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July 26, 2023

To:
Regional Health Authorities in Middle East and Africa

From:
Mecomed Medical Technology Association, Middle East and Africa

Subject: US FDA to move to electronic medical device export documents starting January 2,
2024

Background:

As of January 2, 2024, the U.S. Food and Drug Administration (FDA) Center for Devices and
Radiological Health (CDRH) will be transitioning from paper export documents for medical devices to
electronic export documents, as per a recent letter communicated to the industry on July 10.

The Documents to be issued electronically include:

Certificate to Foreign Government (CFG)

Certificate of Exportability Section 801(e)(1) or 802,

Non-Clinical Research Use Only Certificate,

Certificate to Foreign Government for Device Not Exported from the United States (CDNE)
Export Permit Letter.

Implementation timelines:

o All certificate requests received by December 15, 2023, will be issued as paper certificates.

e Requests received after December 16, 2023, will be issued as paper certificates if the review
is completed prior to January 2, 2024.

e Allrequests received after January 2, 2024, will be issued electronically.

How will the certificates be issued and validated?

Export documents for human medical device products that CDRH regulates will be issued
electronically as downloadable PDFs through the CDRH Export Certification Application and Tracking
System (CECATS).

Starting January 2, 2024, requestors and foreign governments will be able to verify the authenticity of
an export certificate through the FDA's FURLS Export Certificate Validator (FECV) database. The
FECV database will be accessed using the URL address or QR code displayed at the bottom of each
certificate enabling faster authentication.

Benefit:

The change from paper to electronic PDF will improve efficiency in issuing export documents, reduce
the amount of time it takes for a manufacturer to receive export documents, and decrease
environmental burden, knowing that the issuance of an electronic certificate will not result in any
changes to the format or content of the certificate.


http://www.mecomed.com/
https://www.access.fda.gov/fecv/home
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Following this US FDA publication, Mecomed would like to raise awareness on this major
development that would enable more transparency, wider visibility as well as faster authentication
process of the US export documents and their content; serving as an expedited alternative from
legalization/notarization/apostille/attestation, to validate respective export documents.

For further details, please visit the following link on US FDA website:
https://www.fda.gov/medical-devices/industry-medical-devices/electronic-export-documents-
letter-industry?utm source=FDALinkedin

We remain at your disposal for any further inquiry, and you can reach out to Mecomed on the
following email: rana.chalhoub@mecomed.com

About Mecomed:

Mecomed is the medical devices, imaging and diagnostics trade association serving as the voice of
international Medical Technology manufacturers across the Middle East & Africa.

Mecomed aims to bring all healthcare stakeholders together to improve the quality of people’s health
through the timely introduction of meaningful Medical Technology innovations, which ultimately
benefits the MEA region community. We foster Good Citizenship and promote ethical business
behavior, working proactively with governments, regional bodies and healthcare professionals to
deliver high value solutions for better patient outcomes.

Mecomed is a member of Global Medical Technology Alliance, which includes other associations, like
AdvaMed, ApacMed, MedTech Europe, Samed and others.
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