Achievement of 2022

- Post Market & Enforcement Division-



POST MARKET & ENFORCEVENT DIMSION- ORG CHART

dg} 2 HRSHM
#_J  Headof gilant Unit
N g

NLRSYARLRA

N.RHAZREEN

NORSHAHNA

NDORFASHAH

FARAHNNM

L 2R R 2

IDAMAALRA

;"” ‘]f ZARFSYAM

N\
"

"~ AdminAssistant

Y | SHIDA
Q) | HeaddfInvestigation&

' * Advertiserrent Control Lhit

FARHAN

SHRAHANA

DINESHMURGSH

NLRFARAHNA

KHARULAS-RAF

25

15 - Permanent
10 - Contract.

ZA-ROHHAGANAH
Head of Monitaring Lhit

(VACAN)

DERY AMAL

ANSSHHNY

RAHQHBAN

SOFEAARINA




FUNCTIONS

VIGILANCE UNIT: Monitor post market
responsibilities of establishmentandsafetyand
performance of medical devicesin Malaysia

MONITORING UNIT: Monitor compliance with
legalrequirementsunder Act 737

INTELLIGENCE & OPERATION UNIT: Carryout
intelligenceandsearchesfor cases of violation of
the legalrequirementsunder Act 737

ADVERTISEMENTCONTROL UNIT: Review and

evaluate advertisement approval applications /
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VIGILANT UNIT - ACHIEVEMENT

@ ACHIEVEMENT

i) Handling and
review of medical
device safety and

performance comp...
ii) Monitoring and
review of Mandatory
Problem Reporting
(MPR)

iii) Monitoring and
review of Incident
Investigation Report

iv) Monitoring of
Field Corrective
Actions implemented
by the establishme. ..

v) Monitoring and
review of Recall
Notification

vi) Onsite inspection

to verify post market
responsibilities
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Monitaring of post market responsibilitiescarry out by the
establishment and safety and performance of medical
devicethrough

Handling andreview of medical device safety and

: performance conplaints
.
Monitaringand review of Mandatary Problem

Reporting (MPR)
- 5289
Monitaringand review of Incident Investigation
4805
Monitaring of Held Corrective Actionsinplemented
by the establishments
D 124
Monitoringand review of Recall Netification
o 23

Onsiteinspection toverify post market

r jhilities
O - 24



MONITORING UNIT - ACHIEVEMENT

market surveillance of 2 7 1 monitoring of medical
medical device device importer

monitoring of medical
3 5 device importation at the

monitoring of medical
device advertisement. 45 3 7 entry points

monitoring of establishment
whose the licence has
expired
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INTELLIGENCE & OPERATION UNIT - ACHIEVEMENT |

Handing, reviewing and investigating non ) number of non

compliance complaints. compliance
1 P complaints received 202

and reviewed

ii) number of
' ’ \ y through physical
Intelligence and physical inspection inspection at premis...

of premises and individuals.

jii) number of search
and seizure
conducted

Search of suspected premises and
seizure of suspectedillegal devices and Iv) number of warning

i issued
evidence.

V) number of licence
issuing warnings and imposing SUSF’B”S'O”QSBQS
enforcement actions
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INVESTIGATION & ADVERTISEMENT CONTROL UNIT -
ACHIEVEMENT

number of investigation paper prepared
and managed

3

ATBET ©F S EErmEit (ppEE Investigations for cases of number of forensics analysis conducted 1
application received and reviewed violation of Act 737 for the Y

oo coleced RVSZI000 Purpesef prosectr g o are

Control of advertisement Seized goods
based on Medical Device
(Advertising) Regulation 48'742
2019 number of
Number of advertisement exhibit/seized goods
approval issued received, stored and

managed

Rejected application: 5
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