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MEDICAL DEVICE AUTHORITY
(Act 738) 2012

= To provide for the establishment of the Medical Device
Authority with powers to control and regulate medical
device, its industries and activities, and to enforce the
medical device laws, and for related matters

= The Act may be cited as the Medical Device Authority Act
(Act 738) 2012

= Come into operation on the appointed date by the
Minister by notification in the Gazette on the 15 March
2012
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BOARD MEMBERS (MDA)

A Statutory Body with the

following members

|. DG of Health as the
Chairman
Chief Executive
Min of Health
Min of Finance
Not more than five persons
appointed by the Minister,
who have expertise and
experience in medical device
matters

i hwh

Committees appointed by MDA
- to assist it in the performance of
the functions of the Authority

Functions of MDA

 To implement, enforce, consider and
recommend reform to the medical device
laws

* To perform the following :-
- to regulate all matters
- to encourage & promote the
development
- to provide consultancy & advisory
service and any other services,

in relation to medical device, its industries
and activities
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CHALLENGES TO THE AUTHORITY
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THE INDUSTRY IN MALAYSIA

= Around 1942 establishment of medical device in the country-

(manufacturing, importer, exporter and distributor) extracted
from MeDC@St system

= Export revenues of RM 13.49 Billion in 2014
= Export CAGR of 8 % per annum from 2005 - 2015

[ais.maioring in surgical and examination gloves slobally

Source:AMMI / PEMANDU/ MIDA /MATRADE



MALAYSIA

EXPORTS OF MEDICAL DEVICES

LX) Others

Gloves Medical
RM Devices AN  Ophthalmic
>2.9 (Excluding
Billion Gloves) OR8] Electro mechanical MD

EWINZ’S Catheters, syringes

Total Exports in 2014: RM|3.49 Billion

Source: Malaysia Statistics Department, MATRADE, AMMI



Medical Device Industry Ecosystem in Malaysia

Materials: Rubber, Plastics, Steel, Electronics, etc.

Surgical Instruments, Healthcare
Consumables . . :
Implants & Clinical Devices Equment
Latex
Glove, Contraceptives, Pacemaker, Orthopedics, adlatlon equipment,
Products Catheters, woundcare, I Surgical instrument Life Science Instrument,
Orthalmology, IVD, SUD Electrodes, Hospital beds
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CONCEPTUAL QUALITATIVE OVERVIEW OF CURRENT
NATIONAL MEDICAL DEVICE REGULATORY SYSTEMS -

TRENDS
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OTES:
Position in clusters not necessarily
significant

* Subjective assessment of many variables
* Variables not weighted
*  Not all countries that regulate medical

devices shown

* Some countries moving faster than others

and with different paths
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