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International Participations
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TYPES OF MS SIX PRINCIPLES: STANDARDS DEVELOPMENT
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Source: 2000 Decision on Principles for the Development of International Standards, Guides and Recommendations with Relation to
Articles 2, 5 and Annex 3 of the TBT Agreement (from the 2nd Triennial Review

REQUEST FOR STANDARDS DEVELOPMENT
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MS DEVELOPMENT PROCESS
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- Adoption (IDT): 4-9 months
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DEPARTMENT OF STANDARDS MALAYSIA

Aq
pauoddng

Develop

Mandatory
Voluntary Implementation

a) Compliance/Reference to MS

b) Conformity assessment requirements —
testing, inspection & certification

c) Penalty for non-compliance

Implementation

Industry/Business/Consumers

d by
& *NOT all standards can be made mandatory
HSE unless it affects safety of consumers,

Industry/Business/Government (S'
environment and health I/
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Accreditation Services Offered

1. Laboratory Accreditation Scheme of Malaysia (SAMM)
* Testing laboratories

» Calibration laboratories

* Medical testing laboratories

2. Accreditation of Certification Bodies (ACB) Scheme * Food safety management system (FSMS)

« Quality Management Systems (QMS) . Fo_o_d safety syster_n based on Hazard Analysis and

* Environmental Management Systems (EMS) Critical Control Pgmt (HAC.CP)

* Occupational Safety & Health Management Systems (OSH) ) GO_Od Manufacturl_n_g P.ractlces for Food (GMP)

. Medical Device Quality Management Systems (MDQMS) « Animal Feed Certification F_’rogr_amme based on FAMI QS
* Information Security Management Systems (ISMS) * Food Safety Systems Certification (FSSC)

* Information Security Management Systems (ISMS) ) Engrgy_ Management System (EnMS)
for Cloud Service Providers + Anti Bribery Management Systems (ABMS)

+ Forest management Certification (FMC) * Business Continuity Management Systems (BCMS)

+ Product Certification (PC) (incl. Halal) ' Egad Traﬁi; Safety g"i”ag‘:ﬂme”t SyStemg‘ (RTSMS)
+ Product Certification (PC) - Ecolabel venture Tourism Safety Management Systems
- Product Certification — Chain of Custody (PC-CoC) * Automotive Certification Scheme

+ Malaysian Sustainable Palm Oil— Supply Chain Certification (MSPO scc) * Certification of Persons
* Malaysian Sustainable Palm Oil — Oil Palm Management Certification
(MSPO OPMC)
3. Malaysia Inspection Bodies Accreditation Scheme (MIBAS)
4. Malaysia Proficiency Testing Providers Accreditation Scheme (MyPTP)
5. Good Laboratory Practice Compliance Program (GLP CP)
6. Primary Healthcare Laboratory Accreditation Scheme (PHLAS)

7. Scheme for the Accreditation of Validation and Verification Bodies (AVVB formerly known as (S't‘"“ﬂ%cf
MyV&V)* e e
@ WWW.jSm.gov.my 'i STANDARDS MALAYSIA standards_my B @STANDARDS_MY % ','t—u_.. g )



Accreditation System
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Accreditation Bodies (ABs)
Accreditation COMPETENCE

MINISTRY OF INVESTMENT, TRADE AND INDUSTRY
DEPARTMENT OF STANDARDS MALAYSIA

ISO/IEC ISO/IEC ISOIIEC ISO/IEC ISO/IEC ISO/IEC
17029 17065 17024 15189 17020 17043

Hierarchy of conformity assessment
systems from top to bottom

[72]
11] Validation or Product Persons Masnaﬁement Medical Testing J:"s:r:?l:‘n Inspection PTProvid
< Verification Bodies Certification Certification ystems Laboratories Bodies SOVICERS
[&] Bodies Bodies Certification Bodies Laboratories
Conformity
Assessment COMPLIANCE
Activity
Buildings,
Claims (Pt:‘;:ﬁs e.g. QMS (IS0 Products Products Facilities, g‘ines,
’ ’ Persons 9001) EMS (I1SO (Procedures, (Procedures. Laboratories
Statements Processes, A 4 3 Procedures,
aatsl) Services) Services, etc.

bl Oorteret
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International Mutual Recognition Arrangements
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Recognltlon Arrangement

DITATION FO

Quality Management Systems (QMS) - 29 September 1999
Environmental Management Systems (EMS) - 9 February 2006
Product Certification (PC) - 9 July 2009

Food Safety Management Systems (FSMS) - 13 July 2017

Information Security Management Systems (ISMS) - 13 July

2017

6. Occupational Health and Safety Management Systems (OSH) —
20 May 2020

7. Medical Device Quality Management Systems (MDQMS) —

June 2019
8. Certification of Persons - 12 October 2021
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1. Testing including Medical Testing — 16 January
2003

Calibration - 19 November 2003

3. Inspection - 2 July 2015

4. Proficiency Testing Providers - 20 September 2021

Multilateral
Mutual

signatories to

N

MINISTRY OF INVESTMENT, TRADE AND INDUSTRY
DEPARTMENT OF STANDARDS MALAYSIA

signatories to INTERNATIONAL

_______________________________________________________________________________ [

Quality Management Systems (QMS) — 5 November 1998
Environmental Management Systems (EMS) — 31 December 2005
Product Certification (PC) — 16 June 2009

Food Safety Management Systems (FSMS) - 21 June 2017
Information Security Management Systems (ISMS) - 21 June 2017
Occupational Health and Safety Management Systems (OHSMS)
Medical Device Quality Management Systems (MDQMS) —
Persons Certification (Persons) — 21 August 2021

Anti Bribery Management Systems (ABMS) — 2 June 2023
10. Quality and Safety System for Specialty Feed Ingredients (FAMI QS) —

2023

©CoOoNOO O ~wNE

1. Testing — 14 November 2002 REGIONAL
A Ac 2. Calibration - 13 November 2003
3. Medical Testing — 18 April 2007
APAC 4. Inspection — 17 June 2015
MRA 5. Proficiency Testing Providers — 21 August

2021

— 21 February 2019
25 March 2019

Iy
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Mutual Recognition Agreements

Before MRAs

Country A

Regulatory Body

Conformity Assessment

Body

Eq: Testing
Certification or
Inspection Body

> -

A
MANUFACTURER

Country A
Test Report

Regulatory Bod
[ e stry By

Country B
Test Report

- |-

After MRAs

Country B
Country A Country B

Conformity Assessment Conformity Assessment Country A Conformity Assessment

Body ) Body Test Report Body

Eq: Test}ng 7 Eq: Testing Eq: Testing
Certification or Certification or ) Certification or

Inspection Body Inspection Body Inspection Body

/l\ A
MANUFACTURER

‘Tested, Inspected & Certified once,
Accepted everywhere’

“ Testing Laboratory Name m Expiry Date

Product Validation Engineering - EMC Laboratory, Flextronics Systems 16 March 2023
(Penang) Sdn Bhd

“ Motorola Penang Advanced Communication Laboratory 825 25 April 2025
Motorola Solutions Malaysia Sdn. Bhd.

“ Penang EME Laboratory 826 8 Jun 2023
Motorola Solutions Malaysia Sdn. Bhd.

“ RFEMCT, SIRIM QAS International Sdn Bhd 086 7 Dec 2023
Sony EMCS EMC/RF Test Lab 788 07 Oct 2022

“ Sony EMCS (Malaysia) Sdn Bhd

d E 17
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Mutual Recognition Agreement

ASEAN MRA ON GOOD
MANUFACTURING PRACTICE
INSPECTION OF MANUFACTURERS OF
MEDICINAL PRODUCTS (201 1)

20 Testing Laboratoriesand 7
Certification Bodies currently have
been listed under the ASEAN EE

ASEAN MRA

SECTO RAL Listed Testing Laboratories
MRA ON . Singapc.)re -5 Laboratories
ELECTRICAL [ erer,
AND * Thailand - 7 Laboratories
ELECTRO N | C * Indonesia - 5 Laboratories

EQ U l PM E NT Listed Certification Bodies

The scope of the MRA is applies to the GMP inspection and
certification of manufacturers of medicinal products in finished
dosage forms. It includes both prescription and non-prescription
medicinal products for human use, but excludes
biopharmaceuticals, radiopharmaceuticals, traditional medicines
and investigational medicinal products intended for clinical trials.

4 Inspection Bodies have been listed under the MRA:

(2002) * Indonesia—2 CBs « Indonesia
* Singapore - 3CB * Malaysia
* Malaysia- 1CB * Singapore
* VietNam-1CB * Thailand

ASEAN SECTORAL MRA FOR INSPECTION AND .
CERTIFICATION SYSTEM ON FOOD HYGIENE FOR
PREPARED FOODSTUFF PRODUCTS (2018) / IN PROGRESS
+ Signed by all ASEAN Member States on 25 April 2018. M RAS

ASEAN MRA ON BIO-EQUIVALENCE STUDY REPORT
OF GENERIC MEDICINAL PRODUCTS (2017)

* Signed by all ASEAN Member States on 2 November 2017. :, ‘ x _ * ASEAN MRA on Bulldlng and
Construction Materials

ASEAN MRA ON TYPE APPROVAL OF AUTOMOTIVE , * MRA are targeted for

PRODUCTS : finalisingin 2021
« Signed by all ASEAN Member States on 16 January 2021
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Issues & Challenges

1.Regulators and trade officers' understanding.
.Industry compliance especially MSMEs.
3.Impact to users/public.

N
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Way Forward

1. As National Standards Body and National Accreditation Body of
Malaysia, Department of Standards Malaysia (JSM) is not the
authority to endorse the establishment of such system, however JSM
would fully support if our authority endorse it.

2.JSM in opinion, such system establishment should have more
engagement with regulators, trade officers, standards officers and
accreditation officers.

3. We would like to propose for the system to utilise the current fora or
establishment to support this new establishment system.

e
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MINISTRY OF INVESTMENT, TRADE AND INDUSTRY
DEPARTMENT OF STANDARDS MALAYSIA

Thank You

Follow Us

@ www.jsm.govmy (] STANDARDS MALAYSIA (@) standards_my (¥ @STANDARDS_MY

Email: hamzaini@jsm.gov.my

Level 4-7, Tower 2, Menara Cyber Axis, Jalan Impact, Cyber 6, 63000 Cyberjaya, Selangor
Tel. : 603-8008 2900 | Fax:603-8008 2901
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