
Post Certification

Pre Certification
(or Pre Recertification)
GSPR Conformity Assessment

PMS
Reactive

(e.g., Complaints, Social
Medial, Literature, etc.)

Plan and perform Clinical
Evaluation including

Evaluation of Prior PMS (if
any) and Prior PMCF (if any)
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Update Risk
Management

FSCA
Corrective /
Preventive
Action

Vigilance

PMS Procedure and Plan including
PMCF Plan or Waiver

Certification / Market-Entry Perspective of 
Clinical Evaluation, PMS and PMCF

per EU Regulation 2017/745

Proactive
[e.g., PMCF (if any),

Surveys, Focus Groups,
etc.]


