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1. Good Laboratory Practice

,

Quality system concerned with
organizational process and conditions
under which non-clinical safety studies are
planned, performed, maintained,
recorded, archived and reported. -




1. Good Laboratory Practice

The Principles of GLP apply to :

e All non-clinical health and environmental
safety studies required by regulations for
the purpose of registering or licensing those:
‘test items.




1. Good Laboratory Practice - Scope

s Should be applied to the non-clinical sdfety
testing of test items contained in:

a) Pharmaceutical products
~b) Cosmetics products

c) Veterinary drugs

d) Food additives

e) Pesticides products

f) Feed additives

a) Industrial chemicals




1. Good Laboratory Practice — Area of expertise
& physical-chemical testing
& toxicity studies

& mutagenicity studies

& environmental toxicity studies on aquatic and
terrestrial organisms

& studies on behaviour in water, soil and air;
bioaccumulation

& residue studies

& studies on effects on mesocosms and natural
ecosystems

& analytical and clinical chemistry testing
& other studies, specify




1. Good Laboratory Practice — Pharmaceutical
development
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1. Good Laboratory Practice — Registration flow

The Cabfomia Treatment Outcome Project (CaltOP)
Fieal Report
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1. Good Laboratory Practice = WHY ?

e 1975: Pre-clinical safety data submitted
to US FDA for registration of New Drug
Application (NDA)

e |Inspection on studies and test facilities
findings:




1. Good Laboratory Practice = WHY ?

» 1975: USFDA findings:
©>10,000 studies produced in short time
O Personnel poorly trained & supervised
O Records not available/inadequate
o Test system in poor health
o Animal id not maintained
© Reported lab test not conducted
o Falsification of pathology results




1. Good Laboratory Practice = WHY ?

Examples:

4 Replacing animals which died during study with
new ones, without documenting this facts

4 Taking hematology data for control animals
from control groups not connected with the study

¢ Recorrecting discrepancies in raw data and final
report tables by juggling raw data to fit the
results table to the final report




1. Good Laboratory Practice = WHY ?

e >>>> Human health is jeopardised

e >>>> Not conducted according to
principles: those products can potentially
cause adverse effects on human health
and environment




1. Good Laboratory Practice = WHY ?

v'1979: US FDA Regulations on GLP

v 1981;: OECD Principles of GLP

v'1983: US EPA Regqulation on GLP

v 1997: OECD Principles of GLP (Revised)




2. About OECD

o  OECD = Organization for Economic Co-
operation and Development.

» 34 industrialized countries (NAFTA, EU,
European Non-EU, Asia Pacific)

o Co-ordinate and harmonize policies, discuss
issues of mutual concern and work together

to respond to international problem:s.




2. OECD countries
©,

EU ‘ NAFTA
Austria Poland Canada
Belgium Portugal Mexico
Czech Republic Slovak Republic United states
Denmark Spain
Finland Stredbn ASIA - PACIFIC
France United Kingdom Australic
Germany Japan
Greece EUROPEAN NON-EU New Zealand
Hungary Iceland South Korea
Ireland Norway
Italy Switzerland
Luxembourg Turkey




3. 1981 “MAD” Council Decision

OECD Council Decision on Mutual Acceptance
of Data in an Assessment of Chemicals including Pesticides
C(81)30(Final)

“Decides that the data generated in the testing of chemicals in an
OECD Member country in accordance with OECD Test
Guidelines and OECD Principles of Good Laboratory
Practice shall be accepted in other Member countries for

purposes of assessment and other uses relating to the protection
of man and the environment.”




3. 1981 “MAD” Council Decision

,

OECD Test
| Guidelines




3. 1981 “MAD” Council Decision

OECD Series on Principles of GLP and
Compliance Monitoring

» 15 documents available online

1Doc 1: Principles of GLP

1 Guidance document for CMA (2, 3, 9)
1Consensus document (4,5,6,7,8,10,13)
JAdvisory document (11,12,14,15)




3. OECD Series on Principles of GLP and Compliance
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3. OECD Series on Principles of GLP

OECD GLP PRINCIPLES:

Organization and Personnel
Quality Assurance Programme
Facilities

Apparatus, Material and Reagents
Test system

Test and Reference Items
Standard Operating Procedures
Performance of the Study
Reporting of Study Results

10. Storage & Retention of Records and Materials
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3. OECD GLP Test Guidelines

More than 100 Test Guidelines
— Section 1: Physical-chemical properties

— Section 2: Effects on Biotic Systems

— Section 3: Degradation and Accumulation
— Section 4: Health Effects
— Section 5: Other Test Guidelines




3. OECD GLP Test Guidelines

File Edit Wi Favorites Toals Help

eﬂack - \_) @ @ (’:j pﬁearch ‘g,r\\?FavDrltes @ B- % = I_J ﬂ ‘3

Address

hktp: f fraeee  cecd, orgfdocument f40/0, 3343, en_2649_34377_37051365_1_1_1_1,00.htrml# Obtaining_Test_Guidelines Links *

e (D C6 - @) - o G- @) - @ -y @

r - WEB SEARCH | < 3 My Apps
!

OECD Guidelines for the Testing... HEI

Help /FA MyOECD | Fi i
ORGANISATION << elp/FAQ | My | Frangais
FOR ECONOMIC

AND DEVELOPMENT OECD More Search options

|8

Environment . Horme: Chemicals Testing - Guidelines = OECD Guidelines for the Testing of Chemicals

> QECD Guidelines for
the Testing of

About Publications & Documents Information by Country Chermicals
> Draft Test Guidelines

> Questions & Answers
regarding the OECD

i 1 - 1 1 Test Guidel
OECD Guidelines for the Testing of Chemicals et oL

> Anirmal welfare

Send B Print ¢=h > Other Publications /
Crraft Publications

> Contact Us
> Site Map

Directorate

See Press Release! _English; French
Guidelines &y ailable free of charge on SourceDECD

The OECD Guidelines for the Testing of Chemicals are a collection of the most
relevant internationally agreed test methods used by government, industry and

Chericals Testing -

independent laboratories to determine the safety of chermicals and chemical ---al_'ld also
preparations, including pesticides and industrial chemicals. They cover tests for the Guidance
physical-chemical properties of chemicals, human health effects, environmental Document 1
effects, and degradation and accumulation in the environment,
= The complete list of OECD Suidelines for the Testing of Chemicals, including 5
dates of revisions, English, French :
* How to obtain adoped Test Guidelines
Biosafety - BioTrack * How to obtain draft Test Guidelines
> Climate Change. Energy * How to obtain existing Test Guidelines Related Docurments
=nd Transport * How to obtain draft Test Guidelines Related Docurnents
> Consumption. Production
and the Environment
> E""E'i"‘:'”mer‘t in Emarging How to obtain Test Guidelines e
and Transition Economies e e
> Environmental Country Al readers can freely access the online edition via SourceOECD, aur online library. B
Reviews Readers benefit from all updated and new tests, as they are made available online.

> Environrnental Indicatars
and Cutlocks

Y Emuira e B alidies and Section 1: Phivsical Chemical Properties
Instruments Enaglish; French e

Section 2: Effects on Biotic Systems

> Environmental-Social

Interface English; French
Section 2: Degradation and Accumulation

> Matural Resource

Managernent English; French
Section 4: Health Effects
Trade. I i + and
e T ST English; French ~
] Done 4 Internet

) MAD and MP. ..




3. 1997 Council Decision

OECD Council Decision on Adherence of Non-Member Countries
to the Council Acts related to the Mutual acceptance of Data
C(o7)114(Final)

“Decides that non-Member countries are given wvoluntarily
adhering to the standards sets by the OECD Council Acts and
data generated in accordance with OECD Test Guidelines
and OECD Principles of Good Laboratory Practice shall
be accepted in other Member countries for purposes of
assessment and other uses relating to the protection of man and
the environment.”




3. OECD Council Decisions
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Provisional Member A
*Malaysia (2008)

.~ sThailand (2010) . >
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Russia
Chinese Taipei




4. Malaysia’s actions

""""""" T e —— ~ Cabinet Approval with implementation of
prepared by MOH & MOSTI o g <= Gl i Lo ellente

(End of 2007) 13th Feb 2008

Letter of intention to OECD was sent by
Full “‘l“T! '““r ( Minister of Health, Malaysia.

o 17t April 2008
Mutual Joint Visit (14-19 Nov 2011) :

Provisional members (2-3 years)

- - Letter of invitation given to Malaysia to be
1‘ Provisional member by OECD

Malaysia to nominate an observer - -

to: \l, ‘
') Worh!ng group on GLI? Minister of Health sent a letter accepting the
ii) Working group of National invitation

Coordinator of the Test Guideline

Program 28th July 2008

e g




4. Malaysia’s status in OECD

e Provisional membership
e Oct 2008 — Nov 2011

e Mutual Joint Visit (UK, Switzerland, Japan)
¢ 14-19 November 2011

- - —

e 26" Meeting of Working Group on GLP
e 29-31 May 2012

-_—— -_——

e OECD Council Meeting
¢ 13 February 2013

¢ Announcement of Malaysia Membership to OECD
e 10 April 2013, press release



Malaysia Adherance to MAD.pdf
OECD Press Release (10.4.2013).doc

4. During MJV, 14-19 November 2011
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4. Malaysia’s status in OECD

ad

China
Russia
Chinese Taipei

~ Provisional Member
*Thailand (2010)




4. Malaysia’s status in OECD
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The Cablomia Treatment Outeome Project (Cal1OP)
ol Report
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5. Compliance Monitoring Authorities

MINISTRY OF HEALTH
COORDINATOR FOR GLP COMPLIANCE
MONITORING PROGRAM IN MALAYSIA

NATIONAL PHARMACEUTICAL STANDARDS MALAYSIA
CONTROL BUREAU MINISTRY OF SCIENCE

MINISTRY OF HEALTH TECHNOLOGY & INNOVATION

INDUSTRIAL CHEMICAL

PESTICIDES

FEED ADDITIVES/ANIMAL FOOD
. BIOTECHNOLOGY PRODUCTS

(NON PHARMACEUTICAL)




5. Compliance Monitoring Authorities
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5. Compliance Monitoring Authorities
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5. Compliance Monitoring Authorities
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6. NPCB GLP Compliance Monitoring Programme
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6. NPCB GLP Compliance Monitoring Programme

/= BPFK - The Malaysian GLP Monitoring Authority - Windows Internet Explorer
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Registration and Notification Good Laboratory Practice (GLP) is a quality system concerned with the organisational process and the conditions under
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| y ) Inspection reported. The purpose of the Principles of GLP is to promote the development of quality data.
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products. pesticide products, cosmetics products. veterinary drugs as well as food additives. feed additives. and industrial
chemicals. These test items are frequently synthetic chemicals. but may be of natural or biological origin and. in some

1 Laboratory & Quality Control R . . . . . . . . .
circumstances, may be living organisms. The purpose of testing these items is to obtain data on their properties and/or their

e safety with respect to human health and/or the environment. Mon-clinical health and environmental safety studies covered |

: by the Principles of GLP include work conducted in laboratory. greenhouses, and in the field.
4 Clinical Trial h
The Mational Pharmaceutical Control Bureau (WPCB) and STANDARDS MALAYSIA (www. standardsmalaysia.gov.my) had ¥

Good Laboratory Practice
(GLP) Compliance
Monitoring Programme

been designated as the Malaysian Compliance Monitoring Authorities (CMAs) by the Malaysian Government. MPCB is the
CMA for the non-clinical safety testing of test items contained in pharmaceutical products, cosmetics products. veterinary

y drugs and food additives. Whereas STAMDARDS MALAYSIA is the CMA for the non-clinical safety testing of test items r
1 Quest? List of contained in industrial chemicals, pesticides, feed additives, and biotechnology (non-pharmaceuticals). For NPCB the
Manufacturers | Wholesales | decision by the Government of Malaysia is enforced by the issuance of A Directive under Regulation 29 of the Control of
Importers Drugs and Cosmetics Regulations 1984 in June 2009, i
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Importers

The GLFP Compliance Programme {(CP} is intended to ascertain whether Test Facilities have implemented requirements as
described in documents of Organisation for Economic Cooperation and Development (OECD) Series on Principles of Good
Laboratory Practice and Compliance Monitoring. Test Facilities requesting for verification and certification of compliance to
Principles of GLP, and subsequent inclusion into the CMAs GLP Compliance Programme need to make the relevant
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6. NPCB GLP Compliance Monitoring Programme
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6. NPCB GLP Compliance Monitoring Programme

/= BPFK - The Malaysian GLP Monitoring Authority - Windows Internet Explorer
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-
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| y ) Inspection reported. The purpose of the Principles of GLP is to promote the development of quality data.
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chemicals. These test items are frequently synthetic chemicals. but may be of natural or biological origin and. in some

1 Laboratory & Quality Control R . . . . . . . . .
circumstances, may be living organisms. The purpose of testing these items is to obtain data on their properties and/or their

e safety with respect to human health and/or the environment. Mon-clinical health and environmental safety studies covered |

: by the Principles of GLP include work conducted in laboratory. greenhouses, and in the field.
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Good Laboratory Practice
(GLP) Compliance
Monitoring Programme

been designated as the Malaysian Compliance Monitoring Authorities (CMAs) by the Malaysian Government. MPCB is the
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The GLFP Compliance Programme {(CP} is intended to ascertain whether Test Facilities have implemented requirements as
described in documents of Organisation for Economic Cooperation and Development (OECD) Series on Principles of Good
Laboratory Practice and Compliance Monitoring. Test Facilities requesting for verification and certification of compliance to
Principles of GLP, and subsequent inclusion into the CMAs GLP Compliance Programme need to make the relevant
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6. NPCB GLP Compliance Monitoring Programme

» Complete application submit (post/by hand) to:
Deputy Director
Centre for Investigational New Product
National Pharmaceutical Control Bureau
Ministry of Health Malaysia

* Fee: FREE
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Application received

| U
~
. . . 4 . .
‘

’Extra-Ordinary Inspection (if
necessay)

Surveillance Inspection

O

GLP Certification




6. NPCB GLP Compliance Monitoring Programme

4 types of Inspections:

1) Pre Inspection
2) Inspection
3) Surveillance Inspection

4) Extra-ordinary Inspection




6. NPCB GLP Compliance Monitoring Programme

Pre Inspection

=15t time
=To familiarize and verify TF has
resources to undertake GLP studies
\ =Within 30 working days after complete
| application received
=Minimum 1 complete or on-going study

»
- -



6. NPCB GLP Compliance Monitoring Programme

Inspection

=Full inspection covers Test Facility

and Study Audit
=\Within 6 months after corrective

actions satisfactory
*Minimum 1 completed & on-going ;

study
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Surveillance Inspection

= Same as in Inspection
= Annually for the first 2 years
= Every 2 years from the date of

the certificate issued




6. NPCB GLP Compliance Monitoring Programme

* 7
(S

Extra-Ordinary Inspection
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/= BPFK - The Malaysian GLP Monitoring Authority - Windows Internet Explorer

Y

32

@ —- = |el bipfk. gor my v [&][#2][<] | |[2]-
File Edit View Faworites Tools Help

i’:f Favarites {5 & | ICH Official web site ICH (2) @ | ICH Official web site ICH & | Suggested Sites = & | Free Hotmail & | About MA - NA | Associates of Clinical Resea... & | BPFFE & | Colipa - The European Cosm...

| /& BPFK - The Malaysian GLP Monitoring Authority | i - B | e v Page v Safety ~ Tools ~ (@~

[English ] [A| A+ | A++]

Home | Sitemap | Contact Us
Official Portal
National Pharmaceutical Control Bureau winitry of Health Malaysia

Biro Pengawalan Farmaseutikal Kebangsaan, Kementerian Kesihatan Malaysia

About NPCB Consumers Industry Healthcare Professionals Hews & Publication Product Search Custorn Search

= Home = INDUSTRY = Good Laboratory Practice (GLP} Compliance Manitoring Programme

STR

The Malaysian GLP Monitoring Authority

General Information

Drug Registration Guidance OCED GLP Documents | Directive | T3 Application Proge®®res | T Application Form |
Document (DRGD) = MPCB GLP Compliance Programme Manuffl | = GLP cOmpliant Test Facilties

Regulatory Information

Registration and Notification Good Laboratory Practice (GLP) is a quality system concerned with the organisational process and the conditions under

-
b which non-clinical health and environment safety studies are planned. performed. monitored, recorded, archived and . _—
| y ) Inspection reported. The purpose of the Principles of GLP is to promote the development of quality data.
[rriang 1 Licensing
1 The Principles of GLP should be applied to the non-clinical safety testing of test items contained in pharmaceutical
@ Hew Productsiindication

products. pesticide products, cosmetics products. veterinary drugs as well as food additives. feed additives. and industrial
chemicals. These test items are frequently synthetic chemicals. but may be of natural or biological origin and. in some

1 Laboratory & Quality Control R . . . . . . . . .
circumstances, may be living organisms. The purpose of testing these items is to obtain data on their properties and/or their

e safety with respect to human health and/or the environment. Mon-clinical health and environmental safety studies covered |

: by the Principles of GLP include work conducted in laboratory. greenhouses, and in the field.
4 Clinical Trial h
The Mational Pharmaceutical Control Bureau (WPCB) and STANDARDS MALAYSIA (www. standardsmalaysia.gov.my) had ¥

Good Laboratory Practice
(GLP) Compliance
Monitoring Programme

been designated as the Malaysian Compliance Monitoring Authorities (CMAs) by the Malaysian Government. MPCB is the
CMA for the non-clinical safety testing of test items contained in pharmaceutical products, cosmetics products. veterinary

y drugs and food additives. Whereas STAMDARDS MALAYSIA is the CMA for the non-clinical safety testing of test items r
1 Quest? List of contained in industrial chemicals, pesticides, feed additives, and biotechnology (non-pharmaceuticals). For NPCB the
Manufacturers | Wholesales | decision by the Government of Malaysia is enforced by the issuance of A Directive under Regulation 29 of the Control of
Importers Drugs and Cosmetics Regulations 1984 in June 2009, i

Quest3 List of
Manufacturers [ Wholesales /
Importers

The GLFP Compliance Programme {(CP} is intended to ascertain whether Test Facilities have implemented requirements as
described in documents of Organisation for Economic Cooperation and Development (OECD) Series on Principles of Good
Laboratory Practice and Compliance Monitoring. Test Facilities requesting for verification and certification of compliance to
Principles of GLP, and subsequent inclusion into the CMAs GLP Compliance Programme need to make the relevant
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e Internet
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& RESULT OF
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300-105 LIST OF GLP TF WEBPAGE July 201 2[1]. pdf - Adobe Reader [z
File Edit Wiew Document Tools  Window Help *®
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B
o
GOOD LABORATORY PRACTICE COMPLIANCE PROGRAM Pocument Mot P PR/ 300/ 105
bpfk Issue Date 1 July 2012
o S . ' y - T AL - . Version 3
LIST OF GLP COMPLIANT TEST FACILITIES Replace Version 2
Page 1 of 1
These Test Facilities are entered in the NPCB GLP Compliance Monitoring Program and shall be periodically inspected.
\ YEAR 1 2012
TEST FACILITY & REGISTRATION AREA OF DATE OF
ADDRESS NUMBER SHELE EXPERTISE CERTIFICATE LTI [FERISE
Environmental Technology GLP 001 Pharmaceuticals | Mutagenicity 27 February 2012 Dr. Chan Sau Soon
Research Centre (ETRC), SIRIM Cosmetics Tel: 03-55446564
Berhad Veterinary Drugs
1, Persiaran Dato’ Menteri, Food Additives
Seksyen 2, P.O.Box 7035,
40911 Shah Alam.
Melaka Biotechnology GLP o002 Pharmaceuticals | Mutagenicity 30 November 2011 Datin Nor Sabrina
Corporation Cosmetics Mohd Noor
Lot 7, MITC City, Veterinary Drugs Tel: 06-2313622
Hang Tuah Jaya, Food Additives
75450 Ayer Keroh, MELAKA.
Info Kinetics Sdn Bhd GLP 003 Pharmaceuticals | Analytical and 7 May 2012 Dr. Lee Toong Chow
Suite 126, Kompleks Eureka, Cosmetics Clinical Tel: 04-8589220
Universiti Sains Malaysia, 11800 Veterinary Drugs | Chemistry
Minden, Pulau Pinang. Food Additives

B8 S00-105 LIST ...




6. NPCB GLP Compliance Monitoring Programme

1

O Potential Test Facilities
o Institute Medical Research - toxicology

e Institute Pharmaceutical & Nutraceuticals - toxicology




6. NPCB GLP Compliance Monitoring Programme

Awareness & trainings with stake holders

No Date Title Facilitated by

1 July 2007 Awareness Seminar on OECD GLP NPCB

2 4-5 December 2007 Introduction Workshop on OECD Mutual Acceptance of OECD GLP Working Group
Data, GLP Compliance Monitoring, KL.

3 11-13 November 2008 | OECD Principles Of GLP Workshop, KL. NATA Australia

4 24-26 November 2008 | GLP Workshop organised by Institute for Medical Environmental Protection
Research, Ministry of Health Malaysia Agency (EPA), USA

5 3-5 August 2009 Workshop on OECD GLP Documents to Test Facilities, KL | NPCB

6 17 August 2009 GLP Seminar organised by Universiti Darul Iman NPCB

Malaysia, Terengganu

7 17 December 2009 GLP Seminar organised by Institute Medical Research,KL | NPCB




6. NPCB GLP Compliance Monitoring Programme

Awareness & trainings with stake holders

No Date Title Facilitated by

8 3 March 2010 GLP Seminars organised by SIRIM Berhad, Selangor NPCB & STANDARDS MALAYSIA

9 1 July 2010 Introduction to GLP Seminar organised by Melaka NPCB & STANDARDS MALAYSIA
Biotechnology Corporation

10 [ 19-21 July 2010 OECD GLP Workshop organised by Institute of NPCB & STANDARDS MALAYSIA
Pharmaceutical & Neutraceuticals

11 | 2-3 August 2010 Workshop for Study Directors and Quality Assurance Norwegian Accreditation (NA),
Personnel of OECD GLP Studies, KL Norway

12 |12 January 2012 GLP Program in Malaysia -presentation to NKEA EPP 1 NPCB

MoA Non-clinical Committee

13 | 9-10 April 2012 Workshop on OECD Principles of GLP NPCB




6. NPCB GLP Compliance Monitoring Programme

Awareness & trainings with stake holders
No Date Title Facilitated by

14 | 12 June 2012 Seminar on non-clinical studies organised by Melaka NPCB
Biotechnology Corporation

15 | 9 September 2012 Introduction to Principles of GLP organised by University | NPCB
Malaya

16 | 6-7 December 2012 Seminar on Principles of GLP organised by Institute of NPCB
Pharmaceutical & Neutraceuticals

17 | 16-18 December 2012 | Seminar on Principles of GLP organised by Drug & NPCB
Medicine Research Centre, USM




7. Benefits

* By Malaysia being a non-OECD member
adhering to MAD:

Data developed in Malaysian non-clinical
laboratories will be accepted by other Regulatory
Authorities in OECD member countries and non-
OECD member adhering to MAD




7. Benefits

This will then:

v Avoid duplicative testing

v Cost saved to government & industry
v Facilitate exchange information

v Prevent emergence of non-tariff barriers to trade




7. Benefits

It will also:

v" Create new business opportunity for GLP laboratories
in Malaysia — increase country economy

v Create new carrier move to
= Study Director
= Principle Investigator
= OA
= Archivist.




8. Impact

» Asia region

O Hub for non-clinical studies

o 3" in Asia after Singapore and India

O REACH registration requirements in Europe

o Pharmaceuticals registration requirements in Europe
* NKEA EPP1 MoA

O Herbal products with high claim
* New Drug

© Non-clinical studies locally
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BETTER POLICIES FOR BETTER LIVES

Search
OECD Home About Countries Topics Statistics Newsroom

QECD Home = Mewsroom - Malaysia joins OECD agreement an mutual acceptance of chemical safety data
Newsroom

il i Malaysia joins OECD agreement on mutual acceptance of chemical

safety data
* Publications and statistics
» Secretan-General Send & Print i=h Twreet
speeches
* Photos and videos 1000472013 - Malaysia has joined the OECD system for the Mutual Acceptance of Data (MAD) in the Assessment of Chemicals,

ensdring that its non-clinical safety data related to the protection of human health and the ervironment will be accepted by all 40

>
Gontactus countries adhering to MAD.

The MAD systerm — a multilateral agreement - allows paricipating countries to share the results of various non-clinical safety tests
done on chemicals and chermical products, such as industrial chemicals and pesticides. This collaharation saves gavernments
and chemical producers araund €150 million annually.

"Gowernments padicipating in the MAD systermn have confidence that chemical safety test data generated in other countries is of high
fuality and can he used far regulatary assessments. This reduces duplicative testing, saves laboratary costs, promaotes wark-
sharing by countries assessing the same data and remaoves a potential nan-tariftrade barrier," said OECD Secretan-General
Angel Gurria. "Malaysia's padicipation in this systern highlioghts the mutual benefit of the partnership between QECD and major
Bmerging economies.”

The first step towards padicipation in the MAD systern is provisional adherence. During this time, non-mermbers work with CECD
countries to make their compliance manitoring programme on Good Laboratory Practice acceptahle to all members. Provisional
adherence to the OECD system means that the non-member must accept data frorm OECD and adhering countries generated
under MAD conditions.

Fadicipation in the MAD system requires that testing be carried out using QECD standards for test methods (OECD Test
Guidelines) and data quality (OECD Principles of Good Lahoratory Practice). Governments werify [ahoratory compliance using OECD
procedures, At present, all 34 QECD countries as well as Argentina, Brazil, India, Malaysia, Singapore and South Africa adhere to
the system. Thailand is currently a provisional adherent to it

Farfurther infarmation, please contact Richard Sidman in the OECD Environment Directorate ortelephone: +32 1 45 24 16 80,

@ OECL. All rights resenved Terms and Conditions Frivacy Palicy hly OECL Site Map

[




BETTER POLICIES FOR BETTER LIVES

Head of Division
Environment, Health and Safety Division
Environment Directorate

ENV/EHS/BD/jg/2013.114 . Paris, 10 April, 2013

To: Heads of Delegations to the Joint Meeting of the Chemicals Committee and the Working Party on
Chemicals, Pesticides and Biotechnology

ce: Working Group on Good Laboratory Practice
Working Group of National Coordinators of the Test Guidelines Programme
Observer Countries
BIAC, TUAC, EEB
ENV Counsellors to OECD Permanent Delegations

Dear Sir/Madam,

Full adherence of Malaysia to MAD Council Decisions

I am pleased to inform you that on 29 March 2013, Malaysia accepted the invitation of the Council to
become a full adherent to the OECD Council Acts related to the Mutual Acceptance of Data in the Assessment of
Chemicals and to join that part of the Chemicals Programme related to MAD, with all of the rights and obligations
of member countries. This means that Malaysia — like Argentina, Brazil, Indla South Africa and Singapore — now
takes part as an Associate in that part of the Joint Meeting of the Chemicals Committee and Working Party on
Chemicals, Pesticides and Biotechnology that concerns MAD, as well as in the Working Groups on Good Laboratory
Practice and of National Test Guideline Co-ordinators.

In order for the MAD system to continue to function smoothly, I encourage you to inform all of the
receiving authorities in your country of this agreement.

If you have any questions, please contact Richard Sigman (Richard.Sigman®@oecd.org).

Yours sincerely,

Bob Diderich
Direct ine www.oecd, orgi@ is
Tel.+33(0) 1452414 85 www.cecd.orgleny 2. rue André-Pascal
Fax.+33(0)144 305180 ORGANISATION FOR ECONOMIC 8775 Parls CEDEX 18

Bob.Diderich@oecd.org CO-OPERATION AND DEVELOPWENT ' France
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