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Outline
• Electronic Certificates
• Communication efforts
• Authentication
• Demonstration

– Center for Drug Evaluation and Research
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Electronic Export Certificate Issuance 

• Export Certificates for medical devices:
– Not required by FDA

• If legally marketed in the U.S.
– Often required by foreign countries to allow importation. 
– Currently printed on security paper
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Electronic Issuance of Export Certificate 

• Old process
– Starting January 2, 2024, Exports Certificates and documents will no longer be:

• Printed on security paper
• Mailed

• Unchanged process
• Still requested in CDRH Export Certificate Application and Tracking System 

(CECATS)
• New Process

– If granted after review by FDA:
• Requester receives an email with instructions
• One time access to print or save a PDF within 45 days
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Electronic Export Certificate Issuance 
Communication

• July 10, 2023
– 6 months prior to official launch
– Officially announced transition to electronic certificates
– Posted on FDA.Gov

• Under Letters to Industry (Electronic Export Documents – Letter to Industry | FDA)

https://www.fda.gov/medical-devices/industry-medical-devices/electronic-export-documents-letter-industry
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Electronic Export Certificate Issuance 
Communication

• On going efforts:
– Meetings
– Talks 
– Email inquiries 

• EXPORTCERT@CDRH.FDA.GOV

mailto:EXPORTCERT@CDRH.FDA.GOV
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Electronic Certificate Predicates
• FDA Center currently issuing e-certs:

– Center for Veterinary Medicine (CVM)
• Launched in 2020

– Center for Food Safety and Applied Nutrition (CFSAN)
• Launched in 2020

– Center for Drug Evaluation and Research (CDER)
• Launched in 2021
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Countries to which other centers have issued electronic 
certificates
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Electronic Certificate Validation
• FURLS Export Certificate Validator (FECV):

– Allows direct validation from FDA databases
– Accessible:

• Within seconds
• Via URL web address; or
• Quick Response (QR) code
• No account or software download needed

– Displays the entire content of the certificate
• secure
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Electronic Certificate Validation
• FURLS Export Certificate Validator (FECV) demonstration

– Center for Drug Evaluation and Research (CDER) data



13

Summary
• CDRH is transitioning to Electronic certificates 

– January 2nd, 2024
– Already in use by 

• CDER, CFSAN, CVM
• Authentication

– Primary mode-FECV  
– Apostille-available if needed
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