
1. Strategic Planning
Define intended use and device classification
Identify applicable conformity assessment route
Appoint regulatory lead or consultant
Choose or confirm Notified Body

2. Technical Documentation (Annex II & III)
Prepare device description and specifications
Develop GSPR checklist with supporting evidence
Create Risk Management File (per ISO 14971)
Document clinical evidence and Benefit-Risk Analysis
Finalize labeling, IFU, and packaging artwork

3. Clinical Evaluation & PMCF
Draft Clinical Evaluation Report (CER)
Justify equivalence or plan clinical investigation
Prepare Post-Market Clinical Follow-up (PMCF) Plan

4. QMS & Regulatory Alignment
Update QMS to reflect MDR requirements (PMS, vigilance, etc.)
Ensure ISO 13485 certification is current
Train internal teams on MDR processes

5. Submission & Post-Market
Assign UDI and register in EUDAMED
Submit Technical Documentation to Notified Body
Respond to NB queries and complete CE Marking
Implement PMS plan and generate PSUR (as applicable)

MDR ROADMAP CHECKLIST


