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WORKFORCE STRENGTH

15 – Permanent
10 - Contract. 

POST MARKET & ENFORCEMENT DIVISION – ORG. CHART



FUNCTIONS 3

VIGILANCE UNIT: Monitor post market 
responsibilities of establishment and safety and 
performance of medical devices in Malaysia

MONITORING UNIT:  Monitor compliance with 
legal requirements under Act 737

INTELLIGENCE & OPERATION UNIT:  Carry out 
intelligence and searches for cases of violation of 
the legal requirements under Act 737

INVESTIGATION UNIT: Conduct investigations 
for cases of violation of Act 737 for the purpose of 
prosecution

ADVERTISEMENT CONTROL UNIT:  Review and 
evaluate advertisement approval applications



Handling and review of medical device safety and 
performance complaints

61

Monitoring and review of Mandatory Problem 
Reporting (MPR)

5289

Monitoring and review of Incident Investigation 
Report

4805

Monitoring of Field Corrective Actions implemented 
by the establishments

124

Monitoring of post market responsibilities carry out by the 
establishment and safety and performance of medical 
device through

ACHIEVEMENT

VIGILANT UNIT - ACHIEVEMENT 4

Monitoring and review of Recall Notification
23

Onsite inspection to verify post market 
responsibilities

24



MONITORING UNIT - ACHIEVEMENT 5

monitoring of medical 

device importer

monitoring of establishment 

whose the licence has 

expired

market surveillance of 

medical device

monitoring of medical 

device advertisement. 

51

15

271

4537
monitoring of medical 

device importation at the 

entry points
35
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Handing, reviewing and investigating non 

compliance complaints. 

Intelligence and physical inspection 

of premises and individuals. 

Search of suspected premises and 

seizure of suspected illegal devices and 

evidence. 

issuing warnings and imposing 

enforcement actions 

202

536

3

94

2

INTELLIGENCE & OPERATION UNIT - ACHIEVEMENT



Upcoming Deposits

Seized goods

INVESTIGATION & ADVERTISEMENT CONTROL UNIT -
ACHIEVEMENT

7

521

Fee collected RM521,000 

494

Rejected application: 5

Number of advertisement 

approval issued

number of advertisement approval 

application received and reviewed

$704.78

$191.01

$189.31

$186.54

48,742

Investigations for cases of 

violation of Act 737 for the 

purpose of prosecution

Control of advertisement 

based on Medical Device 

(Advertising) Regulation 

2019

number of investigation paper prepared 

and managed
3

number of investigation through premise 

and individual inspection of violation case
16

number of forensics analysis conducted 1

number of exhibit/seized goods received, 

stored and managed
48742

number of 

exhibit/seized goods 
received, stored and 

managed
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