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Learning Objectives

e Review background information about export
certificates

* |dentify the types of export certificates issued for
medical devices

* Describe conditions for requesting a CFG-NE

* Discuss latest CDRH innovation for export
certificates



Background Information




Background Information

* An export certificate:
— A document prepared by the FDA

— Contains information about a product and/or
establishment regulatory or marketing status

— Certifies in writing that the exported device meets
certain specified requirements



Background Information

* An export certificate:
— NOT needed to export medical devices
— Often requested for by foreign governments and customers

* FDA Export Reform and Enhancement Act of 1996
authorized the FDA to:
— issue certificates
— charge a fee for issuing certificates



Background Information

Authority for exporting medical devices:
— Section 801(e)(1) and 802 of the FD&C Act

Prior FDA approval is NOT needed to export medical
devices

Devices that have not been approved or cleared in the
U.S. must follow the export provisions of the FD&C Act

Must be labeled that it's intended for export



Background Information

 Recordkeeping requirements for export under
801(e)(1) & 802 of the FD&C Act

— 21 CFR1.101



https://www.ecfr.gov/current/title-21/section-1.101

Types of Export Certificates




Type of Export Certificates

Certificate to Foreign Government (CFG)

Certificate of Exportability under Section 801(e)(1)
(C801)

Certificate of Exportability under Section 802
(C802)

Non-Clinical Research Use Only Certificate (NCR)



Type of Export Certificates

e Certificate to Foreign Government for Devices Not
Exported from the United States (CFG-NE)

— Shipped from a foreign country to another foreign country

— Requester can be either domestic or foreign establishment



FDA requires that you obtain export certificates for
exporting medical devices.

Knowledge Check

1. True

2. False
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Knowledge Check

A CFG can be used to export devices from one
foreign country to another foreign country.

1. True

2. False
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Conditions for Requesting a
CFG-NE




Conditions for requesting CFG-NE

Device(s) on the certificate is manufactured outside of the U.S.;

Establishment(s) on the certificate is currently registered as
required by the Act;

Each establishment has listed each of the medical devices that
appear on the certificate;

Device(s) on certificate is authorized to be marketed in the U.S.;
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Conditions for requesting CFG-NE .

Device(s) is imported or offered for import into the U.S.;

Device(s) identified is not subject of an open import alert, recall,
seizure, injunction, or any other open enforcement by the FDA;

All establishments involved in the manufacturing process have
been identified;

Requestor and establishments involved in the manufacturing
process comply with cGMP requirements for the identified

device.
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Latest Updates to
Export Certificates




Latest Updates

e Effective January 2, 2024
— CDRH ONLY issues export certificates electronically as PDF;

— Email instructions on how to access and print certificate after
approval

— 45 days to print/download export certificate after issuance;

— QR Code or URL address for validating each certificate.

o Certificates may be validated using the FURLS Export Certificate
Validator (FECV)



https://www.access.fda.gov/fecv/CDRH
https://www.access.fda.gov/fecv/CDRH
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‘<( WE‘ .5, FOOD & DRUG 0 b A
. )

foale No. 1277-6-20241

GEHIIFICA T 10 FOREION GOVERNMEN |

In order 1o 4
Aarriniatre

v the importation of Unitad Stat
LAY omrtit e Tl 10 wing r

olan counies, the U8, Fooo snd Drua
conaening the produ alia) to b axported listed below

Nome of Produat(e) Nome of ManufaaturerDistributor, Addrens
Lung sound reon tor oo Attaoheo List

(©0 Poge)

doscribod ¢ (@nd the manufaatudraldistibiution s
) of the FUA Lnader he Fedesal -oao, Linig, and Cos

to b9 urac

Itle cortifod that the above proddote) may ba maikated In, and egally eooroed
Anieria ol s e Tre an daaturing piani(s) in which e peod: ol(a) is pi

11, the United &
4 subjent Lo pe

Sincorcly

2

c?:,‘.:;f‘,:._u 2ty
Sumit A Perur PAO T onton

Lrviaion of Estoliahiment Supp
[ gty Py anm
o of Produst Evaluation 4
Ler 10r Levices A0 Raio 601ca | Healtn
Pt aned Drogy A nistotion, DTS

Thie certificato e vilid from May 07, 2A%a ra Bau fn 3854

iz
Ty ey hes mnthes bty of the: iformit
WA AOL0 [t goviTeeviC DRH.

19

FUA



Latest Updates
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Latest Updates

/ row I oD &k DRUG .
- ﬁm v
Y L
Carwriate o TITTA 2064
SCANMDICATE TO MIRCIN G
@ L TP —— I VT Peed med Dh
onim 190 9 Toe 1 A EN wapbibn: Cadmd 3 obon

R e e R
ke he len

o ydas by 1T O3
Vot L Dy s 1, At e v

Nainme ul Praducuw:

Lung soeng ray

" O N ST

Yo 1o i) ) 9
ot parerdarion of b T 00

e L Ll
e © weter b

s
o A

Ty

»
4 Vg sy
Tt om ot Pyochs

o b D mary
W bt e

Wiy 0. 2038

A e Wy 0T,

This terifizets i v

- o B O code ar el

To warity Tow malwmationg oF Bwe ko oriwdne o0 Bve owl foale you
U

PORMESEFE ST

ok

FUA

21



Latest Updates

FURLS EXPORT

CERTIFICATE VALIDATOR

Validation of CDRH Export
Certificates
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Which certificate type can a non-US establishment
request from the FDA?

Knowledge Check

1. C801
2. CFG-NE
3. CFG
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Slide
Number

10
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Resources

Cited Resource

Sec. 801(e)(1) & 802 of FD&C Act COMPS-973.pdf (govinfo.gov)

21 CFR1.101 www.ecfr.gov/current/title-21/section-1.101

Types of Export Certificates www.fda.gov/medical-devices/exporting-medical-devices/types-
export-certificates

Devices not Exported from U.S. www.fda.gov/medical-devices/exporting-medical-
devices/devices-not-exported-united-states



https://www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973.pdf
http://www.ecfr.gov/current/title-21/section-1.101
https://www.fda.gov/medical-devices/exporting-medical-devices/types-export-certificates
https://www.fda.gov/medical-devices/exporting-medical-devices/types-export-certificates
https://www.fda.gov/medical-devices/exporting-medical-devices/devices-not-exported-united-states
https://www.fda.gov/medical-devices/exporting-medical-devices/devices-not-exported-united-states

An export certificate is NOT needed to export medical
devices, but important to have

Summary

CFG-NE may be requested for devices exported from
one foreign country to another if conditions are met

Export certificates are issued electronically



Questions
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Your Call to Action

* Review the types of export certificates CDRH issues
for medical devices.

 Understand the medical device export provisions
under section 801(e)(1) and 802 of the Act.

* Print your electronically issued certificates within 45
days.
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