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Preface

Section 9(1) of the Pest Control Products Regulations requires that applicants seeking to register pest
control products, or registrants wishing to continue such regidrations, provide scientific information as will
allow the Minister to determine the safety, merit and value of the product. In this respect, the
completion of safety related studies in accordance with acceptable Good Laboratory Practice (GLP)
principlesis required to support corresponding data quality.

GLPisintended to promote the qudity and vdidity of test data. It covers the organizationd process and
conditions under which non-clinica studies are planned, performed, monitored, recorded and reported.

In order to promote internationa cooperation, the Organisation for Economic Co-operation and
Development (OECD) has developed Test Guiddines and Principles of GLP. A 1981 OECD Council
Decisgon [C(81)30(Final)] recommended that Member countries apply these in the testing of chemicds,
and decided that data generated in an OECD Member country in accordance with the OECD Test
Guidelines and the OECD Principles of GLP shdl be accepted in other Member countries.

A 1989 OECD Council Decision-Recommendation [C(89)87(Find)] established that Member countries
shdl establish procedures for monitoring compliance with GLP based upon test facility ingpections and
sudy audits[Part 1, 1(1)]. In addition, Part 1l of the same Decison-Recommendation limited the 1981
Member country mutual acceptance of data requirements to those countries that establish such GLP
Monitoring Authorities (GLPMA). As aresult, most OECD countries have implemented the OECD
Principles of GLP and supporting monitoring programs.

1.0 GLP Standards

The OECD Principles of Good Laboratory Practice (OECD Series on Principles of Good
Laboratory Practice and Compliance Monitoring, Number 1, ENV/MC/CHEM (98)17, or
subsequent revisions) are adopted as the GLP standard by the Pest Management Regulatory Agency
(PMRA). The referenced version, which cancels and replaces Environment Monograph No. 45, is
attached as an appendix.

Studies conducted in accordance with dternative GL P standards deemed to be consistent with the
OECD Principles of GLP, such asthose of the U.S. Environmental Protection Agency and the U.S.
Food and Drug Adminigtration, also qualify to be submitted for review by the PMRA.

2.0 Scope
GLP gppliesto dl testing of pest control products to obtain data on their properties and/or safety with

respect to human hedlth or the environment, for the purpose of supporting an application for
registration or aresearch permit.
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3.0

Studies covered by GLP include fied studies as well as |aboratory sudies. Fidd studies include, but
are not limited to, Sudiesfor determining:

* magnitude of resdue;

» plant metabolism;

* il metaboliam;

« rotational crop uptake;

* S0il disspation;

 effects on mesocosms,
 biocaccumulation; and

* effects on non-target organisms.

The requirement for studies to be completed according to GLP is to be phased in over a period of
time beginning with toxicology studies addressng human hedlth effects. The implementation schedule
isshown in Section 6.0. A current ligt identifying tests/studies requiring GL P compliance by data code
(DACO) number is available from the Submisson Management and Information Division of the
PMRA.

Compliance Monitoring

The 1989 OECD Council Decison-Recommendation [C(89)87(Findl)] identified the requirement for
anationd authority, or authorities to monitor compliance to GLP principles and recommended further
guidance documents to be used as the basis for developing and implementing such procedures.

In light of these OECD requirements, the PMRA has cooperated with the Standards Council of
Canada (SCC)* to establish a GL P Compliance Programme. The Council sarvesasa GLPMA in
accordance with the 1989 OECD Council Decision and operatesin a manner consstent with the
OECD document, Revised Guides for Compliance Monitoring Procedures for Good Laboratory
Practice, (OECD Series on Principles of Good Laboratory Practice and Compliance Monitoring,
Number 2 (revised), Monograph #110, 1995, or subsequent revisons).

The programme functions on a fee for service basis between the gpplying test facility and the SCC,
with the resulting recognition being based upon ingpections and study audits conducted in
accordance with the OECD document, Revised Guidance for the Conduct of Test Facility
Inspections and Study Audits (OECD Series on Principles of Good Laboratory Practice and
Compliance Monitoring, Number 3 (revised), Monograph #111, 1995 or subsequent revisons).

1

The SCC is a Crown Corporation whose mandate is to foster and promote standardization as a means of

advancing the national economy, benefiting the health, safety and welfare of the public, facilitating domestic
and international trade and furthering international cooperation in thefield of standards.
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4.0

The object of the inspection isto determine whether or not afacility complies with the OECD GLP
requirements and consigts of both afacility ingpection as well as audits of selected ongoing and/or
completed relevant sudies.

The GLPMA recognizes GLP compliance by issuing forma documentation to successful test facilities
that supportsthe vaidity of their study GLP compliance statements and the acceptability of these
sudiesin OECD Member countries. The GLPMA then updates its list of ingpected facilities to
identify the facility, area(s) of expertise, the dates'type of ingpection and compliance satus, and
provides this information to the PMRA following each revison.

Routine ingpections typically occur on atwo year cycle.

For a detailed description of the SCC GLP Compliance Programme, including application
ingtructions and a fee schedule, contact the Council’ s Conformity Assessment Divisior?.

The PMRA monitors the activities of the SCC GLPMA to assure its continuing capacity to effectively
and competently administer the required pesticide program activities.

PMRA Study Acceptance

4.1 Itisemphaszed that the GLPMA isonly involved in the recognition of compliance to the
principles of GLP. It does not assess the suitability of the study’ s design, objectives, test
system, or result interpretation that are functions inherent to the regulatory role of the PMRA.

4.2 If acompliance statement is not supported by a GLPMA recognition of the test facility, the
PMRA may refuse to condder the study as reliable for purposes of supporting an application
for aresearch permit or registration. Studies for which the principles of GLP apply, but have
not been complied with, must be submitted with awaiver request justifying their acceptance by
the PMRA in light of non-conformance with the principles of GLP. The Agency’s
acceptancelrgection decison is based upon such rationade and the rlative sgnificance and
potentia impact of the study.

4.3 Submisson of afase compliance statement may form the basis for cancellation, suspension or
modification of the research permit or regigration, or denid or disgpprova of an application for
such apermit or regidration.

The Standards Council of Canada can be contacted through the following options, current at the time of

publication: Telephone: +1 (613) 238-3222 Facsmile: +1 (613) 995-4564 Internet: www.scc.ca
The programme document and corresponding GL P application/checklists are available from the Council as CAN-
P-1583 and CAN-P-1584, respectively.
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5.0 Storage and Retention of Records and Materials

All records and materids pertaining to astudy shal be stored in archives in accordance with the
OECD Principles of GLP. Archive conditions shdl protect the contents from untimely deterioration.

The following retention periods shall be observed:

5.1 When the results are submitted to the PMRA in support of an gpplication for aresearch permit
or regigration, al documentation, files and raw data shall be kept at least until the review of the
submission has been completed.

5.2 When aresearch permit or registration has been granted, adl documentation, files and raw data
shall be kept as long as the sponsor or its successor holds the pertinent research permit or
regidration.

5.3 Specimens and samples of test and control substances and speciad preparations shall be kept
only aslong asthe qudity of the preparation permits reeva uation. The date, reasons and
authority for disposa shdl be specified in the archive.

5.4 If atest fadility or an archive contracting facility goes out of business and has no legd successor,
the archive shdl be transferred to the archives of the sponsor of the study. Thisisthe
respongbility of the sponsor. In the case of a gponsor dso going out of business, the archive
shall be transferred to its lega successor.

6.0 Implementation Schedule

The PMRA currently receives a significant number of studies conducted in accordance with GLP
requirements given the wide internationa acceptance of the standard by both the pesticide industry
and regulatory authorities. In particular, toxicology studies addressing human hedlth effects submitted
to the Agency are typicaly GLP compliant whilein other areas the extent of GLP compliance has
been variable.

To promote an orderly trangtion, this Directive formaizes the GL P requirements according to the
following schedule:

i) Toxicology studies addressing human hedth effects® initiated after the publication date of this
Directive must be GLP compliant;

3 in accordance with the list available from the Submission Management and I nformation Division (SMID) of the

PMRA.

4 Study initiation refersto the date the Study Director signs the study plan.
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ii) Product chemistry and crop residue chemistry® studiesiinitiated® on or after October 1, 1999 must
be GLP compliant; and

i) All remaining sfety studies® initiated® on or after April 1, 2000 must be GLP compliant.

7.0 References: OECD GLP Documents

The fallowing documents from the OECD Series on Principles of Good Laboratory Practice and
Compliance Monitoring® provide further guidance on GLP implementation and are current as of the
publication date of this Regulatory Directive:

Document

Number 1

Number 2

Number 3

Number 4

Number 5

Number 6

Number 7

Title

The OECD Principles of Good Laboratory Practice’
(ENV/MC/CHEM(98)17)

Revised Guides for Compliance Monitoring Procedures for Good Laboratory
Practice (Environment Monograph No. 110)

Revised Guidance for the Conduct of Laboratory Inspections and Study
Audits (Environment Monograph No. 111)

Quiality Assurance and GLP
(Environment Monograph No. 48)

Compliance of Laboratory Suppliers with GLP Principles
(Environment Monograph No. 49)

The Application of the GLP Principlesto Field Sudies
(Environment Monograph No. 50)

The Application of the GLP Principles to Short-Term Studies (Environment
Monograph No. 73)

Crop residue chemistry studies include both laboratory and field site components. In the minor use area, the

PMRA will be working with program participants to develop an appropriate phase-in strategy considering both
Canadian minor use registrations and Canada/ US joint registrations as well as the GL P requirements associated
with the US IR-4 program (Interregional Research Project No. 4 - The Minor Use Program).

At the time of Directive publication, these reference documents were available on the Internet in Portable

Document Format (PDF), with six of them also available in Word 6 format, under OECD-Environmental Health
and Safety Publications at www.oecd.org/ehs/ehsmono.

The OECD Principles of Good Laboratory Practice are attached as an appendix.
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Number 8 The Role and Responsihilities of the Study Director in GLP Sudies
(Environment Monograph No. 74)

Number 9 Guidance for the Preparation of GLP Inspection Reports
(Environment Monograph No. 115)

Number 10 The Application of the Principles of GLP to Computerised Systems
(Environment Monograph No. 116)

Number 11 The Role and Responsibilities of the Soonsor in the Application of the
Principles of GLP (ENV/MC/CHEM (98)16)
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Also published in the Series on Principles of Good Laboratory Practice and Compliance
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No. 2, Revised Guides for Compliance Monitoring Procedures for Good Laboratory Practice
(1995)
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About the OECD

The Organisation for Economic Co-operation and Development (OECD) is an intergovernmenta
organisation in which representatives of 29 indudtrialised countriesin North America, Europe and the Pacific,
as well as the European Commission, meet to co-ordinate and harmonize policies, discuss issues of mutud
concern, and work together to respond to internationa problems. Most of the OECD’ swork is carried out
by more than 200 specidised Committees and subsidiary groups composed of Member country delegates.
Observers from several countries with specid datus a the OECD, and from interested internationa
organisations, attend many of the OECD’ sWorkshopsand other meetings. Committeesand subsidiary groups
are served by the OECD Secretariat, located in Paris, France, which is organised into Directorates and
Divisons

The work of the OECD related to chemicd safety is carried out in the Environmental Health and
Safety Divison. The Environmenta Hedlth and Safety Divison publishes free-of-charge documents in six
different series Testing and Assessment; Principles on Good Laboratory Practice and Compliance
Monitoring; Pesticides;, Risk Management; Chemical Accidentsand Har monization of Regulatory
Oversight in Biotechnology. Moreinformetion about the Environmenta Hedlth and Safety Programmeand
EHS publications is available on OECD’s World Wide Web Ste (see next page).

Thispublication was produced within the framework of the I nter-Organization Programme for the
Sound Management of Chemicals (IOMC).

The Inter-Organization Programme for the Sound Management of Chemicals (IOMC) was
established in 1995 by UNEP, ILO, FAO, WHO, UNIDO and the OECD (the Participating
Or ganizations), followingrecommendationsmadeby the1992 UN Confer enceon Environment and
Development to strengthen co-operation and increase international co-ordination in the field of
chemical safety. UNITAR joined the IOMC in 1997 to become the seventh Participating
Organization. Thepurposeof thelOM C isto promote co-ordination of the policiesand activities
pursued by the Participating Organizations, jointly or separately, to achieve the sound
management of chemicalsin relation to human health and the environment.




This publication is available electronically, at no charge.
For the complete text of thisand many other Environmental
Health and Safety publications, consult the OECD’s
World Wide Web site (http://www.oecd.or g/ehs/)

or contact:

OECD Environment Director ate,
Environmental Health and Safety Division

2 rue André-Pascal
75775 Paris Cedex 16
France

Fax: (33-1) 4524 16 75

E-mail: ehscont@oecd.org




FOREWORD

Chemicds control legidation in OECD Member countries is founded in a proactive philosophy of
preventing risk by testing and assessing chemicals to determine their potentid hazards. The requirement that
evauations of chemicals be based on safety test data of sufficient qudity, rigour and reproducibility isabasic
principleinthislegidation. The Principlesof Good L aboratory Practice (GL P) have been devel oped to promote
the quaity and vdidity of test data used for determining the safety of chemicals and chemicals products. It is
amanagerid concept covering the organisationa process and the conditions under which laboratory studies
are planned, performed, monitored, recorded and reported. Its principles are required to be followed by test
fadilitiescarrying out studiesto be submitted to nationd authoritiesfor the purposes of assessment of chemicals
and other uses rdlating to the protection of man and the environment.

Theissueof dataqudity hasanimportant internationa dimension. If regulatory authoritiesin countries
can rely on safety test data developed abroad, duplicative testing can be avoided and costs saved to
government and industry. Moreover, common principles for GLP facilitate the exchange of information and
prevent the emergence of non-tariff barriersto trade, while contributing to the protection of human hedthand
the environment.

The OECD Principles of Good Laboratory Practice were first developed by an Expert Group on
GLP established in 1978 under the Specid Programme on the Control of Chemicas. The GLP regulations for
non-clinica laboratory studies published by the US Food and Drug Administration in 1976 provided the basis
for the work of the Expert Group, which was led by the United States and comprised experts from the
fallowing countries and organisations: Australia, Austria, Belgium, Canada, Denmark, France, the Federa
Republic of Germany, Greece, Italy, Japan, the Netherlands, New Zedand, Norway, Sweden, Switzerland,
the United Kingdom, the United States, the Commisson of the European Communities, the World Hedlth
Organisation and the International Organisation for Standardisation.

Those Principles of GLP were formaly recommended for use in Member countries by the OECD
Council in 1981. They were set out (in Annex I1) as an integra part of the Council Decison on Mutua
Acceptance of Data in the Assessment of Chemicas, which dtates that “data generated in the testing of
chemicds in an OECD Member country in accordance with OECD Test Guiddines™ """ 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” [C(81)30(Find)].

After adecade and half of use, Member countries considered that there was a need to review and
update the Principles of GLP to account for scientific and technica progressin the field of safety testing and
the fact that safety testing was currently required in many more areas than was the case at the end of the
1970's. On the proposd of the Joint Meeting of the Chemicals Group and Management Committee of the
Specia Programme on the Control of Chemicas, another Expert Group wastherefore established in 1995 to
develop a proposd to revise the Principles of GLP. The Expert Group, which completed its work in 1996,
was led by Germany and comprised experts from Audtrdia, Austria, Belgium, Canada, the Czech Republic,

********

OECD Guidelinesfor the Testing of Chemicals, 1981 and continuing series.
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Denmark, Finland, France, Germany, Greece, Hungary, Irdand, Italy, Japan, Korea, the Netherlands,
Norway, Poland, Portugal, the Slovak Republic, Spain, Sweden, Switzerland, the United Kingdom, the United
States and the Internationa Organisation for Standardisation.

The Revised OECD Principles of GLP were reviewed in the relevant policy bodies of the
Organisation and were adopted by Council on 26th November, 1997 [C(97)186/Find], which formaly
amended Annex 1 of the 1981 Council Decison. This publication, the first in the OECD series on Principles
of Good Laboratory Practice and Compliance Monitoring, contains the Principles of GLP asrevised in 1997
and, in Part Two, the three OECD Council Acts related to the Mutua Acceptance of Data.

This document cancels and replacesthe
Environment Monograph No. 45 entitled “The
OECD Principles of Good Laboratory Practice’,
published in 1992
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PART ONE:

OECD PRINCIPLES OF GOOD LABORATORY PRACTICE"
(asrevised in 1997)

*

The OECD Principles of Good Laboratory Practice are contained in Annex Il of the Decision of the Council concerning the
Mutual Acceptance of Datain the Assessment of Chemicals[C(81)30(Final)] (SeePart Two of thisdocument for thetext of that

Council Decision). The 1981 Council Decision was amended in 1997, at which time Annex Il was replaced by the revised
Principles of GLP[C(97)186/Find].



SECTION |
INTRODUCTION
Preface

Government and industry are concerned about the quaity of non-clinical hedth and environmentd
safety studies upon which hazard assessmentsare based. Asaconsequence, OECD Member countries have
established criteriafor the performance of these studies.

To avoid different schemes of implementation that could impede internationd trade in chemicas,
OECD Member countries have pursued internationa harmonisation of test methods and good laboratory
practice. In 1979 and 1980, an internationa group of experts established under the Specid Programme on the
Control of Chemicasdevel opedthe* OECD Principlesof Good Laboratory Practice” (GLP), utilisng common
manageriad and scientific practices and experience from various nationa and international sources. These
Principles of GLP were adopted by the OECD Council in 1981, as an Annex to the Council Decison on the
Mutua Acceptance of Datain the Assessment of Chemicals [C(81)30(Find)].

In 1995 and 1996, a new group of experts was formed to revise and update the Principles. The
current document is the result of the consensus reached by that group. It cancels and replaces the origina
Principles adopted in 1981.

The purpose of these Principles of Good Laboratory Practice is to promote the development of
quaity test data. Comparable qudity of test data forms the basis for the mutual acceptance of data among
countries. If individua countries can confidently rely on test data developed in other countries, duplicetive
testing can be avoided, thereby saving time and resources. The gpplication of these Principles should help to
avoid the creation of technica barriersto trade, and further improve the protection of human hedth and the
environmen.

1 Scope

These Principles of Good Laboratory Practice should be gpplied to the non-clinica safety testing of test
items contained in pharmaceutical products, pesticide products, cosmetic products, veterinary drugs as well
as food additives, feed additives, and indudtrid chemicds. Thesetest itemsare frequently synthetic chemicas,
but may be of naturd or biologica origin and, in some circumstances, may be living organisms. The purpose
of testing these test itemsis to obtain data on their propertiesand/or their safety with respect to human hedth
and/or the environment.

Non-clinica hedth and environmenta safety studies covered by the Principles of Good L aboratory
Practice include work conducted in the laboratory, in greenhouses, and in the field.

Unlessspecificaly exempted by nationa |egidation, these Principlesof Good L aboratory Practiceapply
to dl non-clinical hedlth and environmenta safety studies required by regulationsfor the purpose of registering
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or licensing pharmaceuticas, pesticides, food and feed additives, cosmetic products, veterinary drug products
and smilar products, and for the regulation of indugtrial chemicals.

2. Déefinitionsof Terms

2.1 Good Laboratory Practice

1.

Good Laboratory Practice (GLP) is a quality system concerned with the organisationa
process and the conditions under which non-clinica hedth and environmenta safety studies
are planned, performed, monitored, recorded, archived and reported.

2.2 Terms Concerning the Organisation of a Test Facility

1.

Test facility means the persons, premises and operationa unit(s) that are necessary for
conducting the non-clinical hedlth and environmental safety study. For multi-stestudies, those
which are conducted at more than one site, the test facility comprises the Site a which the
Study Director islocated and dl individud test Stes, which individudly or collectively can be
consdered to be test facilities.

Test site means the location(s) at which a phase(s) of a study is conducted.

Test facility management means the person(s) who has the authority and forma
respongbility for the organisation and functioning of the test facility according to these
Principles of Good Laboratory Practice.

Test site management (if appointed) means the person(s) responsible for ensuring that the
phase(s) of thestudy, for which heisresponsible, are conducted according to these Principles
of Good Laboratory Practice.

Soonsor means an entity which commissions, supports and/or submits a non-clinica heath
and environmenta safety study.

Sudy Director meansthe individud responsible for the overal conduct of the non-clinica
hedth and environmenta safety study.

Principal Investigator meansan individua who, for amulti-site study, acts on behdf of the
Study Director and has defined responsibility for delegated phases of the study. The Study
Director’s responsbility for the overal conduct of the study cannot be delegated to the
Principd Investigator(s); this includes approva of the study plan and its amendments,
approva of the find report, and ensuring that al applicable Principles of Good Laboratory
Practice are followed.
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2.3

10.

Quality Assurance Programme means a defined system, including personnd, which is
independent of study conduct and is designed to assure test facility management of
compliance with these Principles of Good Laboratory Practice.

Sandard Operating Procedures (SOPs) means documented procedures which describe
how to perform tests or activities normally not specified in detail in study plans or test
guiddines.

Master schedule meansacompilation of information to assst in the assessment of workload
and for the tracking of sudies a atest facility.

Terms Concerning the Non-Clinical Health and Environmental Safety Study

1.

Non-clinical health and environmental safety study, henceforth referred to smply as
"sudy", means an experiment or st of experiments in which a test item is examined under
laboratory conditions or in the environment to obtain dataon its propertiesand/or its safety,
intended for submission to appropriate regulatory authorities.

Short-term study means a sudy of short duration with widely used, routine techniques.

Sudy plan means a document which defines the objectives and experimenta designfor the
conduct of the study, and includes any amendments.

Sudy plan amendment means an intended change to the study plan after the sudy initiation
date.

Sudy plan deviation means an unintended departure from the study plan after the sudy
initiation dete.

Test system meansany hiologica, chemica or physica system or acombination thereof used
in adudy.

Raw data means dl origina test facility records and documentation, or verified copies
thereof, which are the result of the origina observations and activitiesin astudy. Raw data
adso may include, for example, photographs, microfilm or microfiche copies, computer
readable media, dictated observations, recorded data from automated instruments, or any
other data storage medium that has been recognised as capable of providing secure storage
of information for atime period as sated in section 10, below.

Soecimen means any materid derived from a test system for examination, anaysis, or
retention.



10.

11.

12.

Experimental starting date means the date on which the first study specific data are
collected.

Experimental completion date means the last date on which data are collected from the

Sudy.
Sudy initiation date means the date the Study Director Signs the study plan.

Study completion date means the date the Study Director Signsthe fina report.

2.4 Terms Concerning the Test Item

1

2.

Test item means an aticle that is the subject of a study.

Reference item (*control item”) means any article used to provide a basis for comparison
with the test item.

Batch means a specific quantity or lot of atest item or reference item produced during a
defined cycle of manufacture in such away that it could be expected to be of a uniform
character and should be designated as such.

Vehicle means any agent which servesasacarrier used to mix, disperse, or solubilisethetest
item or reference item to facilitate the adminidration/gpplication to the test system.

13



1.

SECTION II

GOOD LABORATORY PRACTICE PRINCIPLES

Test Facility Organisation and Personnél

1.1 Test Facility Management's Responsibilities

1.

Each test facility management should ensure that these Principles of Good Laboratory
Practice are complied with, in its test facility.

At aminimum it should:

a)

b)

o)

h)

ensure thet a satement exists which identifies the individua () within a test facility who
fulfil the responshilities of management as defined by these Principles of Good
Laboratory Practice,

ensure that a sufficient number of quaified personnd, appropriate facilities, equipmernt,
and materids are available for the timely and proper conduct of the study;

ensure the maintenance of a record of the qudifications, training, experience and job
description for each professona and technicd individud,;

ensure that personnd clearly understand the functions they are to perform and, where
necessy, provide training for these functions;

ensure that appropriate and technically valid Standard Operating Procedures are
established and followed, and approve al origind and revised Standard Operating
Procedures;

ensure tha there is a Quality Assurance Programme with designated personne and
assure that the qudity assurance responshility is being performed in accordance with
these Principles of Good Laboratory Practice;

enaure that for each study an individua with the gppropriate qudifications, training, and
experience is designated by the management as the Study Director before the sudly is
initiated. Replacement of a Study Director should be done according to established
procedures, and should be documented.

ensure, in the event of a multi-Ste study, thet, if needed, a Principa Investigator is
designated, who is appropriately trained, qudified and experienced to supervise the
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delegated phasx(s) of the study. Replacement of aPrincipa Investigator should be done
according to established procedures, and should be documented.

i) ensure documented gpprova of the study plan by the Study Director;

j) ensurethat the Study Director has made the gpproved study plan availableto the Quality
Assurance personnd;

k) ensure the maintenance of an higtoricd file of adl Standard Operating Procedures,

[) ensurethat anindividud isidentified asresponsiblefor the management of the archive(s);

m) ensure the maintenance of a master schedule;

n) ensurethat test facility supplies meet requirements gppropriate to their use in astudy;

0) ensure for amulti-gte study that clear lines of communication exist between the Study
Director, Principa Investigator(s), the Quality Assurance Programme(s) and study
personnd;

p) ensurethat test and reference items are appropriately characterised;

g) establishproceduresto ensure that computerised systems are suitable for their intended
purpose, and are vaidated, operated and maintained in accordance with these Principles
of Good Laboratory Practice.

Whenaphase(s) of astudy isconducted at atest Site, test Site management (if appointed) will

have the responsibilities as defined above with the following exceptions: 1.1.2 g), i), j) and
0).

1.2 Sudy Director's Responsibilities

1

The Study Director isthesingle point of sudy control and hasthe responsihility for the overdl
conduct of the study and for itsfind report.

Theseresponsbilities should include, but not belimited to, thefollowing functions. The Study
Director should:

a) approve the study plan and any amendments to the study plan by dated signature;
b) enaure that the Qudity Assurance personnd have a copy of the study plan and any

amendmentsin atimely manner and communicate effectively with the Quality Assurance
personnel as required during the conduct of the study;
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1.3

1.4

9

h)

ensure that study plans and amendments and Standard Operating Procedures are
available to study personnd;

ensurethat the sudy plan and the fina report for amulti-ste study identify and definethe
role of any Principd Investigator(s) and any test facilities and test Stes involved in the
conduct of the study;

ensure that the procedures specified in the study plan are followed, and assess and
document the impact of any deviations from the sudy plan on the qudity and integrity of
the study, and take appropriate corrective action if necessary; acknowledge deviations
from Standard Operating Procedures during the conduct of the studly;

ensure that al raw data generated are fully documented and recorded,;

ensure that computerised systems used in the study have been vaidated,

dgnand datethefina report to indicate acceptance of responghility for the vdidity of the
data and to indi cate the extent to which the study complieswith these Principles of Good
Laboratory Practice;

ensure that after completion (including termination) of the study, the study plan, thefina
report, raw data and supporting materia are archived.

Principal Investigator’s Responsibilities

The Principal Investigator will ensure that the delegated phases of the study are conducted in
accordance with the applicable Principles of Good Laboratory Practice.

Sudy Personnel’ s Responsibilities

1.  All personnd involved in the conduct of the sudy must be knowledgeable in those parts of
the Principles of Good Laboratory Practice which are gpplicable to ther involvement in the

studly.

2. Study personne will have access to the study plan and appropriate Standard Operating
Procedures applicable to their involvement in the study. It is their respongibility to comply
with the ingtructions givenin these documents. Any deviation from these ingtructions should
be documented and communicated directly to the Study Director, and/or if appropriate, the
Principd Investigator(s).

3. All study personnel are respongible for recording raw data promptly and accurately and in
compliance with these Principles of Good Laboratory Practice, and are responsible for the
qudity of ther data.
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Study personnd should exercise hedth precautions to minimise risk to themsdves and to
ensure the integrity of the study. They should communicate to the appropriate person any
relevant known hedth or medica condition in order that they can be excluded from
operations that may affect the study.

2. Quality Assurance Programme

2.1 Genera

1

3.

The test facility should have a documented Quality Assurance Programme to assure that
studies performed are in compliance with these Principles of Good Laboratory Practice.

The Quaity Assurance Programme should be carried out by an individua or by individuas
designated by and directly responsble to management and who are familiar with the test
procedures.

Thisindividua(s) should not be involved in the conduct of the study being assured.

2.2 Responsihilities of the Quality Assurance Personnel

1.

The respongihilities of the Quality Assurance personnd include, but are not limited to, the
fallowing functions. They should:

a) maintan copies of dl goproved study plans and Standard Operating Procedures in use
in the test facility and have access to an up-to-date copy of the master schedule;

b) verify that the study plan contains the information required for compliance with these
Principles of Good Laboratory Practice. This verification should be documented;

c) conduct inspectionsto determineif al studies are conducted in accordance with these
Principles of Good Laboratory Practice. Inspections should also determine that study
plans and Standard Operating Procedures have been made available to study personnel
and are being followed.

Inspections can be of three types as specified by Quality Assurance Programme
Standard Operating Procedures:

- Study-based inspections,
- Facility-based inspections,

- Process-based inspections.
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3.

Facilities

Records of such ingpections should be retained.

d) ingpect thefind reportsto confirm that the methods, procedures, and observations are
accurately and completely described, and that the reported results accurately and
completely reflect the raw data of the Sudies;

€) promptly report any ingpection results in writing to management and to the Study
Director, and to the Principa Investigator(s) and the respective management, when
gpplicable;

f) prepare and Sgn a statement, to be included with the fina report, which specifies types
of ingpectionsand their dates, including the phase(s) of the study inspected, and the dates
ingpection results were reported to management and the Study Director and Principal
Investigator(s), if applicable. This satement would aso serve to confirm that the find
report reflects the raw data.

3.1 Genera

1

The test facility should be of suitable sze, congtruction and location to meet the requirements
of the sudy and to minimise disturbance that would interfere with the vaidity of the study.

The design of thetest facility should provide an adequate degree of separation of the different
activities to assure the proper conduct of each study.

3.2 Test System Facilities

1

The test fadility should have a sufficient number of rooms or areas to assure the isolation of
test sysemsand theisolation of individua projects, involving substances or organismsknown
to be or suspected of being biohazardous.

Suitable rooms or areas should be available for the diagnoss, treatment and control of
diseases, in order to ensure that there is no unacceptable degree of deterioration of test
systems.

There should be storage rooms or aress as needed for supplies and equipment. Storage

rooms or areas should be separated from rooms or areas housing thetest systems and should
provide adequate protection againgt infestation, contamination, and/or deterioration.
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3.3

34

3.5

Facilities for Handling Test and Reference Items

1. Toprevent contamination or mix-ups, there should be separate rooms or areas for receipt
and storage of the test and reference items, and mixing of the test items with avehicle.

2.  Storage roomsor areasfor the test items should be separate from rooms or areas containing
thetest syssems. They should be adequate to preserve identity, concentration, purity, and
sability, and ensure safe storage for hazardous substances.

Archive Facilities

Archive facilities should be provided for the secure storage and retrieval of sudy plans, raw data,
find reports, samples of test items and specimens. Archive design and archive conditions should
protect contents from untimely deterioration.

Waste Disposal

Handling and disposal of wastes should be carried out in such a way as not to jeopardise the

integrity of sudies. Thisincludesprovisionfor appropriate collection, sorageand digposd facilities,
and decontamination and trangportation procedures.

4. Apparatus, Material, and Reagents

1.

Apparatus, including validated computerised systems, used for the generation, storageand retrieva
of data, and for controlling environmenta factors relevant to the study should be suitably located
and of appropriate design and adequate capacity.

Apparatus used in a study should be periodicaly ingpected, cleaned, maintained, and cdibrated
according to Standard Operating Procedures. Records of these activities should be maintained.
Cdlibration should, where appropriate, be traceable to nationa or internationa standards of
measurement.

Apparatus and materias used in a study should not interfere adversely with the test systems.
Chemicds, reagents, and solutions should be labelled to indicate identity (with concentration if
appropriate), expiry date and specific storage ingtructions.  Information concerning source,

preparation date and stability should be available. The expiry date may be extended on the basis
of documented evduation or andyss.
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5. Test Systems

5.1 Physical/Chemical

1

2.

Apparatus used for the generation of physica/chemica data should be suitably located and
of appropriate desgn and adequate capacity.

The integrity of the physica/chemica test sysems should be ensured.

5.2 Biological

1.

Proper conditions should be established and maintained for the storage, housing, handlingand
care of biologica test systems, in order to ensure the qudity of the data.

Newly received animd and plant test systems should be isolated until their hedth status has
been evaluated. If any unusua mortality or morbidity occurs, thislot should not be used in
studies and, when gppropriate, should be humanely destroyed. At the experimenta starting
date of a study, test systemns should be free of any disease or condition that might interfere
with the purpose or conduct of the study. Test systems that become diseased or injured
during the course of a study should be isolated and treated, if necessary to maintain the
integrity of the sudy. Any diagnoss and treatment of any disease before or during a study
should be recorded.

Records of source, date of arriva, and arriva condition of test systems should be maintained.

Biologicd test systems should be acclimatised to the test environment for an adequate period
before the first adminigtration/application of the test or reference item.

All information needed to properly identify the test systems should gppear on their housing
or containers. Individua test sysemsthat areto be removed from their housing or containers
during the conduct of the study should bear gppropriate identification, wherever possble.

During use, housng or containers for test systems should be cleaned and sanitised at
appropriateintervas. Any materia that comesinto contact with thetest system should befree
of contaminants a levelsthat would interfere with the sudy. Bedding for animals should be
changed as required by sound husbandry practice. Use of pest control agents should be
documented.

Test systems used in fidld studies should be located s0 as to avoid interference in the study
from spray drift and from past usage of pesticides.



6. Test and Referenceltems

6.1 Recept, Handling, Sampling and Sorage

1

Recordsincluding test item and reference item characterisation, date of receipt, expiry date,
quantities received and used in studies should be maintained.

Handling, sampling, and storage procedures should beidentified in order that thehomogeneity
and stability are assured to the degree possible and contamination or mix-up are precluded.

Storage container(s) should carry identification information, expiry date, and specific storage
ingructions.

6.2 Characterisation

1.

Each test and reference item should be appropriately identified (e.g., code, Chemica
Abgtracts Service Registry Number [CAS number], name, biological parameters).

For each study, the identity, including batch number, purity, compostion, concentrations, or
other characterigticsto appropriately define each batch of the test or reference items should
be known.

In cases where the test item is supplied by the sponsor, there should be a mechanism,
developed in co-operation between the sponsor and the test facility, to verify the identity of
the test item subject to the studly.

The stability of test and reference items under storage and test conditions should be known
for dl studies.

If thetest item is administered or gpplied in a vehicle, the homogeneity, concentration and
dability of the test item in that vehicle should be determined. For test items used in fied
sudies(e.g., tank mixes), these may be determined through separate | aboratory experiments.

A sample for analytica purposes from each batch of test item should be retained for al
studies except short-term studies.

7. Standard Operating Procedures

7.1. A test facility should have written Standard Operating Procedures approved by test facility
management that are intended to ensure the quaity and integrity of the data generated by that test
fadlity. Revisons to Standard Operating Procedures should be approved by test facility
managemernt.
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7.2. Eachseparatetest facility unit or areashould haveimmediatdy available current Standard Operating
Procedures relevant to the activities being performed therein.  Published text books, andyticd
methods, articles and manuals may be used as supplements to these Standard Operating
Procedures.

7.3.

1.4,

Deviations from Standard Operating Procedures related to the study should be documented and
should be acknowledged by the Study Director and the Principa Investigator(s), as applicable.

Standard Operating Procedures should be available for, but not be limited to, the following
categories of test facility activities. The details given under each heading are to be considered as
illudtrative examples.

1

Test and Reference Items
Recaipt, identification, labeling, handling, sampling and storage.
Apparatus, Materials and Reagents
a) Apparatus
Use, maintenance, cleaning and cdibration.
b) Computerised Systems
Vdidation, operation, maintenance, security, change control and back-up.
c) Materials, Reagents and Solutions
Preparation and labdling.
Record Keeping, Reporting, Sorage, and Retrieval

Coding of studies, data collection, preparation of reports, indexing systems, handling of data,
including the use of computerised systems.

Test System (where appropriate)
a) Room preparation and environmental room conditions for the test system.

b) Procedures for receipt, transfer, proper placement, characterisation, identification and
care of the test system.



c) Test system preparation, observations and examinations, before, during and at the
concluson of the study.

d) Handling of test system individuas found moribund or dead during the study.

€) Collection, identification and handling of specimens including necropsy and
histopathology.

f) Siting and placement of test systemsin test plots.
Quality Assurance Procedures

Operation of Qudity Assurance personnd in planning, scheduling, performing, documenting
and reporting inspections.

8. Performance of the Study

8.1 SudyPlan

1

For each study, awritten plan should exigt prior to the initiation of the study. Thestudy plan
should be approved by dated signature of the Study Director and verified for GLP
compliance by Quality Assurance personnd as specified in Section 2.2.1.b., above. The
study plan should dso be approved by the test facility management and the sponsor, if
required by nationd regulation or legidation in the country where the study is being
performed.

a) Amendmentsto the study plan should bejustified and approved by dated signature of the
Study Director and maintained with the study plan.

b) Deviationsfrom the study plan should be described, explained, acknowledged and dated
in atimely fashion by the Study Director and/or Principa Investigator(s) and maintained
with the study raw data.

For short-term studies, agenerd study plan accompanied by astudy specific supplement may
be used.

8.2 Content of the Sudy Plan

The study plan should contain, but not be limited to the following information:

1.

| dentification of the Study, the Test Item and Reference Item
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a) A destriptivetitle;
b) A gatement which reved's the nature and purpose of the study;

c) Identification of the test item by code or name (IUPAC; CAS number, biological
parameters, eic.);

d) Thereferenceitem to be used.

Information Concerning the Sponsor and the Test Facility

a) Name and address of the sponsor;

b) Name and address of any test facilities and test Sites involved;

¢) Name and address of the Study Director;

d) Name and address of the Principa Investigator(s), and the phase(s) of the study
delegated by the Study Director and under the responshility of the Principal
Investigator(s).

Dates

a) Thedate of approva of the study plan by signature of the Study Director. The date of
approva of the sudy plan by sgnature of the test facility management and sponsor if
required by nationd regulation or legidation in the country where the study is being
performed.

b) The proposed experimenta starting and completion dates.

Test Methods

Reference to the OECD Test Guiddine or other test guiddine or method to be used.

I ssues (where applicable)

a) Thejudification for selection of the test system;

b) Characterisation of the test system, such as the species, strain, substrain, source of
supply, number, body weight range, sex, age and other pertinent information;

c) Themethod of adminigtration and the reason for its choice;
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0.

d) The dose levels and/or concentration(s), frequency, and duration of administration/
aoplication;

€) Detaled information on the experimenta design, including a description of the
chronologica procedure of the study, dl methods, materids and conditions, type and
frequency of andyss, measurements, observations and examinations to be performed,
and gatigtica methods to be used (if any).

Records

A lig of records to be retained.

8.3 Conduct of the Study

1

A unique identification should be given to each sudy. All itemsconcerning thisstudy should
carry thisidentification. Specimensfrom the sudy should beidentified to confirm their origin.
Such identification should enable traceahility, as appropriate for the specimen and study.

The study should be conducted in accordance with the study plan.

All data generated during the conduct of the study should be recorded directly, promptly,
accurately, and legibly by the individua entering the data. These entries should be signed or
initialed and dated.

Any change in the raw data should be made so as not to obscure the previous entry, should
indicate the reason for change and should be dated and signed or initidled by the individua
meaking the change.

Data generated asadirect computer input should beidentified a thetime of datainput by the
individua () responsible for direct data entries. Computerised system design should dways
provide for the retention of full audit trailsto show al changesto the data without obscuring
the origind data. It should be possible to associate dl changes to data with the persons
having made those changes, for example, by use of timed and dated (€l ectronic) sgnatures.
Reason for changes should be given.

Reporting of Study Results

9.1 Genera

1.

A fina report should be prepared for each study. In the case of short term studies, a
standardised final report accompanied by a study specific extenson may be prepared.
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9.2

2.  Reports of Principd Investigators or scientists involved in the study should be sgned and
dated by them.

3.  Thefina report should be signed and dated by the Study Director to indicate acceptance of
responsibility for the vaidity of the data. The extent of compliance with these Principles of
Good Laboratory Practice should be indicated.

4. Corrections and additions to a find report should be in the form of amendments.
Amendments should clearly specify the reason for the corrections or additionsand should be
signed and dated by the Study Director.

5. Reformatting of the fina report to comply with the submisson requirements of a nationd
regisiration or regulatory authority does not congtitute a correction, addition or amendment
to the fina report.

Content of the Final Report

Thefind report should include, but not be limited to, the following information:

1. Identification of the Sudy, the Test Item and Reference Item
a) A desriptivetitle;

b) ldentification of the test item by code or name (IUPAC, CAS number, biological
parameters, etc.);

C) ldentification of the reference item by name;

d) Characterisation of the test item including purity, Stability and homogenaty.
2. Information Concerning the Sponsor and the Test Facility

a) Name and address of the sponsor;

b) Name and address of any test facilities and test Stesinvolved;

¢) Name and address of the Study Director;

d) Name and address of the Principd Investigator(s) and the phase(s) of the study
delegated, if applicable;

€) Name and address of scientists having contributed reports to the fina report.
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3. Dates
Experimentd starting and completion dates.

4. Satement
A Quadlity Assurance Programme statement listing the types of ingpections made and ther
dates, including the phase(s) ingpected, and the dates any inspection results were reported
to management and to the Study Director and Principd Investigator(s), if applicable. This
satement would aso serve to confirm that the fina report reflects the raw data

5.  Description of Materials and Test Methods
a) Description of methods and materiads used;
b) Referenceto OECD Test Guiddine or other test guideline or method.

6. Results
a) A summary of results;

b) All information and data required by the study plan;

c) A presentation of the results, including caculaions and determinations of statistical
sgnificance;

d) Anevauation and discussion of the results and, where gppropriate, conclusions.
7. Sorage
The location(s) where the study plan, samples of test and reference items, specimens, raw
data and the fina report are to be stored.
10. Storage and Retention of Recordsand Materials

10.1 The following should be retained in the archives for the period specified by the appropriate
authorities.

a) Thedudy plan, raw data, samplesof test and reference items, specimens, and thefind report
of each study;
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10.2

10.3

10.4

b)

)

9

Recordsof dl ingpectionsperformed by the Quaity Assurance Programme, aswell asmaster
schedules,

Records of qudlifications, training, experience and job descriptions of personnd;
Records and reports of the maintenance and calibration of apparatus;
Vdidation documentation for computerised systems,

The higtorica file of al Standard Operating Procedures,

Environmenta monitoring records.

In the absence of arequired retention period, the fina disposition of any study materials should be
documented. When samples of test and reference items and specimens are disposed of beforethe
expiry of the required retention period for any reason, this should be justified and documented.
Samples of test and reference items and specimens should be retained only as long as the qudity
of the preparation permits evaluation.

Materid retained in the archives should be indexed so asto facilitate orderly storage and retrieval.

Only personnel authorised by management should have access to the archives. Movement of
materia in and out of the archives should be properly recorded.

If atest facility or an archive contracting facility goes out of businessand hasno legd successor, the
archive should be transferred to the archives of the sponsor(s) of the study(s).
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DECISION OF THE COUNCIL
concer ning the Mutual Acceptance of Data in the Assessment of Chemicals
[C(81)30(Final)]

(Adopted by the Council at its 535th Meeting on 12th May, 1981)

The Coundil,

Having regard to Articles 2(a), 2(d), 3, 5(a) and 5(b) of the Convention on the Organisation for
Economic Co-operation and Development of 14th December, 1960;

Having regard to the Recommendation of the Council of 26th May, 1972, on Guiding Principles
concerning Internationa Economic Aspects of Environmenta Policies [C(72)128];

Having regard to the Recommendation of the Council of 14th November, 1974, on the Assessment of
the Potentid Environmenta Effects of Chemicals [C(74)215];

Having regard to the Recommendation of the Council of 26th August, 1976, concerning Safety Controls
over Cosmetics and Household Products [C(76)144(Find)];

Having regard to the Recommendation of the Council of 7th July, 1977, establishing Guiddines in
respect of Procedure and Requirements for Anticipating the Effects of Chemicds on Man and in the
Environment [C(77)97(Find)];

Having regard to the Decision of the Council of 21st September, 1978, concerning a Specid
Programme on the Control of Chemicals and the Programme of Work established therein [C(78)127(Find)];

Having regard to the Conclusions of the First High Level Mesting of the Chemicas Group of 19th May,
1980, deding with the control of hedth and environmentd effects of chemicas[ENV/CHEM/HLM/80.M/1];

Congdering the need for concerted action amongst OECD Member countries to protect man and his
environment from exposure to hazardous chemicals,

Cond dering theimportance of internationa production and tradein chemicas and the mutua economic
and trade advantages which accrue to OECD Member countries from harmonization of policiesfor chemicals
control;

Consdering the need to minimise the cost burden associated with testing chemicals and the need to
utilise more effectively scarce test facilities and speciaist manpower in Member countries,



Congdering the need to encourage the generation of vaid and high qudity test data and noting the
sgnificant actionstaken in this regard by OECD Member countries through provisiona gpplication of OECD
Test Guidelines and OECD Principles of Good Laboratory Practice;

Conddering the need for and benefits of mutua acceptancein OECD countries of test dataused in the
assessment of chemicals and other uses relating to protection of man and the environment;

On the proposd of the High Level Meeting of the Chemicas Group, endorsed by the Environment
Committee;

PART |

1 DECIDES that data generated in the testing of chemicalsin an OECD Member country in accordance
with OECD Test Guidelines and OECD Principles of Good Laboratory Practice shdl be accepted in other
Member countries for purposes of assessment and other uses relating to the protection of man and the
environmen.

2. DECIDES that for the purposes of this decison and other Council actions the terms OECD Test
Guidelines and OECD Principles of Good Laboratory Practice shal mean guiddines and principles adopted
by the Council.

3. INSTRUCTS the Environment Committee to review action taken by Member countries in pursuance
of this Decision and to report periodically thereon to the Council.

4, INSTRUCTS the Environment Committee to pursue a programme of work designed to fecilitate
implementation of this Decison with a view to establishing further agreement on assessment and control of
chemicals within Member countries.

PART Il
To implement the Decison st forth in Part I

1. RECOMMENDS that Member countries, inthetesting of chemicals, goply the OECD Test Guiddines
and the OECD Principles of Good L aboratory Practice, set forth respectively in Annexes| and Il which are
integra parts of thistext.

2. INSTRUCTS the Management Committee of the Specia Programme on the Control of Chemicasin
conjunction with the Chemicas Group of the Environment Committee to establish an updating mechanism to
ensure that the aforementioned test guiddines are modified fromtime to time as required through the revison
of exiging Guidelines or the development of new Guiddines.

Annex | to the Council Decision (the OECD Test Guidelines) was published separately. Annex 11 (the OECD
Principles of Good Laboratory Practice) can be found in Part One of this publication.
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3. INSTRUCTS the Management Committee of the Specid Programme on the Control of Chemicasto
pursue its programme of work in such a manner as to facilitate internationally-harmonized gpproaches to
assuring compliancewiththe OECD Principlesof Good L aboratory Practiceand to report periodically thereon
to the Coundil.
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COUNCIL DECISION-RECOMMENDATION
on Compliance with Principles of Good L aboratory Practice
[C(89)87(Final)]

(Adopted by the Council at its 717th Meeting on 2nd October 1989)

The Coundil,

Having regard to Articles 5 @) and 5 b) of the Convention on the Organisation for Economic Co-
operation and Development of 14th December, 1960;

Having regard to the Recommendation of the Council of 7th July, 1977 Establishing Guiddines in
Respect of Procedure and Requirements for Anticipating the Effects of Chemicals on Man and in the
Environment [C(77)97(Find)];

Having regard to the Decision of the Council of 12th May, 1981 concerning the Mutud A cceptance of
Datain the Assessment of Chemicas[C(81)30(Find)] and, in particular, the Recommendation that Member
countries, in the testing of chemicds, gpply the OECD Principles of Good Laboratory Practice, set forth in
Annex 2 of that Decison;

Having regard to the Recommendation of the Council of 26th July, 1983 concerning the Mutua
Recognition of Compliance with Good Laboratory [C(83)95(Find)];

Having regard to the conclusions of the Third High Level Meeting of the Chemicas Group (OECD,
Paris, 1988);

Consdering the need to ensure that test data on chemicals provided to regulatory authorities for
purposes of assessment and other uses reated to the protection of human hedth and the environment are of
high qudlity, vaid and rdliable;

Considering the need to minimise duplicativetesting of chemicas, and thereby to utilise more effectively
scarce test facilities and specidist manpower, and to reduce the number of animas used in testing;

Consdering that recognition of proceduresfor monitoring compliancewith good laboratory practicewill
facilitate mutua acceptance of data and thereby reduce duplicative testing of chemicds;

Consdering that abasisfor recognition of compliance monitoring proceduresisan understanding of, and
confidence in, the procedures in the Member country where the data are generated,;

Cons dering that harmonized gpproachesto proceduresfor monitoring compliancewith good | aboratory
practice would greetly facilitate the development of the necessary confidence in other countries’ procedures,



Onthe proposa of the Joint Meseting of the Management Committee of the Specid Programme on the
Control of Chemicals and the Chemicals Group, endorsed by the Environment Committee;

PART |
GLP Principlesand Compliance Monitoring

1. DECIDES that Member countries in which testing of chemicals for purposes of assessment related to
the protection of hedth and the environment is being carried out pursuant to principles of good laboratory
practice that are consistent with the OECD Principles of Good Laboratory Practice as set out in Annex 2 of
the Council Decison [C(81)30(Find)] (heregfter cdled “GLP Principles’) shal:

i) establishnationd proceduresfor monitoring compliancewith GLP Principles, based on laboratory
ingpections and study audits;

ii) designate an authority or authorities to discharge the functions required by the procedures for
monitoring compliance; and

i) requirethat the management of test facilitiesissue adeclaration, where gpplicable, that astudy was
carried out in accordance with GLP Principles and pursuant to any other provisions established
by nationd legidation or adminigtrative procedures degling with good laboratory practice.

2. RECOMMENDS that, in developing and implementing nationa proceduresfor monitoring compliance
with GLP Principles, Member countries gpply the “ Guides for Compliance Monitoring Procedures for Good
Laboratory Practice’” and the * Guidance for the Conduct of Laboratory Inspections and Study Audits,” set
out respectively in Annexes | and II” which are an integral part of this Decision-Recommendation.

PART 1l
Recognition of GL P Compliance among Member countries
1 DECIDES that Member countries shal recognise the assurance by another Member country that test
data have been generated in accordancewith GLP Principlesif such other Member country complieswith Part

| above and Part |1 paragraph 2 below.

2. DECIDES that, for purposes of the recognition of the assurance in paragraph 1 above, Member
countries shdll:

Annexes| and Il of the Council Act asrevised in 1995 can be found in Numbers 2 and 3, respectively, of this
OECD series on Principles of GLP and Compliance Monitoring (Environment Monographs No. 110 and No. 111).
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i) desgnate an authority or authorities for internationd liaison and for discharging other functions
relevant to the recognition as set out in this Part and in the Annexes to this Decision-
Recommendation;

ii) exchange with other Member countries relevant information concerning their procedures for
monitoring compliance, in accordance with the guidance set out in Annex III”  which is an
integrd part of this Decis on-Recommendation, and

i) implement procedures whereby, where good reason exists, information concerning GLP
compliance of atest facility (including information focusing on a particular sudy) within their
jurisdiction can be sought by another Member country.

3. DECIDES that the Council Recommendation concerning the Mutua Recognition of Compliance with
Good Laboratory Practice [C(83)95(Final)] shal be repealed.

PART llI
Future OECD Activities

1 INSTRUCTS the Environment Committee and the Management Committee of the Specid Programme
on the Control of Chemicals to ensure that the “Guides for Compliance Monitoring Procedures for Good
Laboratory Practice’ and the Guidance for the Conduct of Laboratory Inspectionsand Study Audits’ set out
in Annexes | and 11" are updated and expanded, as necessary, in light of developments and experience of
Member countries and relevant work in other international organisations.

2. INSTRUCTS the Environment Committee and the Management Committee of the Specid Programme
on the Control of Chemicasto pursue a programme of work designed to facilitate the implementation of this
Decis on-Recommendation, and to ensure continuing exchange of information and experience on technicad and
adminigrative matters related to the application of GLP Principles and the implementation of procedures for
monitoring compliance with good laboratory practice.

3. INSTRUCTS the Environment Committee and the Management Committee of the Specid Programme
on the Control of Chemicas to review actions taken by Member countries in pursuance of this Decison-
Recommendation.

Annex |11 of the Council Act asrevised in 1995 will be found in Number 2 of this OECD series on Principles of
GLP and Compliance Monitoring (Environment Monograph No. 110).

See footnote on previous page.



COUNCIL DECISION
concer ning the Adherence of Non-member Countriesto the Council Actsrelated to the Mutual
Acceptance of Data in the Assessment of Chemicals [C(81)30(FINAL) AND C(89)87(FINAL)]
[C(97)114/Final]

(Adopted by the Council at its 912th meeting on 26th November, 1997)

The Coundil,

Having regard to Articles 5(@) and 5(c) of the Convention on the Organisation for Economic
Co-operation and Development of 14th December, 1960;

Having regard to the Decision of the Council of 12th May, 1981, concerning the Mutua Acceptance
of Datain the Assessment of Chemicas[C(81)30(Find)];

Having regard to the Decison of the Council of 26th July, 1983, concerning the Protection of
Proprietary Rights to Data submitted in Notification of New Chemicas [C(83)96(Fina)] and the
Recommendations of the same date concerning the Exchange of Confidentid Data on Chemicds
[C(83)97(Find)] and the OECD List of Non-Confidentia Data on Chemicals [C(83)98(Find)];

Having regard to the Decison Recommendetion of the Council of 2nd October, 1989 on Compliance
with Principles of Good Laboratory Practice [C(89)87(Find)] as amended];

Congdering that effective implementation of the OECD Council Acts [C(81)30(Find)] and
[C(89)87(Find)] isessentid in view of the extension of these acts to adherence by non-member countries;

Recognisng that the conclusion of agreements among Members and with non-member countries
condtitutes a means for effective implementation of these Council Acts,

Recognising that adherenceto the OECD Council Actsdoesnot preclude use or acceptance of test data
obtained in accordance with other scientificaly valid and specified test methods, as developed for specific
chemicd product aress;

Consdering that on 14th June, 1992 the United Nations Conference on Environment and Devel opment
inChapter 19, section E of Agenda 21, recommended that governmentsand internationa organisationsshould
co-operate, particularly with developing countries, to devel op appropriate toolsfor management of chemicals,

Considering thecommitmentsmade by Ministersat themeeting of the Council & Minigterid leve of 23rd
and 24th May, 1995 to support the integration of developing countries and economies in trandtion into the
world economic system, and to pursue further progress toward a better environment;



Conddering that Member countries and non-member countries would derive both economic and
environmenta benefits from enlarged participationin the OECD Council Actsrelated to mutua acceptance of
datain the assessment of chemicals,

Congdering that non-member countries are increasingly demondrating an interest in participating in
the OECD Council Acts related to mutua acceptance of datain the assessment of chemicals,

Consdering that the chemicd indudriesin al nationshave an interest in harmonized testing requirements
and will benefit from the dimination of costly, duplicative testing and the avoidance of non-tariff barriers to
trade;

Consdering that expanded internationa co-operationto reduceduplicativetestingwould, intheprocess,
diminish the use of animasfor safety testing;

Congdering, therefore, thet it is gppropriate and timely to pursue broadened international participation
inthe OECD programme on mutua acceptance of datain the assessment of chemicals, specificaly by opening
up the relevant OECD Council Acts to adherence by non-member countries and that a clear adminigrative
procedure is required to facilitate this process;

On the proposd of the Joint Meeting of the Chemicas Group and Management Committee of the
Specid Programme on the Control of Chemicals, endorsed by the Environment Policy Committee;

1. DECIDES to open the OECD Council Actsrelated to the mutual acceptance of datain the assessment
of chemicds’ to adherence by non-member countries which express their willingness and demonstrate their
ability to participate therein.

2. DECIDES that non-member countries adhering to the Council Acts shal be entitled to join the part of
the OECD ChemicdsProgrammeinvolving themutua acceptance of data, with the samerightsand obligations
as Member countries.

3. DECIDES that adherence to the Council Acts and participation in the part of the OECD Chemicds
Programme related to the mutud acceptance of data shall be governed by the procedure set out in the
Appendix to this Decison, of which it forms an integrd part.

4, RECOMMENDS that Member countries, with aview to facilitating the extension of the Council Acts
to non-member countries, take or pursue al available meansto ensurethe most effectiveimplementation of the

These Council Actsare: the 1981 Council Decision concerning the Mutual Acceptance of Datain the
Assessment of Chemicals[C(81)30(Final)] as amended, together with the OECD Guidelinesfor the Testing of
Chemicals and the OECD Principles of Good Laboratory Practice, and the 1989 Council Decision-
Recommendation on Compliance with Principles of Good Laboratory Practice [C(89)87(Final)] as amended and
are hereafter referred to as “the Council Acts’.
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Council Acts. Pending this effective implementation of the Council Acts by non-members, Member countries
shall be free to establish mutua acceptance of data with non-member countries on a bilatera basis.

5. INSTRUCTS the Management Committee of the Specid Programme onthe Control of Chemicasto
assume respongbility for promoting internationd awareness of the Council Acts, with a view to informing,
advisng and otherwise encouraging non-member countriesto participatein the programmes and activitiesthat
have been established by OECD countries pursuant to these Council Acts. Further, the Management
Committee should monitor closdly the technica aspects of implementation of the procedure set out in the
Appendix, review the implementation of this Decison, and report thereon to Council within three years.



ANNEX

PROCEDURE FOR ADHERENCE OF NON-MEMBER COUNTRIESTO THE COUNCIL
ACTSRELATED TO THE MUTUAL ACCEPTANCE OF DATA IN THE ASSESSMENT OF
CHEMICALS

)] The OECD Secretariat should ensure that an interested non-member country is provided with full
informationon the rights and obligati ons associ ated with adhering to the OECD Council Actsreated to mutua
acceptance of data in the assessment of chemicals.

i)  Attheinvitationof the Council, the interested non-member country would confirm, a an gppropriate
levd, that it would agreeto provisionaly adhere to the Council Actsand to accept, for purposes of assessment
and other usesreating to the protection of man and the environment, data generated in thetesting of chemicals
with OECD Test Guiddines and OECD Principles of Good Laboratory Practice.

i) Following such invitation, confirmation and provisona adherence, the Joint Mesting of the Chemicals
Group and Management Committee of the Specid Programme on the Control of Chemicals (Joint Meeting)
would organise, in consaultation with the non-member country, technica support that might asss in the
implementation of the Council Acts.

iv)  The non-member country would be invited by the Joint Meeting to nominate a Test Guideline
Co-ordinator and to take part in the activities and meetings related to the devel opment and updating of OECD
Test Guiddlinesandto take part in technica meetingsrelated to GLPand, if recommended by the OECD Pand
on GLP, to atend as an observer meetings of the Panel. Such an invitation would be for amaximum of three
years and could be renewed by the Joint Meeting.

V)  Once the non-member country has fully implemented the Council Acts, and taking account of the
recommendation of the Joint Meeting in this respect, the non-member country may be invited by the Council
to adhere to the Council Acts and to join the part of the OECD Chemicds Programme involving the mutua
acceptance of dataasafull member; thiswould require the non-member country to contribute to the resource
costs of implementing this part of the Chemicas Programme.

vi)  Participationmay beterminated by either party upon oneyear advance notice. The Council may set any
further terms and conditions to the invitation.



