
CER checklist

PRE-CER PREPARATION

Define Intended Purpose and Clinical Claims
Confirm Device Classification (as per MDR)
Gather Existing Technical Documentation
Identify Equivalent or Similar Devices (if applicable)

CLINICAL EVALUATION PLANNING

Develop a Clinical Evaluation Plan (CEP)
Outline Literature Review Methodology
Define Safety & Performance Endpoints

CLINICAL DATA COLLECTION

Compile Clinical Investigations (internal or external)
Conduct Systematic Literature Search
Document Post-Market Surveillance (PMS) Data
Integrate Post-Market Clinical Follow-Up (PMCF) Results

ANALYSIS & REPORT WRITING

Analyze Clinical Data (Qualitative & Quantitative)
Assess Benefit-Risk Ratio
Verify Compliance with GSPRs (Annex I MDR)
Finalize the Clinical Evaluation Report (CER)

REVIEW & SUBMISSION

Independent Review by Clinical Expert
CER Integration with Technical Documentation
Submission to Notified Body or Regulatory Authority
Address Review Comments or Non-Conformities


