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PMS & PMCF PLAN 

Hyaluronic Acid Dermal Fillers 
───────────────────────────────────────────── 

Manufacturer: ABC Aesthetics Ltd 

Device: HA Dermal Filler – “DermalSoft Plus” 
Risk Class: Class III 
Regulation: MDR 2017/745 

1. PMS PLAN OVERVIEW 

Purpose: Ensure continuous monitoring of safety & performance of HA fillers in real-world 

clinical settings. 

2. Data Sources 

Customer Complaints Processed via form QMS-F-12 
Distributor Feedback Quarterly structured surveys 
Adverse Event Reports Reviewed weekly by safety officer 
Literature Review Monthly automated PubMed scan 
Social Media Monitoring AI-keyword scanning of public posts 
FSCA/Competitor Alerts Monitoring via NANDO & NB posts 

3. Trending Criteria 

Delayed inflammation ≥0.5% over 12 months 

Early swelling & bruising >1% increase YoY 

Nodules / granulomas >0.2% flagged cases 

Vascular occlusion Zero-tolerance / immediate CAPA 

4. PMS Reporting 

• PSUR (Class III): annually 

• Safety Signal Review: quarterly 

5. PMCF PLAN 

PMCF is applied to confirm long-term safety, detect rare adverse events and evaluate 

performance in varying clinical techniques. 

5.1 PMCF Activities 

Activity Description Frequency 

Passive PMCF Collection of real-world 
adverse events, monitoring 
forums/social media 

Continuous 

Active PMCF Study Non-interventional study 
across 10 clinics, 600 
patients tracked for 12 
months 

Annual cycle 
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5.2 Acceptance Criteria 

Early swelling ≤5% 

Bruising ≤10% 
Delayed reactions ≤0.5% 
Vascular occlusion 0 cases acceptable 

6. Deliverables 

• PMCF Evaluation Report 

• Updated CER 

• Updated Risk Management File 

• CAPA if acceptance criteria exceeded 


