Dery Akmal Bin Abdul Rahman

ZX p a) r-l ence S h 3 r-l N g on Principal Assistant Director,

Intelligence & Investigation Branch,
Post-Market & Enforcement Division,

- nforcing Regulatory Meical Dovice Authorty (MDA
Requirements to
-nsure Continuous
Compliance (Malaysia)

TTTTTTTTT
MALAYSIA




TABLE OF CONTENTS

Brief history & Background

of Intelligence and

Investigation Branch

9

Number/ Type of complaints

An overview of Part 5 for
Enforcement under Act 737

Intelligence, Investigations

and Raiding Operations

CASE 0345F-K

I



1
INTRODUCTION
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S EE \THORITY

21 officers

> Receive complaints and
initiate the investigations




2.
MEDICAL DEVICE
ACT 2012 (ACT 737)



Authorization - Before enforcement
can be carried out, the officer must
be authorized by the Minister

SECTION 49

The authority card must be
given to the officer (Sect.
49) to show powers to be

exercised by him/her.

SECTION

Power of Investigagod

SECTION 51 &

Search and Seizure (with or 52
without warrant)

SECTION 53

Access to computerized data

SECTION 48

SECTION 60

Power to Require attendance of
persons acquainted with case

SECTION 61

Examination of persons
acquainted with case

SECTION 64

Power of Arrest

@ SECTION 65
Power to take Sample

SECTION 66

Appointment of Analyst



ACTION FRAMEWORK

Receiving and evaluating
complaints

Issuance of notice, reminder,
or warning

Compound

Investigating complaints

Recall Instruction

Cancellation of registration

Carrying out inspection and
intelligence

Instruction to stop sale

Suspension or revocation
of license or permit

Conducting seizure and
seals

Instruction to remove advert
from advertisement & online
selling platform

Imprisonment & Penalty




3.
COMPLAINTS
TRENDING



‘ TREND NUMBER OF COMPLAINTS RECEIVED BY MDA

Number of Complaints Received vs Year
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ENFORCEMENT
ACTIVITIES
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RITA Semows

MDA seizes Batal lesen jika jual peranti perubatan tidak
sah - MDA

Syarikat tiada lesen diserbu, MDA raompas peralatan
perubatan RM300,000 X
unregistered medical

devices worth over
RM1 million

Bernama
Oktober 6, 2021 23.07 MYT

Mraitrae trgah meeyethan DTt perbair berips koroer TS 330 13 313TESL O Srgl Prn essd fads tama

999 TV3: Peranti Perubatan Tidak Berdaftar

MDA, KKM | Syarikat Jual Peranti Perubatan Tidak Berdaftar Diserbu N
Sebuah syarikat di Batu Pahat, Johor diserbu Pihak Berkuasa Peranti... Tun Hizami Hashim (999 TV3)
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\ THANK YOU!

deryakmal2@mda.gov.my
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