
Process steps for MDR Certification

Post-Certification 
Activities
› Implementation of the audit 

programme and update if 
needed

Final Review and 
Certification Decision
› HTCert final review
› Certification decision

Quotation
› HTCert review of submitted 

data 
› Issuance of quotation 

Audit programme
› Development of the audit 

programme
› Appointment of the 

assessment team

QMS Assessment
› Stage 1 QMS audit
› Stage 2 QMS audit
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Certification request
› Complete the Quotation 

Questionnaire
› Provide the information 

required

Application and Contract 

› Submit the officially signed 
application

› HTCert review and contracting

Technical Documentation 
Assessment
› Technical and clinical 

documentation assessment
› Consultation procedure (if 

applicable)
› SSCP validation (if applicable)

Non-conformities 
handling
› Address all the 

TD deficiencies identified
› Submit CAPAs for all QMS 

nonconformities

Certificate Issue
› Issuance of certificates
› Upload of certificates to 

EUDAMED
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