
Importing Medical Devices into the U.S. in Compliance 
with the U.S. FDA

Email questions to 
jen@diaztradelaw.com

(305) - 456 - 3830

mailto:jen@diaztradelaw.com


DISCLAIMER

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

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

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

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

MATTER, YOU SHOULD CONSULT YOUR ATTORNEY.

TO THE EXTENT PERMITTED BY LAW, THIS PRESENTATION IS COPYRIGHT © 2021 BY DIAZ TRADE LAW.



AGENDA

• Medical Device Basics
• 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, II, or III 
▪ How to determine your product code 
▪ How to determine whether or not your 

manufacturer is registered with the FDA (and 
their enforcement history)



POLL TIME!

• Which best describes you?
A. Importers

B. Customs Brokers

C. Regulatory Affairs Professionals

D. In-house Legal Counsel

E. Product Development Managers

F. Consultants

G. Others Interested in FDA and Imports 



WHAT IS A MEDICAL DEVICE?

1. Instrument
2. Apparatus
3. Implement
4. Machine
5. Implant
6. Another similar/related article
7. Or part/accessory

• Recognized by National Formulary, 
or the US Pharmacopeia…

• Intended for use in the diagnosis of 
disease or other conditions, or in 
the cure, mitigation, treatment, or 
prevention of disease, in man or 
other animals, or

• Intended to affect the structure or 
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.



WHAT IS A MEDICAL DEVICE?

• Examples of Medical Devices:

• Facemasks / Respirators

• Needles

• Ventilators

• Sterilizers 

• Thermometer

• Gloves

• Hospital Beds

• Defibrillators

• Disposable bedsheets/ 
pillows/ pillowcases/blankets



MOBILE MEDICAL APPLICATIONS

• Improve health care
• Provide consumers and 

health care professionals 
with valuable health 
information

• FDA released draft 
guidance on July 19, 2011

– updated in 2015, 2019, and 
2022

• The final guidance issued 
on September 28, 2022 is 
the latest revision

https://www.fda.gov/media/80958/download


POLL TIME! 

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

A. Dental Floss

B. SPF Moisturizer 

C. Sunglasses 

D. Hospital Beds



U.S. FOOD AND DRUG

ADMINISTRATION

• Federal Food, Drug and Cosmetic Act

• Comply before U.S. Customs releases shipment

• 21 U.S.C. 381 – Imports and Exports

• Imports

• List of registered foreign establishments

• Disposition of refused articles

• Reimportation

• Exports

• Temporary holds at ports of entry

• Warning notice

• Prior Notice



FEDERAL FOOD, DRUG

AND COSMETIC ACT

• Imported medical devices must 
fully comply with the Federal 
Food, Drug and Cosmetic Act 
before the device is released by 
U.S. Customs. 21 U.S.C. 301

• For further information, see 
FDA’s Office of 
Regulatory Affairs Import Start 
Page accessible at: Import 
Program – Food and Drug 
Administration (FDA) | 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
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda


FDA’S CENTER FOR DEVICES AND

RADIOLOGICAL HEALTH (CDRH) 

• CDRH regulates companies 
which

• manufacture

• repackage

• relabel

• import

medical devices sold in the 
United States.

Distribution of Full-Time Equivalent (FTE)

Employment Program Level



CHECKLIST TO IMPORT 
MEDICAL DEVICES

1. Identify Product Code & Device Class
2. Is a 510(k) or PMA needed?
3. All Establishments (IOR/ Manuf/ 

Exporter) Registered?
• Foreign Facilities list a U.S. 

Designated Agent?
4. Device Listing #
5. Quality System Regulation (QSR)

• (aka GMPs)
6. Labeling Requirements

• Unique Device Identification (UDI) 
requirement.

7. Medical Device Reporting



MEDICAL DEVICES CLASSES

Class I  Class II Class III
Low Risk Moderate Risk High Risk 

Examples: 

- elastic bandages

- examination gloves

- hand-held surgical 

instruments

Examples: 

- powered wheelchairs

- needles

- surgical drapes

Examples: 

- Pacemaker

- Orthopedic Implants 

- silicone gel-filled breast 

implants

Most (93%) are exempt 

from Premarket 

Notification 510(k)

Most (80%) require a 

Premarket Notification 

510(k)

Support or sustain human 

life.

Most require a Premarket 

Approval (PMA).



DEVICE CLASSIFICATION

• Devices are 
classified 
into 19 
medical 
specialties 

• 21 C.F.R. 
862-892:

Medical Specialty 

(Advisory Committee)

Regulation 

No.
Clinical Chemistry Part 862

Clinical Toxicology Part 862

Hematology Part 864

Pathology Part 864

Immunology Part 866

Microbiology Part 866

Anesthesiology Part 868

Cardiovascular Part 870

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



HOW TO FIND YOUR “PRODUCT CODE”
AND “DEVICE CLASS”

• Product Codes = 6704
• Devices = 6704 

• Class I = 2378 
• Class II = 3328 
• Class III = 484
• Remaining

• Humanitarian Device 
Exemption (48)

• For Export Only (361)
• Unclassified (105)



CLASS I MEDICAL DEVICE

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


ANNUAL ESTABLISHMENT

REGISTRATION USER FEE

Year FY 

2021

FY 

2022

FY 

2023

FY 

2024

Fee $5,546 $5,672 $6,493 $7,653



WHO MUST REGISTER, LIST & PAY THE FEE

https://www.fda.gov/medical-devices/device-

registration-and-listing/who-must-register-list-

and-pay-fee

Foreign establishments must also 
designate a U.S. Agent.



TRUST, BUT VERIFY

• https://www.accessda
ta.fda.gov/scripts/cdr
h/cfdocs/cfRL/rl.cfm



• What Device Class is a N95 respirator?

A. I

B. II

C. III

D. None of the above 

Poll Time! 



MEDICAL DEVICE “PRODUCT CODE” 
RELATED TO COVID-19



CLASS II – 510(K) EXEMPT



CLASS II – 510(K)



510(K) – SUBSTANTIAL EQUIVALENCE (SE)

• A device 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; 

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

• demonstrates that the device is at 
least as safe and effective as the 
legally marketed device. 



CLASS II – 510(K)

• 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 



CLASS II –
PREMARKET NOTIFICATION – 510(K)

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

• Once the device is determined to be 
SE, it can then be marketed in the 
U.S.

– Pro Tip → Register after 
receiving SE

• SE determination

– 90 days

– Plan for much longer

– Based on the information 
submitted by the submitter.



CLASS III - PREMARKET APPROVAL (PMA)

• High risk devices that pose a 
significant risk of illness or 
injury

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

• Approval of the device by FDA. 

• 180 days to review and approve



OTHER FEES FOR FISCAL YEAR 2024

Application Type Standard Fee Small Business Fee†

510(k) $21,760 $5,440

PMA $483,560 $120,890



WANT A HAPPY BROKER?

• Prior to 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. 



MEDICAL DEVICE LABELING BASICS

• General Device Labeling - 21 CFR Part 
801

• Use of Symbols - 21 CFR Part 801.15

• In Vitro Diagnostic Products - 21 CFR 
Part 809

• Investigational Device Exemptions - 21 
CFR Part 812

• Unique Device Identification - 21CFR 
Part 830

• Good Manufacturing Practices - 21 CFR 
Part 820

• General Electronic Products - 21 CFR 
Part 1010

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

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

Source: Reedtech.com



DUE DILIGENCE
COMPLIANCE HISTORY OF MANUFACTURER

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

• FDA Data Dashboard 
(datadashboard.fda.gov)

• Previous Inspections

• Recalls

• Warning Letters

• Import Alerts

• Refusals

https://datadashboard.fda.gov/or

a/index.htm

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


FDA Compliance Actions:
FDA Data Dashboard



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

E. Import Alert

F. Recall

POLL TIME! 



TYPICAL FDA/CBP 
ENFORCEMENT ACTIONS

• Notice of Action

• Notice of Refusal 

• CBP / Liquidated 
Damages

• Warning Letter

• Import Alert

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

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



ITACS



HOW TO CREATE YOUR ITACS ACCOUNT

• Step by Step 
Instructions:

• https://www.fda.g

ov/media/106771

/download

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


POLL TIME

FDA may detain 
medical devices that 
“appear” to be in 
violation with FDA 
regulations?

• True or False?



NOTICES OF FDA ACTION

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

• Standard for detention 
and refusal is extremely 
low 



FDA NOTICE OF ACTION

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

• Request extension from the FDA NOW!



FDA Discusses TOP 

Reasons for Detention 

of Goods - Customs & 

International Trade Law 

Firm (diaztradelaw.com)

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

• A CBP release of any food, drug, 
device, or cosmetic product is 
conditional.

• The conditional release period 
terminates upon the earliest 
occurring of the following events:

– (i) The date that FDA issues a 
notice of refusal of admission;

– (ii) The date that FDA issues a 
notice that the merchandise 
may proceed; or

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



NOTICE OF REFUSAL /NOTICE TO REDELIVER



REFUSAL INSTRUCTIONS

• 90 Days to 
export/destroy 
product!

• Guidelines to 
follow

• Seizure/liquidated 
damages



WARNING LETTERS



TOP TIPS WHEN RESPONDING TO A

WARNING LETTER

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

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

– Set the emotional tone: calm and supportive.

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

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

3. Focus On The Importance Of The Warning

– Write a thorough, proactive response.

4. Consult With Legal Counsel If Necessary

5. Respond In Descending Order of Importance

6. Take Responsibility

7. Address Each Item Individually

8. Identify Correct Causes Of Findings

9. Develop Corrective Action Plans

10. Set Obtainable Goals



POLL TIME!

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

• True or False?



ALL MEDICAL DEVICE REFUSALS - 127,771
Grand 
Total

% of 
total Charge Description 

118 56%

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).

341 4%

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).

118,3280 4%

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(o) 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.

508 6%

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.



REFUSALS FY23

Y23 = 9,325 Refusals



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



LIQUIDATED DAMAGES



FP&F PETITION PROCESS

• Claim from CBP

• 60 days to respond

• Mitigating Factors 



POLL TIME!  

• Which of the following is incorrect?

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

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

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

D. You should not bother to respond to 
CBP with a Petition after receiving a 
Liquidated Damages claim



LIQUIDATED DAMAGES



POLL TIME!  

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

• True or False?



IMPORT ALERTS

• Import Alerts are 
listed by Country and 
Industry



IMPORT ALERT

• Import Alerts are listed by 
Country and Industry

– Import Alert # 76-01

– Type: DWPE (Detention 
Without Physical 
Examination)



REMOVAL FROM IMPORT ALERT LIST

• FDA’s Regulatory Procedures Manual

– Ch. 9 - Import Operations And Actions 

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

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

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-manuals/regulatory-procedures-manual
https://www.fda.gov/media/71776/download
https://www.fda.gov/media/71776/download




FDA Compliance Actions: 
FDA Data Dashboard



TOP TIPS WHEN

IMPORTING

/EXPORTING

DEVICES

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

• Registration and Listing Database

• Diaz Trade Law Blog

• Diaz Trade Law Newsletter

• U.S. Agent

• Medical Device Labeling

• UDI Labeling

• FDA Data Dashboard

• Import Alerts

• Recalls

• Warning Letters

• Top Tips When Importing Medical Devices 

• Top Tips When Exporting to Ensure Compliance

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 –
SIGN UP!

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


BLOG
DIAZTRADELAW.COM



NOW THAT WE HAVE OUR PAWS

DIRTY… ANY QUESTIONS?



CONNECT WITH DIAZ TRADE LAW!



Importing Medical Devices into the U.S. in Compliance 
with the U.S. FDA

Email questions to 
jen@diaztradelaw.com

(305) - 456 - 3830

mailto:jen@diaztradelaw.com
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