hospital Beds
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U.S. FOOD AND DRUG
ADMINISTRATION

FUA

e Federal Food, Drug and Cosmetic Act
* Comply before U.S. Customs releases shipment
e 21U.5.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
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FEDERAL FOOD, DRUG
AND COSMETIC ACT

 |Imported medical devices must
fully comply with the Federal 2
Food, Drug and Cosmetic Act ==
before the device is released by
U.S. Customs. 22 U.S.C. 301

e Forfurtherinformation, see
FDA's Office of
Regulatory Affairs Import Start
Page accessible at:
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https://www.fda.gov/industry/import-program-food-and-drug-administration-fda
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda

FDA’S CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH (CDRH)

Distribution of Full-Time Equivalent (FTE)

Emplovment Program Level

e (CDRH regulates companies
which

e manufacture

e repackage

* re | 3 bel Export Certification
Color Certification

°* Im port Family Smoking Prevention and Tobacco Control Act.....

Priority Review Vouchers (PRV) Pediatric Disease

Headquarters and Office of the Commissioner

medical devices sold in the

United States. Opiods - No Year
21st Century Cures (BA Only)
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CHECKLIST TO IMPORT
MEDICAL DEVICES

Identify Product Code & Device Class
Is a 510(k) or PMA needed?

All Establishments (IOR/ Manuf/
Exporter) Registered?

* Foreign Facilities list a U.S.
Designated Agent?

. Device Listing #
Quality System Regulation (QSR)
* (aka GMPs)
Labeling Requirements

* Unique Device Identification (UDI)
requirement.

Medical Device Reporting | Medmarc Inswance. ol
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Webinar Serieg ¢ B TRADE LAW




MEDICAL DEVICES CLASSES

Class | Class |l Class Il

Low Risk Moderate Risk High Risk
Examples: Examples: Examples:
- elastic bandages - powered wheelchairs - Pacemaker
- examination gloves - needles - Orthopedic Implants
- hand-held surgical - surgical drapes - silicone gel-filled breast
Instruments Implants
Most (93%) are exempt Most (80%) require a Support or sustain human
from Premarket Premarket Notification life.
Notification 510(k) 510(k)

Most require a Premarket
Approval (PMA).



DEVICE CLASSIFICATION

Medical Specialty Regulation . Code of Federal Regulations

e Devices are |(Advisory Committee No.

classified Cl?n?cal Ch_emistry Part 862
into 1 Clinical Toxicology Part 862
In : 9 Hematology Part 864 E—
medical Pathology Part 864 -
specia FaT=X3 'mmunology Part 866 P e
Microbiology Part 866 2 P
e 21C.F.R. Anesthesiology Part 868 ronots
862-8 92: Cardiovascular Part 870 "

Part 808 cal 808.101

Dental Part 872
Ear, Nose, & Throat Part 874
Gastroenterology & Urology Part 876

General & Plastic Surgery Part 878

General Hospital Part 880
Neurology Part 882
Obstetrics/Gynecology Part 884
Ophthalmic Part 886
Orthopedic Part 888
Physical Medicine Part 890
Radiology Part 892

Part 809
Part 610
my Published Part 812
i3 Edition
Part 814 Pre
Part 820
Part 821
Part 22
Part 830
Part 860
Part 861
Part 862
Part 864
Part
Part
Part
Part 72
Part 874
Part 876
Part 78
Part 80
Part 882
Part 884
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HOW TO FIND YOUR “PRODUCT CODE”
AND “DEVICE CLASS”

(pIY U.S. FOOD & DRUG

ADMINISTRATION

* Product Codes = 6704
Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

D = 6704
Establishment Registration & Device Listing evices O
FDAHome Medical Devices Databases
e C = 2378
ass | = 237
» medical device manufacturers registered with FDA and
» medical devices listed with FDA —
Mote: Registration of a device establishment, assignment of a registration number, or listing of a medical L C a S S I ' 3 3 2 8
device does not in any way denote approval of the establishment or its products by FDA.
Learn More. ..
e C Il = 48
ass Il = 404
Search Database ¥ ep . .
* Rem
Establishment [ | Registration - | e a I n I n g

B ;m; — * Humanitarian Device

T Exemption (48)

e e T S— * For Export Only (3612)
cenron [Seah] * Unclassified (105)

' Medmarc Insurance ‘
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CLASS | MEDICAL DEVICE

Device Sunglasses (Non-Prescription Including Photosensitive) DIAZ T ———

Regulation Description Sunglasses (nonprescription). AR

Regulation Medical Specialty  Ophthalmic

Review Panel Ophthalmic

Product Code HQY

Premarket Review Ophthalmic Devices (DHT1A) .
Ophthalmic Devices (DHT1A) Did You Know That Sunglasses Are Regulated by The

Submission Type 510(K) Exempt FDA As Medical Devices?

Regulation Number 886.5850 By dennifes Diaz | May:30, 2019

Device Class 1 Did You Know That Sunglasses Are Regulated by The FDA As Medical Devices?

Total Product Life Cycle (TPLC) TPLC Product Code Report
GMP Exempt? No - O R OD

Summary Malfunction Eliqible o9 PO 99 MO
Reporting = o®OTe® OT

Note: FDA has exempted almost all class | devices (with the exception of reserved devices) from the o9 DO 99 DO
premarket notification requirement, including those devices that were exempted by final regulation published in ‘
the Federal Registers of December 7, 1994, and January 16, 1996. It is important to confirm the exempt status Whether you import sunglasses into the United States or sell sunglasses in the U.S. commerce, you are required to
and any limitations that apply with 21 CFR Parts 862-892 . Limitations of device exemptions are covered under comply with the laws and regulations of the U.S. Food & Drug Administration (FDA). The FDA requlates sunglasses
21 CFR XXX.9, where XXX refers to Parts 862-892. products to ensure their safety and impact resistance. These products are regulated as medical devices as they are
intended to mitigate or prevent the effect of the sun's ultraviolet (UV) rays on the eyes of a person. The term "Medical
Device" is defined in 21 CFR 201(h).

News & Articles

Call 305-456-3830 or emall info@diaztradelaw.com.

If a manufacturer's device falls into a generic category of exempted class | devices as defined in 21 CER Parts
862-892 a premarket notification application and fda clearance is not required before marketing the device in
the U.S. however, these manufacturers are required to register their establishment. Please see the Device The followng ate EDA regulations that spply sunglesses. Pallee o comply Wil hem may resuk In B and EDA
Registration and Listing website for additional information. e s

Implanted Device? No Registenwitrithe EDA;
. . . Foreign Manufacturers Must Name a U_S. Agent;
Life-Sustain/Support Device? No

Third F'arty Review Mot Third Par[\.f E||g ible Manufacturers Must Meet Quality System (QS) Requirements Set Forth in 21 CFR 820,
The Lens for Spectacles And/or Sunglasses Must Be Certified As Impact Resistant Under 21 CFR Part 801.410.

Risk Management DIAZ
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https://diaztradelaw.com/know-sunglasses-regulated-fda-medical-devices/

Year

Fee

ANNUAL ESTABLISHMENT
REGISTRATION USER FEE

FY FY FY FY
2021 2022 2023 2024

$5,546 $5,672 $6,493 $7,653
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ARE YOU A'MEDICAL DEVICE
IMPORTER, MANUFACTURER, OR

EXPORTER? FY2023 Registration
fees are out:

+ $6,493 for each establishment.
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WHO MUST REGISTER, LIST & PAY THE FEE

Domestic establishments
Foreign Establishments

Register List
YES YES

B07.20{a)(2) B07.20{a)(2) - . .

e el Activity Register  List
Contract sterilizer YES YES

807.20 807.20(2)(2) Contract Manufac YES YES

Device being investigated under IDE NO NO A ding contract packagers) 807.40(z)  807.40(a)

B07.40(c) -

! Contract Sterilizer YES YES

Domestic Distributor that does not import devices ;I;{ ies NO 307.40(z)  807.40(3)

7.20(c)(3)

Any establishment located in & foreign trade zone involved with the manufacture, preparation, propagation, YES YES Custom Device Manufacturers VES YES
compounding, assembly, or processing of a device intended for commercial distribution in the United States 807.20(a) | 807.20(a)

Impart agent, broker, and other parties who do not take first possession of a device imported into the United NO NO @ 2
States Device Being Investigated under IDE No NO
Initial Importer YES NO 812.1(a)  812.1(a),
BO7.40(a)  Identify 807.40(c)
manufacturers
per 807.20(a){(5) reign Exporter of devices located in a foreign country YES YES

Maintains complaint files as required under 21 CFR 820,108 YES 807.40 (a)  807.40 (a)

M Ienu:'jac'.urer of atc:f 5sor::‘e5 of companents that are packaged or lzbeled for ial distribution for health- ‘;gf ” Foreign Manufacturers YES YES
related purposes to an end user 1.0 ) ) )
puE (including Kit Assemblers) 807.40(z) | 807.40(a)

Manufacturer of companents, that are not otherwise classified s a finished device, that are distributed only 1o & NO
finished device manufacturer B07.65(a) Maintains complaint files as required under 21 CFR 820.198 YES YES

M ) YES ) . Manufacturer of accessories or components that are packaged or labeled for commercial distribution for ~ YES YES
(including Kit Assemblers) B07.20{z) B07.20(a)
health-related purposes to an end user 807.20(z) | 807.20(a)
Manufactures a custom device YES YES (5 (5)
807.20(z)(2) 807.20{a)(2)
NO Manufacturer of components that are distributed only to a finished device manufacturer NO NO
807.65(a)

Refurbishers or remarketers of used devices already in commercial distribution in the United States NO
elabeler or £ YES YES
B07.20(z)(3) 807.20(a)(3) 3 )a YES YES
Remanufacturer YES YES 807.20(a)  807.20(a)
3 3

Rep: or of single use devices YES
Remanufacturer YES YES
Specification Cansultant Only NO NO
- Dol VES vES Reprocessor of Single-use Device YES YES
Specification Developer
B07.20(a)(1) 807.20{a)(1) 807.20(a) | 807.20(a)

LS. Manuf of export only YES YES Specification Developer YES YES
B07.20{a)(2) B07.20(a)(2)

oo Foreign establishments must also

_ _ _ designate a U.S. Agent.
https://www.fda.gov/medical-devices/device- '
Medmarc Insurance
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TRUST, BUT VERIFY

%ﬁ U.5. Department of Health & Human Services aA A

Follow FDA | En Espaiiol

SEARCH

(plY U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

FDA Home A
e https://www.accessda
This database includes: Otrleg 1Data5bases
» medical device manufacturers registered with FDA and De Novo
ta * fda * gov/scrl ptS/Cd r » medical devices listed with FDA edical Device Reports
Mote: Regis! ice establishment, assignment of a registration number, or listing of a medical
h/Cfd OCS/CfRL/rl . Cfm device does not in any way denote approval of the establishment or its products by FDA.

Validation (C )

CDRH FOIA Electronic Reading
Room

CFR Title 21

Learn More...

Search Database eip ‘¥ Download Fiies

I P Humanitarian Device

stablishmen egistration Exemption

or Trade Name ‘ or FEI Number Medsun Reports

Premarket Approvals (PMAs)

Post-Approval Studies

Postmarket Surveillance

Studies

i Radiation-Emitting Produc

F:rn<juct ‘ Esla_t:ll:shment - Radiation-Emitting Electran
o Type — Products Corrective Actions

Establishment 4] Establishment [ _] Recalls

State (U Country * -~ Standards

Total Product Life Cycle

X-Ray Assembler

‘— Clas

Name Device N;

rForm | Search

Medmarc Insurance
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Poll Time!

e What Device Class is a Ng5 respirator?
A.

B.
C.
D.

I
1
None of the above
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MEDICAL DEVICE "PRODUCT CODE"
RELATED TO COVID-19

Establishment Registration & Device Listing

FDA Home Medical Devices Databa

MNew Search Back To Search Resulis

Classification Name: RESPIRATOR, SURGICAL
Product Code: WS

Device Class: 2

Regulation Number: 878 4040

Medical Specialty: General & Plastic Surgery
Registered Establishment Name: 3 COMPANY
Registered Establishment Number: 2110838

Premarket Submission Number: KOE63023
Owner/Operator: 3 COMPANY
Owner/Operator Number: 2110898

Establishment Operations: Specification Developer, Complaint File Establishment

Medmarc Insurance
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CLASS Il — g10(K) EXEMPT

Device Respirator, Surgical

Regulation Description Surgical apparel.

Definition
A surgical N95 respirator or N35 filtering facepiece respirator is not exempt if
it iz intended to prevent specific diseases or infections, or it is labeled or
othenwise represented as filtering surgical smoke or plumes, fillering specific
amounts of viruses or bacteria, reducing the amount of andfor killing viruses,
bactera, or fungi, or affecting allergenicity, or it contains coating
technologies unrelated fo filtration (e.g., to reduce and or kill
microorganisms). Surgical M35 respiraters and MN95 fillering facepiece

mpt from the premarket notification procedures subject to
and the conditions for exemption identified in 21 CFR

Regulation Medical Specialty eneral & F'|E'|Ic surgery

Review Panel General Hospital

Product Code MSH

Premarket Review Infect!r:nn Control and Plas gern < (DHT4EB)

: |DHT4E|
Submizsion Type S10({K) Exempt
Regulation Number &76.4040
Device Class :
Total Product Life Cycle (TPLC) TPLC Product Code Repord
GMP Exempt? Mo

Summary Malfunction —
F!epun:ing Eligible
em 1rk&t nnti

1949 and the 215 :
(Cures Act). FDH.t- 5 BVE M3 rers from the need to submit premarke
nofification submiss e % and '-.'.riII en able FDA to redirect the resources that would be spent on
reviewing such submissions to more significant public health issues. FDA is taking this action in order to meet
requirements of FDOAMA and the Cures Act.

Implanted Device? Mo
Life-Sustain/Support Device? Mo

Medmarc Insurance
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CLASS Il — 510(K)

Device Wheelchair, Powered
Regulation Description Powered wheelchair.
Regulation Medical Specialty  Physical Medicine
Review Panel Physical Medicine
Product Code ITI

Premarket Review Neuromodulation and Physical Medicine Devices (DHT5B)
Neuromodulation and Physical Medicine Devices (DHTSB)

Submission Type 510(k)
Regulation Number 890.3860
Device Class 2

Total Product Life Cycle (TPLC) TPLC Product Code Report

GMP Exempt? No

ec. B89 60 Powered wheelchair.

Classification. Class II (performance st:

Medmarc Insurance
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£10(K) — SUBSTANTIAL EQUIVALENCE (SE)

e Adevice is substantially equivalent if, in
comparison to a predicate it:

has the same intended use: and

has the same technological
characteristics; OR

has the same intended use: and

has different technological
characteristics and the information

submitted to FDA;

e does not raise new questions of
safety and effectiveness; and

e demonstrates that the device is at
least as safe and effective as the
legally marketed device.
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CLASS Il - 510(K)

e Who must submit a 510(k)?

— Domestic manufacturers introducing
a device to the U.S. market;

— Specification developers introducing
a device to the U.S. market;

— Repackers or relabelers who make
labeling changes or whose operations
significantly affect the device.

— Foreign manufacturers/exporters or
U.S. representatives of foreign
manufacturers/exporters introducing
a device to the U.S. market

/AN

Medical Devices




CLASS Il —
PREMARKET NOTIFICATION — 510(K)

e Until the submitterreceives an order
declaring a device SE, the submitter
may not proceed to market the
device.

e Once the device isdetermined to be
SE, it can then be marketed in the
U.S.

— Pro Tip = Register after U.S. FDA Premarket

v
ARVICR
-~ 5
&
<
o
=
=z
% C
£
*
g

receiving SE Notification 510(k)
e SE determination
— godays

— Plan for much longer
— Based on the information

submitted by the submitter. r— =
edmarc Insurance
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CLASS |l - PREMARKET APPROVAL (PMA)

e High risk devices that pose a
significant risk of illness or
Injury

e The PMA process is more
involved and includes the
submission of clinical data to
support claims made for the
device.

e Approval of the device by FDA.
e 180 days to review and approve

Medmarc Insurance 4
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OTHER FEES FOR FISCAL YEAR 2024

Application Type Standard Fee Small Business Feef
510(k) $21,760 $5,4 40
PMA $483,560 $120,890




WANT A HAPPY BROKER?

e Priorto Importing —Send your Broker:
— 1. Product Code
— 2. Device Class
— 3. Device Listing #
— 4. 510k /| PMA # if applicable
— 5. Manufacturer Establishment Registration No.

— 6. If Exporter is different than Manufacturer—
Registration No.

— 7. Importer Registration No.

Medmarc Insurance <4 D I AZ
Risk Management -<}4E
Webinar Series: <o I TRADE LAW




MEDICAL DEVICE LABELING BASICS

General Device Labeling -

beli
— Use of Symbols

Regulatory Requirements for Medical Devices

In Vitro Diagnostic Products -
Investigational Device Exemptions -
Unique Device Identification -

Good Manufacturing Practices -

n
o
=
>
o
L
O
B
=
0
=

General Electronic Products -

| Medmarc Insurance 4 A
. 2
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=801
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=801
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=801.15
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=809
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=809
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=830
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=830
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=1010
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=1010

UDI LABELING REQUIREMENTS

UDI =DI + PI

| |

Device ID Production IDs ‘|

‘||I|||||II\IIIHI\III\IIHIII\H\IIIIIIImlII|H 00O
(01)123456789801234J(17)140102(11)100102(10)A1234(21)1234

e 2014-01-02 ﬂ 2010-01-02 [LOT| A1234 [SN] 1234

AIDC (typical barcode) Text Standard
1D (GS1 128, UPC) 1 or multiple lines GS1, HIBCC, ICCBBA, (IFA)

or 2D (GS1 DataMatrix)
= [*+X999123ABCO

i : 3140102A1234/51234/16D20100102J%
1y 1_
*.tr}

UDIs must be issued under a system operated by an FDA-

accredited issuing agenc Medmarc Insurance
g g Y Risk Management < D I AZ
Webinar Serieg:<fw® TRADE LAW




DUE DILIGENCE
COMPLIANCE HISTORY OF MANUFACTURER

* Whatis the compliance

history of the manufacturer, FDA Data Dashboard
|mporter, and device? Compliance = FSMA Data
Dashboards  Search
Inspections Find firm C°'“_P'ffr':‘zt?::
e FDA Data Das h b 0a rd Compliance Actions ’ e
(datadashboard.fda.gov) *
MiporTs Sulmeey Approved VQIP Importers
* Previous Inspections Import Refusals TPP Participants
Imports Entry
e Recalls

* Warning Letters
* ImportAlerts

| Medmarc Insurance o
» Refusals Risk Management <348 D I AZ
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https://datadashboard.fda.gov/ora/index.htm
https://datadashboard.fda.gov/ora/index.htm

FDA Compliance Actions:
FDA Data Dashboard

Animal Fead Cosmatics Davices Drugs and Biologics

0 0 127,771 0

All Refusals

127,771

Refusals by
Product Category:

Housewares & Food Reloted Human Foods Radiological Health Tobacco Products

0 + 0 0 0

Unigue Shipment Lines Refused by Country
Totak 127,771

Number of Import Refusals

Medmarc Insurance
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PoOLL TIME!

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

A. Notice of Action
B. Notice of Refusal

C. Liquidated Damages Claim from
CBP

D. Warning Letter

. Import Alert
F. Recall

Medmarc Insurance OZ' DI Z
Risk Management -<3{E A
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TYPICAL FDA/CBP
ENFORCEMENT ACTIONS

e Notice of Action
e Notice of Refusal

e CBP/Liquidated
Damages

 Warning Letter

e Import Alert

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

Medmarc Insurance D I AZ
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kit Import Trade Auxiliary Communications System ITACS Account Log-in(FURLS

elcome to Import Trade Auxiliary Communications System

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 security letters are required for entry, when provided by the system.

*
are required fields

Entry Number* ‘ | (Example: XxX=XXXXXXX-X)

CBP Line Number

FDA Line Number

‘)) Hear a set of letters

O Get a new set of letters

Please enter the letters provided*

Sadect E g BPOFLGA] Rulia] Produet Prohet Loda | Lhsaniity cimiry Mars | FOsh Lina Siatuns PO L S Diaie 1AL S Siatun, ITAC S Tusiwn Caln

I | o 000000 O Pioces (30000000 Piecos)  Wetnam | Redused Inform FOW Afer Expont or Destruction | 08082031 Documant Submitied | 0BGS20321

Export as PDF for Print  SelectAll Lines  Clear Selected

- Actions

If an action needs to be taken for the lines selected above, please choose the appropriate action option and press the Take Action button
The action taken will be applied to all of the selected lines
Note: If you opt to submit entry level documents, ITACS will autematically select all of the lines of the entry for you.

Input Line Availability (location of goods for examination) for the selected item(s) WW

Submit Entry Level Documents
Submit Line Level Documents for the selected item(s)

View Expected Lab Completion Date
wiculliaiu npuiaiiLve
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HOW TO CREATE YOUR ITACS ACCOUNT

* Step by Step Creating an ITACS Account

Instructions:

FoZA ONLINE ACCOUNT
mIYM | ADMINISTRATION (OAA)

FDA Industry Systems

Login Getting Started

E uni holders. enter your account 10 &
reab ANt

Password

Choose create new account

Negw

A Creata Maw Account

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

PoOLL TIME

FDA may detain
medical devices that
“appear” to bein
violation with FDA
reqgulations?

* True or False?

Medmarc Insurance D I AZ
Risk Management -<j4¢
Webinar Series: <o I TRADE LAW




NOTICES OF FDA ACTION

United States Food and Drug Administration
Civizion of West Coast Imperis

Notice of FDA Action

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

e Standard for detention
and refusal is extremely _
low e e e e s

11 FOWDER FREE NITRILE EXAM Augait §, 2021

Medmarc Insurance
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FDA NOTICE OF ACTION

e 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.

e Request extension from the FDA NOW!

Medmarc Insurance D I AZ
Risk Management <3¢
Webinar Series: < I TRADE LAW



FDA Discusses TOP Reasons for Detention of
Goods

At today's Import Operations Training, sponsored by the LS. Food and Drug Administration (FDA) and the Florida
Customs Brokers and Forwarders A iatiol 3F), top officials from FDA traveled to Miami to educate importers

and bro
ision of Import

Joimt Team 488 — which
5 of the TOP raticnale for

Medical Devices Top Rationales for Detention
*The manufacturers 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 assure it

is compliant before importing)
*Common labeling violations include:
1.Label is not in English

2.Label is false or misleading

Medmarc Insurance

DIAZ

Risk Management
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TRADE LAW

DAVINAHAT Q



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

CBP CONDITIONAL RELEASE

e A CBP release of any food, drug,

HOME SE

device, or cosmetic product is

CUSTOMS BOND
19 CFR Pant 113

conditional. 7
e The conditional release period e o S T S e L |

SECTION !

terminates upon the earliest s

TRANSACTION | *
BOND

occurring of the following events: [REETE

— (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.

Medmarc Insurance
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NOTICE OF REFUSAL /NOTICE TO REDELIVER

United States and and Drug Administration

Medmarc Insurance

Risk Management
Webinar Series: <
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i .I E_ ot at H r|

Motice of FDA Action

HOLD DESIGNATED

Summary of Current Status of Individual Lines

Line ACS/ACE/FDA Product Description Quantity

POWDER FREE NITRILE EXAM
GLOVES

11/1

3000000 PCt

Current Status
Refuse 08-05-2021

TRADE LAW



REFUSAL INSTRUCTIONS

U.S. FOOD & DRUG |

PROCEDURES FOR EXPORTATION OR DESTRUCTION

. O D a S t O is refusal must be exportad or destroyed ander Customsand Border
Aimlmsu‘mnn I'E'D A) supervision within [90) das of the date on the
i avoi v

. Please comply with the following
PORTS: 5201; 5203; 5204; 5206; MIAMI / PORT EVERGLADES -l youintend to
eX O r e S ro DESTROY this merchandise imparted by Air or by 5 mract EDA at (305) 8161416 Ext.
0o schedule a destruction. Provide pporting thie destrugtion {ie. sisned' CBP
Form 2499) to the following email: ertsdestructi fdahhssov
product!

uintend to EXPORT this merchandise thra Miami Seapart, contact CBP Miami Seaport Office
653 Ext or Exz. 345,

Ifyouintend to EXPORT this merghandise thru Port Everglades, contact CBP at [954)356-7361.

n | |
. G U I d e | I n e S to Ifyouintend to EXPORT thismenchantiise thru West Palm Beach, contact CBP Selectivity Team
( 25

along with any cther @ocumients n-qtim_:l by CBP
FL 33122 or by emaibat chbpfdateam 4 X

| O | | O W = PORT 1841 Tampa-#fyou intend to DESTROY this merchandise imported by Air
contact FD ARt (B13) 915-F555 to arrange date and time of destruction,

PORT 1808 @rlando --4ffou mtend to DESTROY this merchandise imported by Air orby
contact FIIA at (407754778 to arrange date and time of destruction.

a ] L}
PORT 1803 Jacksonville - If you intend to DESTROY this merchandise imported by Air or by Sea
. e I Z U re I q U I a e contact FO at [Y04)281-1196 Ext. 117 to arrange date and time of destruction.

Tampa/Orlando Jacksonville - If you intend to EXPORT this merchandise contact CBF at
[t -6016, (B13) 344-0392 or (904) 714-3100.

d a | I I a ( S fter co ion of the exportation or destruction forward the original of the signed CF-7512 or
CF3499, al: an; er documents reqm.red Iy CEP to: US Customs and Border Prof

ong
ATTH:FDA Coordinater, 164 East Tth Avenue, Suite 1I31 Tampa, FL 331
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WARNING LETTERS

Action Type Product Type Fiscal Year
Warning Lettar o Davices Q 5of 15 &

Warning Letters Injunctions Seizures

Compliance Actions: 179 0 0

Warning Letters by Fiscal Year Injunctions and Seizures by Fiscal Year
Fiscal Years: 2019, 2020, 2021, 2022, 2023 Fiscal Years: 2019, 2020, 2021, 2022, 2023

H
=
B
£
L

The chartis not displayed because it contains only undefined values.

3@ 35
Warning Letters
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1.

P

I N

10.

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

| Medmarc Insurance >
Set Obtainable Goals Risk Management ; D I AZ
Webinar Serieg N TRADE LAW




PoOLL 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

e True or False?

Medmarc Insurance D I AZ
Risk Management <44
Webinar Series: < I TRADE LAW




ALL MEDICAL DEVICE REFUSALS - 127,771

Unique Shipment Lines Refused by Country
Total: 127,771

Number of Import Refusals

Medmarc Insurance
Risk Management \
Webinar Series: < ,/

OUVINAETAL Q

Charge Description
It appears the drug or device is not
included in a list required by Section
510(j), or a notice or other information
respecting it was not provided as
required by section 510(j) or 510(k).
It appears the device is subject to
listing under 510(j) and the initial
distributor has not registered as
required by 21 CFR 807.20 (a)(5).
The article is subject to refusal of
admission pursuant to section
801(a)(3) in that it appears to be
misbranded as defined in section
502(0) of the FD&CA. It appears that it
was manufactured, prepared,
propagated, compounded, or
processed in an establishment not duly
registered under section 510 of the Act.
The article is subject to refusal of
admission pursuant to Section
801(a)(3) in that it appears to be a post
1976 device for which a Section 510(k)
application has not been determined
substantially equivalent or a 510(k) has

not been filed.

TRADE LAW




REFUSALS FY23

Product Category

M Animal Feed

1.25k

| I

All Refusals

138k 137k
128k
11tk 108k
- I I

Feb

Oct Mow Dec Jan Mar Apr May

L= =[Fiscal¥ear] P [Fiscal Month], 5% Product C

B | Medmarc Insurance
Y23 =9,325 REfUSéﬂS Risk Management -<§
Webinar Series: <
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POLL TIME

Within how many days of a
notice of refusal must the
refused merchandise be
exported or destroyed?
A. 30

B. 60
C. 90
D

. immediately

Medmarc Insurance D I AZ
Risk Management -<j4¢
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ARTME

LIQUIDATED DAMAGES

OF HOM: .....\-f
CUSTOMS

,.(_.".) AND BORDER

FO1
NOTICE PENALTY OR PORT CODE AND NAM
LIQUIDATED DAMAGES INCURR

AND DEMAND FOR PAYMENT

INVESTIGATION FILE NC

TEAM NUMBER:

D EMAND

- WA
‘x -arth

PeI B e T AN
s\ _'kl;..‘:\. ANINY ,

RDY W

"y re

‘ '."‘]':',‘\" "

L DATE:
BED MERCHANDISE N
A LS

DMISSION BY THE

Medmarc Insurance
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FP&F PETITION PROCESS

e Claimfrom CBP

e 60 daysto respond

e Mitigating Factors

Medmarc Insurance <4 D I AZ
Risk Management -<}4E
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PoOLL TIME!

e Which of the following is incorrect?

A. A previous record of complianceis
an example of a mitigating factor

B. Goodsmustbe exported or
destroyed within go days of refusal
by FDA

C. Ifgoodsare exported after refusal,
the exportation must be done under
CBP supervision

D. Youshouldnot botherto respond to
CBP with a Petition after receiving a
Liguidated Damages claim

Medmarc Insurance 54 DIAZ
Risk Management -<j4¢
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LIQUIDATED DAMAGES

L1

Do M Do

Ths M oervene W vonr -4"1‘3‘J [SS N R P Tl ro bbbyl ot
w S sbwrve velevevnad e bw Spadesod Larasgoy ander e
grormmees of Fake O imted Yoomer Cndv. sote ad T 19 Cde o F oot

Fopnmions. ssctvm 141 170 o O smst of 150000

2 aoabdans wid mplisea v nd aqienecid prtum shwg =i e o e, v
brwmatrded W e Hombguarten (Wl Fx covee d Dol Sovormmsasion, whad wo M are
roconed fuope e iowod )l Besod oo Uxe Sadags & e buen desetwunnd dan cancclise
SARERE. sy et M A TR iy o P deren Bepwibarioons. ssriow 172 01 e

sheamy for Dgmdatod Sdamages 1 devet (s ciied mad Connddenvd « hwan) w cme e enie

Nunid v regmrr ablsvrw iaborenen rod g 04 Cumer, P (€ha!

Sanfenely,
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PoOLL TIME!

e Customs typically
follows FDA's
recommendation as to
the amount acceptable
to cancel the claim for
liqguidated damages.

* True or False?

Medmarc Insurance DI AZ
Risk Management <348
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IMPORT ALERTS

Import Alert for Industry General Hospital/Personal Use

e ImportAlerts are
- . General Hospital!Persdﬁal Use ||Sted by CO U ntry an d
Industry

Number Import Alert Type Date Import Alert Name

DWPE 04

DWPE

DWPE 05197

DWPE 05

DWPE 0 i ugs Fr

DWPE 2 ETENTION WITHOUT P NATION OF UNAPPROVED FINISHED ME)
DWPE 1 Detention Without Ph

DWPE with 0 etention Without Physi
Surveillance

DWPE with
Surveillance

DWPE

DWPE
lontopho

DWPE etention Without

DWPE
DWPE
DWPE 0 hy ] A ause Their Quality Falls

Medmarc Insurance

DWPE
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IMPORT ALERT

e Import Alerts are listed by
Country and Industry Import Alert 76-01

f SHARE in LINKEDIN

I I I l p O rt ‘ \ | e rt i i 7 6 O 1 (Note: This import alert represents the Agency's current guidance to FDA field personnel regarding the manufacturer(s) and/or products(s) at issue. It does

not create or confer any rights for or on any person, and does not operate to bind FDA or the public).
Import Alert # 76-01

— Type: DWPE (Detention
Import Alert Name:

ith hysical
W I t O U t P ys I C a Detention Without Physical Examination Of Medical Instruments from Pakistan

Reason for Alert:

. .
EXa l I I I n a t I O n ) NOTE: The revision of this Import Alert dated 04/5/2023 updates the Guidance section, product description, and countries section. Changes are noted and

bracketed with three asterisks (***)

CDRH has determined that many steel medical instruments manufactured in Pakistan appear to be violative under section 501(c) of the Act, as the quality
of the instruments appear to fall below that which they were represented to possess. Documented analysis revealed great variability in chromium content,
causing concern that medical instruments manufactured in Pakistan are not compliant with the quality system regulations.

Medmarc Insurance

DIAZ

Risk Management

Webinar Series TRADE LAW

DAVINAHAT Q




REMOVAL FROM IMPORT ALERT LIST

e FDA's

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

Medmarc Insurance |4 D I AZ
Risk Management -<3{E
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-manuals/regulatory-procedures-manual
https://www.fda.gov/media/71776/download
https://www.fda.gov/media/71776/download

1Y U.S. FOOD & DRUG

ADMINISTRATIOMN

DFFICE OF RCCULETOH Y AFFA RS

Jenmfer Diaz, Esq.

Dhaz Trade Law. P.A.

12700 Biscayne Boulevard, Swte 301
North Miami, FL 33181

Email: jenadiaztradel aw com

Dear Ms. Diaz:
This letter 15 in response to your March. 2019 request to remow

detention without physical examination under Import Alert #43-02, “Detention Without Physical
Exammation and Guidance of Foods Contamming Illegal and/or Undeclared Colors.”

The information you provided, as well as FDA s national entry data, were reviewed. The data
mdicates tha

as met the criteria for removal from detention
without physical examination.

Foutine coverage of enimes will resume. Should detentions occur for the same or related reasons,

detention without physical examination may be remstated.

Enclosed 15 a copy of the adwisory to our FDA field offices.

Medmarc Insurance
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[Fiscal Month]

=[Fiscal Year] »

L=

Medmarc Insurance
Risk Management
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FDA Compliance Actions:
FDA Data Dashboard

Compliance Warning Letters Injunctions Seizures
Actions: 53 0

Warning Letters by Fiscal Year Injunctions and Seizures by Fiscal Year
Fiscal Years: 2021 Fiscal Years: 2021

ActionType

Action Type Count

18

Warning Letters L= =[FizcalYear] p [Fiscal Month], ActionType
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TRADE LAW
TOP TIPS WHEN IMPORTING MEDICAL T W
DEVICES TO ENSURE COMPLIANCE O P I P S H E N
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: I M P O R I I N G

Ensure you know what Class your medical device is: I, 11, or 11l
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 Reguirements
Review and assure compliance with Good Manufacturing Practices/Quality System E V I E
Regulation
Protect your own Intellectual Property Rights (IPR)
+ Register your trademark with the U.S. Patent and Trademark Office

* Record your trademarks with CBP.
+ For $190 U.S. Customs Will Police Your Brand

o Keep records proving you used Reasonable Care — Request a binding ruling from CBP!
+ Importing into the U.S.: A Guide for Commercial Importers (Includes a reasonable care
checklist).
e Confirm you're using the correct Harmonized Tariff Schedule (HTSUS)
« Harmonized Tariff Schedule
* Customs Ruling Online

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 from 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 consult an expert and respond
within 15 days.
If you receive a notification that you are on an lmport 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 Liguidated Damages claims.

. Cu What?
ADDITIONAL RESOURCES FOR IMPORTING:
« Basic Importing and Exporting + EDA - Warning Letter List
+ CBP's Rulings and Legal Decisions » Customs and Trade Law Blog + EDA-Import Alert List
+ EDA-Regulatory Procedures Manual + EDA- Device Advi Med | ‘
Info@DiazTradelaw.com vwww.DiazTradelaw.com (305) 456-3830 e marc nsurance D I A Z

.
*This document is provided for informational purposes only and does not constitute legal advice nor does use of this constitute the RlSk Management
formation of an attorney-client relationship. . . "
Webinar Series
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https://diaztradelaw.com/wp-content/uploads/2023/05/Top-Tips-Importing-Exporting-Medical-Devices.pdf
https://diaztradelaw.com/wp-content/uploads/2023/05/Top-Tips-Importing-Exporting-Medical-Devices.pdf
https://diaztradelaw.com/wp-content/uploads/2023/05/Top-Tips-Importing-Exporting-Medical-Devices.pdf
https://diaztradelaw.com/wp-content/uploads/2023/05/Top-Tips-Importing-Exporting-Medical-Devices.pdf

USEFUL LINKS

Medmarc Insurance
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https://www.fda.gov/medical-devices/device-registration-and-listing/search-registration-and-listing
https://diaztradelaw.com/fda-launches-new-webpage-to-promote-use-of-symbols-in-labeling-of-medical-device/
https://diaztradelaw.us3.list-manage.com/subscribe?u=8a54e8f0884220f2018f4e388&id=27569bf0f6
https://www.fda.gov/medical-devices/device-registration-and-listing/us-agents
https://www.fda.gov/medical-devices/overview-device-regulation/device-labeling
https://www.fda.gov/medical-devices/unique-device-identification-system-udi-system/udi-basics
https://datadashboard.fda.gov/ora/index.htm
https://www.fda.gov/industry/import-alerts/search-import-alerts
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/warning-letters
https://diaztradelaw.com/wp-content/uploads/2023/10/Final-Top-10-Tips-Medical-Devices-NO-QR.pdf
https://diaztradelaw.com/wp-content/uploads/2023/10/Final-Top-10-Tips-Exporting-and-Medical-Devices-NO-QR.pdf

DiAZ TRADE LAW MONTHLY NEWSLETTER —

Medmarc Insurance g

Risk Management -< ;
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TRADE LAW

CUSTOMS & TRADE UPDATE
VOLUME 8, ISSUE 9

YOUR CUSTOMS EXPERT

South Florida's Most Diverse Customs and Trade Law Firm


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

DIAZ

TRADE LAW

J
Home / U.S. Food and Drug Administration (FDA) / FDA Issues / Medical Devices / Does Your Medical Device Have a Unique Device Identification(UD1)?

BLOG
DIAZTRADELAW.COM

D I A Z Home  AboutUs v  Practice Areas v  Trainings & Seminars v News & Articles v Careers  Contact

AboutUs v  Practice Areas ¥ Trainings & Seminars ¥ News & Articles v Careers  Contact

TRADE LAW

o) S <
N ) R &

TN Home / Cosmetics, E-Cigarette, Food, FSMA, Gluten Free, Import, Import Alert, International Trade, Medical Devices, Pre-compliance, Tobacco; U:S. Food and' Drug Adminiﬂmion'?ma):
be a Target, Learn Best Practices to Mitigate FDA Enforcement R

Does Your M.ec.iica.I Device Have a Unique; pon't be a Target, Learn Best Practices to
Device Identification (UDI)? ‘.. Mitigate FDA Enforcement

Call 305-456-3830 or email info@diaztradelaw.com.

Call 305-456-3830 or email info@diaztradelaw.com.

D I A Z Home AboutUs ~ Practice Areas v Trainings & Seminars ~ News & Articles ~ Careers Contact

TRADE LAW
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Home / COVID-19, Import, International Trade, Medical Devices, PPE, U.S. Food and Drug Administration (FDA) / Draft Guidance on Medical Device Transition Périod; n B

Draft Guidance on Medical Device
Transition Period

Call 305-456-3830 or email info@diaztradelaw.com.
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Now THAT WE HAVE OUR PAWS
DIRTY... ANY QUESTIONS?

Medmarc Insurance g
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Webinar Series.




CONNECT WITH DIAZ TRADE LAW!

SCAN TO ACCESS
Diaz Trade Law's
Linktree¢

Diaz Trade Law
Cuastoma & International

Connect with me on Linkendin! Trade Law Firm

‘% DTL Website

DTL Instagram

Upcaming

Seminarebinar

DTL Newsletters

' | DOTL Linkedln
Medmarc Insurance D I AZ
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Webinar Series: <o I '
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Importing Medical Devices into the U.S. in Compliance
with the U.S. FDA

OUR DISTINGUISHED SPEAKER

Jennifer Diaz

Board Certified International Attorney

and President,
Diaz Trade Law

Email questions to

r——— ‘ jen@diaztradelaw.com
Risk Management -<4{E (305) - 456 - 3830 D I AZ
Webinar Serieg: fw# i TRADE LAW
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