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Scope of regulation:

Design & Distribution,
development supply, sale,
Manufacture, advertising
import/export
Packaging,

labeling, storage

PLACEMENT
ON MARKET

Ministry of Health Malaysia

All phases of medical devices lite cycle

Decontamination,

decommission, disposal
I T

Installation, T&C,
maintenance,
calibration, repairs

Operation,
Usage

POST-
MARKET




Elements Of Medical Devicgs
Requlations 2

a. Device

b. Activities

c. Personnel
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Requlatory Activities

Placement On Market

® Post- Market
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PRE MARKET

Sec.3

Sec.5
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PLACEMENT ON MARKET



POST MARKET

Establishment

Usage & Operation
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User
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Enforcement
(Penalty)

A

® S|

Power &
Functions

A 4

Implement Control

‘ Monitor

—

Public Disclosure

Falsification

Minister to make

Regulations

Main Trust
of Act

Confidentiality

Patent

Emergency Response

Anti-Competition / Monopoly

*1.S = Institution Structure
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“Medical device” means any instrument, appatr
Implement, machine, appliance, implant, in
calibrator, software, material or other similai

4
a) intended by the manufacturer to be used, a cf:
combination, for human beings for one or more of the
specific purpose(s) of: diagnosis, prevention, monitoring,
treatment or allevi-ation of disease,compensation for ans
Injury, inves-tigation, replacement, modification, or support of
the anatomy or of a physiologi-cal process, supporting or
sustaining life, control of conception, disinfection of medical
devices, providing information for medical or diagnostic
purposes by means of in vitro examination of specimens
derived from the human body, and

~1
o

b) which does not achieve its primary intended action in or on

the human body by pharmaco-logical, immunological or
metabolic means, but which may be assisted in its intended
function by such means.



Risk-based Reqgulatory
Control

Regulatory

requirements Higher

Lower

Device Risk



Class Risk Level

A

Low

LOw-
Moderate

High-
Moderate
High

Device examples

Simple surgical instruments/
tongue depressor

Hypodermic needles/suction
equipment

Lung ventilator/orthopaedic
implants

Heart valve/implantable defibrillator
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conformity As:

Declaration
of
Conformity

Type
Examination
Declaration of

Conformity i

Declaration

of
Product Production Conformity

Quality Quality
Assurance Assurance

Design Control

Full Quality
Assurance
System

Batch test
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