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Medical Device Market Investment in Malaysia
World Japan (2013) E
. N » TOSHIBA MEDICAL SYSTEMS
rowth by 1.4 times in 5 years
¢ New factory opens in December 2014. (Penang) "y 5
(ss bilor) y ’ > Medical Device Market ~ $30B g:)%dj‘;c;; t’;g‘;‘lg;)nogfaph etc. @
327 o » Share of the world market 8%
N - » Annual Growth Rate 3.9% > NIHON KOHDEN o
Amal New local subsidiary opens in 2014. (Kuala Lumpur )
4 Jobs
» TERUMO
Local subsidiary opened in 2012. (Subang Selangor Darul Ehsan)
19 Jobs

2018
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MD Regulation Tusk Force

Meeting chaired by

Organization of Committee

Government, Registered Certification

QMS -WG

Tripartite Meeting

Body, Industry

Cemflcat\on

Regulatory System Committee (Three Key Posts)

Overview ; PMS Committee

Global Industry Associations ;
AdvaMed, EBC, AHWP, PAHO and etc.

oo

Software WG

[Memh rs]

Approval
Subcommittee
[Members]
*MHLW
-PMDA
“Industry
~Observers

Publicity

Subcommittee
[Member]
“MHLW
-PMDA
*Industry
*Observers

Subcommittee

[Member]
“Industry

Regular

Industry

me “Industry

Regular Regular | Cooperahon § \’

_ m Clinical Evaluation Retail and Maintenance

i
PMDA : JFMDA MHLW :
Pharmaceuticals & = Ministry of Health,
Medical Device Agency PMS Labour and Welware
] c i | —

-~ " Fuguai Guide line WG A'\I'irlr?lszto/giluvgvlgl \'\\\‘
A

T~ ‘ Package Insert WG ‘ ‘ PMS WG ‘ P —

Purpose & Goal of PMS Committee:
PMS Committee works on post marketing safety /vigilance aspects.

1. To represent entire industrial message/request
2. To communicate Japan Government
3. To conduct information sharing with membership companies

il Z B2 OERL

PMS Z B2 OB

QMS Committee

(MHLW, PMDA, JFMDA, ARCB, ISO/TC 210 WG1)

* Improve QMS level and solve problems of
compliance with PAL

* Deliberation of ISO 13485

* Proposal for QMS ordinance

* Guidance for voluntary recall

¢ Education of QMS

* Seminars for industries and experts

* Participation in IMDRF

QMS ZE = DOIEH)
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JFMDA

ISO/TC 210 Committee of Japan
¢ TC 210: Quality management and corresponding general
aspects for medical devices
( METI, MHLW, PMDA, JFMDA, JACRI,
Registered Certification Bodies, Academia)

* WG1: Application of quality systems to medical devices
ISO 13485, ISO 14969

* WG2: General aspects stemming from the application of
quality principles to medical devices

* WG3: Symbols and nomenclature for medical devices

ISO/TC 210 EN*IKZE B S O3
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Activities of International Policy &
Strategy Committee

» Collect information from global conferences and/or
meetings, and share information among member
associations

*GMTA (BOD, General Assembly) every May and October

*Eucomed MedTech Conference

*AdvaMed MedTech Conference

*Participate in activities at GMTA as the NGO authorized by
WHO

»Propose strategies of global activities

e

[EFRECR S & B & O TR E)

» For mutual benefits of authority, industry and patients,
GHTF recognition submission route subject to the
product approval in GHTF country, is set up in
Malaysia.

» However, still CSDT is required to submit in addition to
GHTF approval proofs, as it is regulated.

» Thus, further reduction of CSDT documents to submit
in GHTF recognition route is a next issue to pursue in
Malaysia for all the stakeholders.
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Mr. Dery Akmal Abdul Rahman

(Senior Assistant Director, Registration, Licensing & Enforcement Division)
Ms. Suhaida Rasul

(Senior Assistant Director, Registration, Licensing & Enforcement Division)
Ms. Norhafizah Mohd Salleh

(Senior Assistant Director, Registration, Licensing & Enforcement Division)
Ms. Noormaslinda Abd Salam (Engineer, Establishment Licensing)

Mr. Syahmi Sapit

(Senior Assistant Director, Registration, Licensing & Enforcement Division)
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