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FOREWORD

At the 31st meeting of the OECD Working Group on Good Laboratory
Practice (GLP) in March 2017, members agreed to establish a drafting
group to investigate and, if necessary, develop a guidance document for
Receiving Authorities on the verification of the GLP status of
nonclinical safety test data submitted for regulatory purposes.
(“Receiving Authorities” are the official government bodies who receive
test studies and are responsible for the assessment and management of
chemicals.) The drafting group under the leadership of The Netherlands
(Dr Rob Jaspers) included representatives of Belgium, EU, Germany,
India, Japan (Medical Products), Malaysia (Pesticides and Industrial
Chemicals), Poland, Switzerland, United Kingdom and United States
(Pesticides and Industrial Chemicals). Initially, members of the drafting
group discussed an early proposal with their national Receiving
Authorities and the European Medicines Agency (EMA), European
Chemicals Agency (ECHA) and European Food Safety Agency (EFSA).
The draft went through a few iterations, and it was agreed at the 33rd
meeting of the Working Group in March 2019 — pending a few additional
changes - and that it be distributed to the Joint Meeting for
declassification under written procedure.
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INTRODUCTION

National and European Union Regulatory Authorities (Receiving
Authorities) evaluate nonclinical safety studies' submitted for the
registration of industrial chemicals, human pharmaceuticals, veterinary
medicines, pesticides, biocides, food and feed additives and other
products. Nonclinical safety data serve as a basis for risk assessment to
protect human and animal health and environment. In addition,
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nonclinical data are pivotal in the context of authorization of first-in- | ®°Z OM OEFEKRFER (T b b & M MHARR) L REEICKRZH
human as well as other clinical trials (i.e., phase III). To ensure the | 272 O D EEREF L2 5,

reliability, reproducibility and quality of data, many countries require | 7 — % OF M, FHME, M EEER T 5720, % < ©FE T OECD
that nonclinical safety studies should be conducted according to the | GLP JRAJIZfE » 7= IR Z 2RO LN kD L TWnWbH, 2
OECD Principles of Good Laboratory Practice?.

! Nonclinical safety study: ‘An experiment or set of experiments in | ! FEFIKRZ2MERER BN~ Z BN E Lo, Y
which a test item is examined under laboratory conditions or in the BORMESZEMDOT =2 2G5O O SEMH4 T X
environment to obtain data on its properties and/or its safety, THERERE T CITOL 2R B S 50 ix—#H OB OECD
intended for submission to appropriate regulatory authorities’ GLP J5LHI (1997 4£24%T) [ENV/MC/CHEM(98)17].

(OECD Principles on Good Laboratory Practice, as revised in 1997
[ENV/MC/CHEM(98)17]).

2 Principles of GLP as defined in national legislation/regulation of | 2 OECD ® Mutual Acceptance of Data (MAD) ffik =ik % #E5F L
any OECD member or non-member that is a full adherent to OECD’s TW5 OECD M E ST I E o BENE/HS THRE S LT

Mutual Acceptance of Data (MAD) Council Acts, are considered as W% GLP JFUH] X OECD GLP i HI & A% & A shvbd, (MAD
being equivalent to the OECD Principles of GLP. (For more DFEMIZEZ > a v 3.1 2 W1)

information on MAD, see Section 3.1 below.)

Thus, to ensure that nonclinical safety data submitted to a Receiving | L7223 »> C, H#EEYFICRE I N IHBERLE2ET —X N, (5
Authority are reliable, reproducible and of high quality, there shouldbe | EXH O BEMENH Y G E THH I L ZMEICT HTZDIT,
a mechanism to verify their GLP status. Receiving Authorities play a | 4L 5 @ GLP R ZMRAET (LM AN KL ETH H, FE Y FIL.
crucial role in the verification of the GLP status of the submitted | B} FZHIMRFED —B & L T, 2 SN IEWIR L 2T — % O GLP
nonclinical safety data as part of their scientific review. Therefore, itis | JRICOMRFEIC B W TEE LA 2 R4, Thdz, FEE .

of paramount importance that assessors are aware of all requirements | 2L H DT — X ORFE7' v & AT 5H GLP @A MEICRHET S
related to GLP compliance that can be evaluated during the review | TR TOHERFHAZAML TWVWH I LIIRKOLEETH 5,

process of these data.

Receiving Authorities and GLP Monitoring Authorities (GLPMAs)3 are | H#&E Y4/ & GLP E=% U » 7 %4 JF (GLPMAs) 3£ < oEHIZE
separate organizational entities in many countries. For efficiency | \WC, Bl x OMBIKTH 5, RMWLEHMDL, FEAEY L, ##
reasons, Receiving Authorities may address relevant aspects of GLP | tH S V7= L 2MET — % O H H I 72FEMIZIB VT, GLPMA ([ZHH R
during their routine evaluation of submitted safety data without | 25 Z & 72 < GLP BFIE DO FRICKHULT HZ LN TELH, ZTDX
consulting the GLPMA. The current document aims to assist Receiving | ZDIH WX, T DX AT IZB W THEEYRE2XET DH L TH
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Authorities in this task.

%

3 A GLP Monitoring Authority is a body established within an OECD
Member or full MAD adherent country with responsibility for
monitoring the good laboratory practice compliance of test
facilities within its territories and for discharging other such
functions related to good laboratory practice as may be nationally
determined.

SGLP £=# VY » 7 Y4 J5iX. OECD ¥ E XX MAD ZIENIC
BN SN TH Y, B ENO goodlaboratory practice(GLP)
R SS A T U T LT E S LD good laboratory
practice(GLP)IZ B # 3 2 Z O DG 2 X7 T 5 EILEA 9,

2. SCOPE

The purpose of this document is to give guidance to Receiving
Authorities on the evaluation of the GLP compliance status of
nonclinical safety studies submitted for regulatory purposes. This
guidance does not address the scientific evaluation and interpretation of
the submitted data or the risk assessment based on these data.

2. #ilH

COXEOHIZ., HH B TRE SRR Z 2MERBRO
GLP i AR O FEIZ B W T, BEYRICHA X A& T
L2EThD, ZOTAX AL, SN T —% ORFHY
RN, XX o7 —ZI2ES< Y X7 FIZ OV T
TEY BTy,

This guidance for assessors in a Receiving Authority promotes an
adequate and time-efficient evaluation of the GLP status of nonclinical
safety data. If there is doubt on the GLP status of the data, the assessor
should consult the relevant national GLPMA to discuss the impact and
potential consequences of any GLP-related issues identified during the
evaluation process before accepting GLP claims on the submitted data
or requesting a GLP inspection and/or study audit.

ZDOHAX L AFTEELYROFEEICAITZLEDOTHY | IR
BEMET — %O GLP R ORFEE O OB FEHWIZITH 2 & %
HESTLILDOTHL, T—FO GLP R ICEBZBELN D HBHE. F
TEERREHEINZT—2I2xt9 25 GLP Bk 25215 AR ai, X
X GLP HERLARZ T 4 A —7T 4 v M&KET 21, 77 =
T AT E ST GLP BEE o [ RE o 828 K OV AR B 72 BT
SWT, HE® GLPMA ICFHZE L 2T IE2R 5 20,

The guidance aims to offer a step-wise approach of the GLP verification
process. The implementation of this guidance is the responsibility of the
Receiving Authority and may depend on, for example, requirements
regarding the reporting format of the submitted data.

TOHAX LA X GLP BRIE a2 2B W T, BENLT o
—FEEMET AL EABME LT WS, KR A X 2D EETE
BYROELETTITbhsboThHY, Bl BHEESNET—
ZDOLVR— b MERITKGETH2HERH D,

The verification of the GLP status is applicable to nonclinical safety
data that, according to national legislation, must be generated in
accordance with Principles of GLP and originate in a test facility that is
subjected to compliance monitoring of its national GLPMA.

GLP R o #FEIX, EANEICHE S E, GLP JLANCH] » THER &
i b5 BEO GLPMAO#EASME=% 1 v 7 O%X%
b BREE CIER SN D EHMREZ 2T —ZICEH IS,
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3. KEY CONCEPTS TO UNDERSTAND THE GUIDANCE
3.1 Mutual Acceptance of Data (MAD)

The OECD Council Decisions* on Mutual Acceptance of Data (MAD)
define the conditions under which nonclinical studies, generated in an
OECD member or full MAD adherent® country, must be accepted for
regulatory purposes by Receiving Authorities in other countries:

3. WAL VA BBT DO OERLRER
37— ¥ MHAERZIFTANHE (Mutual Acceptance of Data, MAD)

F—H DOMAEZ T AN (MAD) IZB 3 % OECD @S O E 413,
OECD /N [E X 1X MAD &N E 5 THERR S 7= FEFE IR B A3 . il
EOFRELYRICL > THABHTZ T AR TRIZ R D RWVE
HaEEHRLTND,

a) The study must have been conducted according to OECD Test
Guidelines and OECD Principles of GLP;

a) #ABRIT OECD 7 A b H A K7 A >} T OECD GLP JFAIIZfiE
STHEmESARTNT RV,

b) The study must have been conducted in a test facility which has
been inspected by a national GLP compliance monitoring program,
and

b) MBITAE® GLP MAMEE=XY v 77780k oT
WA SN TR TIT bR T ER 6 20,

c¢) The national GLP compliance monitoring program must have
undergone a successful evaluation by OECD®.

c) HE® GLP @AMt =%Y 7 7 a7 Z X OECD @ iF1ffi
WCEKR L TWANLEND D S,

Decision of the Council concerning the Mutual Acceptance of Data
in the Assessment of Chemicals C(81)30(Final) (with Annex I OECD
Test Guidelines and Annex II The OECD Principles of GLP; the
Principles of GLP are published as Number 1 of the OECD series on
of GLP
Recommendation of the Council on Compliance with Principles of
Good Laboratory Practice C(89)87(Final) (with guidance for GLP
monitoring authorities in Annex I and II, which are published as

Principles and Compliance Monitoring); Decision-

Number 2 and 3, respectively, of the OECD series on Principles of
GLP concerning the
Adherence of Non-Member Countries to the Council Acts Related to
Mutual Acceptance of Data in

and Compliance Monitoring); Decision
the Assessment of Chemicals
C(97)114(Final) concerning adherence of non-member countries to

the Council Acts related to MAD.

CLFEME OFEMMIC BT AT — 2 A ANFUH BT 5 B
T2 OWE C (81) 30 (Final) (AnnexIOECD 7 A h W A K Z
A > . KO AnnexII OECD GLP J5HI] ; GLP JfiH|IX. GLP J&
Al @AaMe=%Y > OECD ¥ VU — X No. 1) ; Good
Laboratory Practice Jf Bl O 5P 2B o8 a O RE - #d C
(89) 87 (Final) (AnnexI X X1 ® GLP £ =% U > 7 Y4 FiC
T BHATA XA, GLP JRAI L EFE =%V > 27 OECD ¥V
— X No.2 KO 3); M E D MAD |[ZB 4 2 B H 1T 4~
DOBESFICE T 2L FWE OFEMIC I T D7 — & OF A KGRI
BET2HERMTE~OFENMBEROBEFIZET HE C (97)
114 (&#) (GLP RO AMET =41V 7 OFEANIZ >V T
OECD YU —XDZxhZEthFEF 2 LR 3 LLTHRITINLTWY
HZMBEILOCINO GLP £E=4 U 7Y RFICKHTEHHA4 X~
AfFE)  FEMBEO MAD IZBE T 5B HE 1T A~ DBESFIC
B4 2t EORIMMICBIT 5T — X OFMAEAGRICEE S 5
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HEXATH~OHMBEOEFICET LRE C (97) 114 (&
),
5 Full MAD adherent countries are not members of OECD but are | 5 MAD ZI[E X OECD M [E TiL7e W2, MAD ¥ A7 A&
parties to the MAD system with the same rights and obligations as LT, OECD MW E & RI%EDHEFNEEELAHT 5,

OECD members.

® The status of countries National GLP Compliance Monitoring | *MAD IZZ ML CTWAHEHOO GLPEAMHE=% UV 77 ua s/

Programs which participate in MAD can be found here: AOARWIVTLL T 2 &/
http://www.oecd.org/chemicalsafety/testing/contact-points- http://www.oecd.org/chemicalsafety/testing/contact-points-
working-group-on-good-laboratory-practice.htm working-group-on-good-laboratory-practice.htm

OECD member and MAD adherent countries accept nonclinical safety | OECD S [E ., MAD ZEIZLL T2 &M & L CIHBEBREEET
data provided that the test facility is (1) located in an OECD memberor | — % Z % F AL 5, akBlisx 28 (1) OECD ¥ E XX MAD &1
full MAD adherent country, (2) inspected by a GLPMA that has WZHTET 5 2 &, (2) OECD O FFIZ A # L 72 GLPMA O Fi 4
undergone a successful OECD evaluation and (3) has been found to | %% CWAH Z &, £L T (3) HE® GLPMA [Z X Y GLP % &
operate in compliance with GLP by the national GLPMA. In case of | SF LiEH L TWAH Z ENHERINLTWVWDH Z &, HEGITTAR O
multisite studies’, this requirement applies to any test site® used in the | A&, ZOE ML, KB THEHIN L2 T X TORBREG AT 8 128 H
study. Further details will be given below. SNDH, FEMITUTIZRET 5,

7 A multi-site study means any study that has phases conducted at more | 7 EHE LB & X 1 gk ECitTbh 2 B2 Bk T 5,
than one site.

$ Test site: A location, identified by name and address, at which a | & RGP : RO —HA R I NLI2G T TH O . 4B EPTIE
phase of a study is conducted; test site management is responsible iz L v sh, RBRGIE EEMLE D GLP BT O EE%
for GLP compliance of that location. AT %,

OECD member and MAD adherent countries are obliged to accept data | OECD JIH[E & MAD ZMEIX, BE® GLP =%V v 7 7 nu s/
from another country if a formal determination has been made that the | 7 A 7%, GLP B5FIZBH T 5 1989 FF D FEiE =1L (C (89) 87) # 5
country’s GLP monitoring programme is implementing the 1989 Council | Z5 L T\ 5 & EXICRE SN H A ME»N O T — X #51F A
Act on Compliance with the Principles of Good Laboratory Practice | 115 X 9 BT T 5, (OECD MM E (& OFEMEE) »
(C(89)87). (Please refer to the OECD public website to see which OECD | @i Z 52 17 TW A I DWW Tk, OECD A Web 1 F &%
members (and non-members) have undergone a successful evaluation.) | ii,) LA F D FIX, > OECD MW ES MAD ZMEN»L T — X
The following scheme is suggested as a guide for countries (OECD, | X 1 J AN T NIETRLHRWVWEHEAOT A FELTREINLTHY
provisional and full MAD adherents) when data must be accepted from | 52 (OECD M E, HEMBEE. MAD ZNEH),
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another OECD member or full MAD adherent country.

When was the study completed? Accept data from OECD member country | Accept data from Non-member
that was evaluated? country/full adherent that was
evaluated?

1 Before a successful OECD on-site | Voluntary®

evaluation was conducted Voluntary’® Voluntary’®

2 After a successful OECD on-site | Mandatory Voluntary’

&L evaluation visit Voluntary’
3 On or after the date the Working Group | N/A

on GLP concludes the country complies Mandatory

with the relevant Acts

4 On or after the date the country signs a
letter to the OECD Secretary General
affirming it will adhere to MAD.

HBRITWOET LI A X7 OECD MMM E SO F — % % | i S = IEMBE/ZME» L O T —
ZAT AN D D2 B T ANILD N2
1 OECD O A > % A FeEMAREh 3 om0 | B EM® B0
2 OECD OF %A FEEMFFB A L | B F19 ° HFEr°
iR 7~
3 GLP fE2i a2y, EHAB#E L2 MAF L | 44 B3O
TWD it 72 3 BB
4 [E7 OECD FHBREIZ MAD IZHED 2 | %% 72 L A sl

EEMET D XFICESL LI AALIE

3L LN

 Consult with GLPMA in the country if necessary. SWEIZIE LT, ENDO GLPMA IZHKRT HZ &,
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Claims of GLP compliance on nonclinical safety data need not to be | EFE D S&fE (a), (b)), M/ XX (¢) Bl I N2WEE, XiE
accepted if the conditions (a), (b) and/or (¢) listed above are not met, or | 7 — Z O ANVB LA TIE 2 WIS, EBRIKREZ 2T — X I
acceptance of data is not mandatory. For example, if the study was | 35 GLP BEFOME %% F AN D LE X2, il 203, 3B
conducted in a GLP compliant test facility but GLP compliance is not | GLP #5F OB ik THEG S 7=2n., TORER (0 —#) i2>oWn
claimed by the study director for (part of) the study; or the study was | TR EMLFH S GLP B5FZ iR L TW AR WEE, 5 0 id, ik
carried out in an OECD member or full MAD adherent country but the | 73 OECD I 88 [E X 1% MAD SN [E T3 S #7228, 3B i <o
GLP status of the test facility and/or test site(s) was never verified by | B8 8577 @ GLP WKW E D GLPMA IZ X > CTRIES N> 728
the national GLPMA. Another example that may prevent acceptance of | &, 7 — X DOZIFANEZH T HAEEOHHH H 1 2OHIE, R
data would be if the study, or part of the study in case of a multisite | B X (ZE Gk 056 O ER O —H 23, OECD FEH0 M E 1%
study, were conducted in a non-OECD or non-full MAD adherent | MAD # E & NE., XX MAD B EBEF Ch HRFE CHIES
country or in an economy that is a provisional MAD adherent. e Th b,

2 Monitoring GLP Compliance 32GLP BEHE=FY 7

OECD member and MAD adherent countries recognise the results of | OECD JI M [E & Y MAD &N E X, fli o hn 8 E & & E O GLP
GLP compliance monitoring inspections of other members and full | EEMEE=FV V7 EOFKREZHEO TN LH, HEORKEE A
adherents. To inform each other of the results of their inspections, | (BT 5722, OECD ¥ E D GLPMA & MAD ZlE %,
GLPMAs of OECD members and full MAD adherents issue an annual | i & S AL 72 i BR 5% & & O BT IR OFE R E 2 %1775 5, -l
overview of inspected test facilities and their compliance status. The | IZKBI L7=E =X U 77 0/ T AOFERMEIL, OECD O VX
annual overviews of monitoring programmes that have undergone a | 7/ — N CHRZ I /172 Web A FiZABH SN TEY, #BEYF/ B
successful evaluation are published on a password protected website of | FIHF[RETH D (Z D Web A4 M T 7B RXF 5I21E., GLPMA
OECD and are also available for Receiving Authorities (please contact | (ZR]WHbH 2 Z &), FEFRMELZ ST HZ LT, BAYHIT.
the national GLPMA to gain access to this website). Consultation of the | GLPMA (Z# & 3 2 4 72 < | BB O GLP R = iR 3 5 =
annual overviews allows a Receiving Authority to verify the GLP status | £ 23 C& %, HELHRABOL S, ZhHiIBCCHEH LT T
of a test facility without the need to contact the GLPMA. In case of | O BRGATIC HEH I 5,

multisite studies, this would also apply to any test site used in the study.

3.3 Claiming GLP Compliance 3.3 GLP E5F D B

The study director should indicate in the final study report the extent of | B HMLFH X, AR EMLEREEZF BT, fESN7TT —F2 N0
compliance of the reported data with the OECD Principles of GLP in the | OECD @ GLP JRHIZ#E5F L T\ 5 Z & & i &1 70 e i s A
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study director’s statement. A claim to GLP constitutes any claim of
having conducted the study in accordance or compliance with the OECD
Principles of GLP (or using any other expression with the same
meaning). Less stringent claims (for example ‘study conducted in the
spirit of GLP’, or ‘study conducted in a GLP environment’) may raise
doubt as to the GLP status of the study. A claim of GLP compliance
should also extend to phases of a study conducted at other (remote) test
sites. The Receiving Authority may assess relevant aspects of the GLP
compliance of the submitted data by, for example, checking the study
director’s claim of GLP compliance in the study report as part of their

routine data evaluation process. Further details will be given below.

WCRTHENDDH, GLP TRO LD Z LiE., OECD @ GLP Ji
HIWZE»> T, NITESFLT (D WIETRILCEKZ oMo LB %
AL B2EMLIZEVWIZETHD, TRIFERLL 2
WERE (il 2 1. TGLP o T =3B Xix TGLP 55
Tirbhn =R B X, RBoO GLPRWICEHA L TR &AL SE
HAREMENH D, GLP E5FORR X, o (ZMREo) RERGET T
E SN TRBROBEBICOIEEINIRETHD, FEYHIT
Bl 21X, EMMRT -2 M 7e 20 —RE LT, KKREE
PORBREMEE D GLP B TOMR 2 MR T 22 LIk, &
ST —4% O GLP #E 5 OBE#E T 2 flm A7k M+ 252 &N TE
5o FEAIZOWTIL, LN TR T 5,

4. VERIFICATION OF THE GLP STATUS OF SUBMITTED DATA

This guidance is based on the assumption that the Receiving Authority
has direct access to (1) the OECD password-protected website of annual
overviews of GLPMASs (or access to this information via the national
GLPMA) and (2) the complete final study reports of the relevant
nonclinical safety studies. If study reports are not available for review,
the Receiving Authority may have to explore alternatives such as
verification of summarized information submitted by the applicant, to
verify the GLP compliance status of the submitted data!®. Some
Receiving Authorities require the verification of the GLP status of all
submitted studies claimed to be GLP compliant whereas others have
adopted a risk-based approach to conduct the verification. If in doubt,

the national GLPMA should be consulted.

4B ENTZT — % O GLP RRIL D FE

ZOHAX AT, FBEEYRH® (1) GLPMA O F &% O OECD
DNXDT — NTIR#ZS 172 Web A4 b (LIZEW GLPMA %271 L
T ZOER~OT 7 A) WONT (2) BE 9 2 I K %2 2 R B
DA EEREZICEET 7 EATELHLEVIREICES N
T2, ZEBREEPRIEICHAATER2WEA, FEY R, #
HEn7eT —% O GLP AR ERIET A7, HEEHR DI
HLEENERORIER EORBREREZBEI R TNERL WG
ERH DN, —HOFEEYHIT., GLPESFTH DL MBIz T
RTOEHENTZRAEBEDO GLP RO MRFEEZ ML FE LT 508, o
FEELREIRAFEEZITOEDICV AT RXR—X N7 P a—F &2
LTWad, b LWEAIE, H0O GLPMA I[CHERTIVLEND 5,

10 For example, in the framework of clinical trial applications in
Europe; see Q&A on GLP, 2017 (EU CTFG):
http://www.hma.eu/ctfg.html

O gz X, a—ayv R "OlKRAREHO 7L —L U —7 D
4. GLP ® Q&A. 2017 (EU CTEG) &M :
http://www. hma eu/ctfg.html

It is recommended to first verify the compliance status of the test facility

RIS, RBEEOBARML MR L, 4T 2546, RABRTH
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and, if applicable, any test site used in the study (see Section 4.1). Once
this has been confirmed the compliance status of the submitted data
should be verified (see Section 4.2).

HLERBRGMZ2HRT L2 2HRTL (B2 va v 41 &
B, 2RI, S Tr —% 0@ A R0 % il iR
TOLENDD (B v a 428 H),

4.1 Verification of GLP compliance status of a test facility or test site

Annual overviews of inspections conducted by GLPMAs that are
recognized by all OECD member and full MAD adherent countries are
available on the password-protected website of the OECD. Annual
overviews of GLP monitoring programs of non-OECD members or
provisional adherent countries that have not (yet) been evaluated are not
included on this website.

4.1 RBRER SUIRRBT O GLP B &R O RAFE

GLPMA N FENi T 2 E O F XM ZE X, OECD O T X ToHE
E MAD Z2EIC L > TR SN TEBH, OECD D/ NA YU — KT
REINTZ Web A FTAFTED, (F72) FFMish TWiawn
OECD FHMBE X ITEEMBEED GLP £ =% 1) 77 ar I A
DERMEIT, 20O Web ¥4 MIIZEEN TR,

Only the results of inspections conducted by a GLPMA in an OECD or
full MAD adherent country that are conducted within that GLPMA
country are binding for all members and MAD adherents. GLPMAs of
some OECD member or full MAD adherent countries also conduct
inspections of facilities in non-member/non full adherent countries.
However, such inspections are not covered by the MAD system and
therefore other OECD members and MAD adherent countries are not
obligated to accept the studies. This also holds true for test sites located
in non-member countries and used in multisite studies. Finally, results
of inspections conducted by a GLPMA of a non-OECD member or
provisional MAD adherent country are not binding and acceptance of
GLP claims on data is not mandatory.

OECD ¥ E X 1Z MAD £ NE ® GLPMA % OE CTEHi L7~
BREREOHLD T XTOMBEE LR MAD ZMEIZHWERIINH 5,
— ¥ > OECD M ¥ [E X1 MAD Zl[E @ GLPMA & . JE 08 [E /5
EZMEOMFOREZEmKL TWVWDH, LML, TDO L RFE
IZ MAD Y AT LA DX Tl W=d, o OECD MY E Kk W
MAD ZINENIHBR Z % 17 A 5 &% ifm\o Zavix, FEMEBEE
Zho, HEGITRBRTEA SN IR B IICLY TIXE b, &
%12, OECD FENME X i MAD B EZMME O GLPMA (2 X » T
Ehi SN -HWEMBIITHEIN RS, T—XICHT D GLP B
W OZ T ANIEHE TR,

Most GLPMAs operate a program of routine full inspections (test
facility inspections including study audits) conducted every two to three
years. However, some GLPMAs may not routinely inspect all test
facilities in their country on a two-to three-year cycle (for example, GLP
inspections may be triggered by data submitted to a national Receiving
Authority). For that reason, information on the GLP status of a specific

T & ALED GLPMA 1T, 2~3F T L2 5 EMI 7258

ME (R2T 04 —7 1 v bE RN A) @7D77A>§3
HEELTWD, L2L, GLPMA IZ X > TlE, 2~3FEDH% A 7 L

falwﬁf\f@nﬂﬁﬁm ZEHIWICHE LW ERH S (#
ZIX, GLP &L, EXEOFEEYRICEHBINTET — 2N & oh
FERDIGBENRD D), TOD, —EHOEFE O R BRI X
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test facility or test site in some countries may not always be available
(see section 4.3 for next steps that should be taken).

FRBRGHT O GLP ISR 2 T, WICHH TE 5 LITR
BRW (ROAT v FIZoWTIiE, BZ v ar438H),

GLPMAs may issue a declaration confirming the test facility’s
adherence to the Principles of GLP following a full inspection.
Although such declarations may be used by Receiving Authorities to
verify the GLP compliance status of a test facility, it is recommended
to consult the annual overviews on the OECD protected website as a
final proof to confirm the status. Please note that some GLPMAs do
not issue such declarations.

GLPMA X, ZEHABO% ., R ER O GLP O J5 Al 0 <7 IR i
R LI EDES [GLPHEEE] 2RITTLHZ LN TE D,
TOEOREEIE., BELYRNRABRME O GLP # AR & ME
THEDICHERAESNILEEND DN, IR & BT D RKA R
L L C.OECD Dif# Sz Web 1 hOERMELZ ST 5
L EHERT S, WO GLPMAIZZ DX O RESEREIT LW
ZEWCHEET S,

Annual overviews are presented on the protected website in several
tables each containing overviews over a 5-to 6-year period. Receiving
authorities should select the annual overview of the country in which
the test facility or test site is located. In case there is more than one
monitoring program in a country, the overview relevant for the test item
under review should be selected (e.g., the overviews of the GLPMA
etc.).
Usually, the most recent annual overview will include information on

covering pharmaceuticals, industrial chemicals, pesticides,
recent as well as historic inspections. If annual overviews from before
2005 are required these can be requested from the relevant GLPMA

(please first consult your national GLPMA, if applicable).

ERMEE L, t(REINTZ Web WA T, TNE 5~6FE[ O
FrEDWVWONDORIZRRIND, BEEYHIFT., RBE X
RGOV ETI2BEOFRMELERTILERDH D, 1 DD
HicEox=2) 0770775030554, iHilixso R R
THHICHEE T 2 EZRIRTI2LELNDH D (Bl 21X, ERS, T
ERbTFWE., B3 E 2% L35 GLPMA OfEE), @ . &
HMOFERBEICIT, RITORE L BEOREBEICEHTI2HERNE £
N5, 2005 FLIRTOFERME N VL E RS A1, BiE$ 5 GLPMA
MHLINHEERTED (RYTH5LH1F. FTE£EO GLPMA
ICHRT D),

When consulting the annual overviews, the following information
concerning the test facility and, in case of multisite studies, additional
test site(s), should be checked in relation to the study report under
review.

FURMELZZRT BT, ABRERICET U ToFHR, KT
BERGITRBR O 5 G B ORGP & 5 il x5 0O ik ol #F i
BIE L THERTOILERD D,

a. Test facility:
- Verify the name and address of the test facility and, in case of
multisite studies, test site(s) as mentioned in the study report.
- If the test facility (or, if applicable, test site) is not mentioned,
or the address is not similar to the one mentioned in the study

a. P BRME Y -
- RBREROLEEM O, EHEFRRBROEA .
W EZICRBE SN TV DRG0 MR,
- ARBRMERR (XY T 25 A 1R BRGET) AildE s Tn
WSS, XTI ERA EEREEICTKE SN TV DT
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report, the GLP status cannot be confirmed.

EH LR U TRWES., GLPIRILZ R TE 20,

. Date of inspection:

Verify that an inspection (full or re-inspection, see below)
relevant for the study under review was carried out. Inspections
may have been concluded successfully before and/or after the
study under review was carried out.

Most GLPMAs would consider an inspection conducted up to
three years after completion of the study as relevant for the
study under review.

Some Receiving Authorities may require the test facility and,
if applicable, additional test sites, to have been inspected and
found to operate in compliance with GLP prior to the
performance of the study.

If no relevant inspection is mentioned, the GLP status cannot
be confirmed.

If a test facility has been removed from the inspection program

b. A

H :
FEAMG e G D RBR IR 2 A (SE R A SO XA, B
T%ﬁ%)#%ﬁéﬂt;&%ﬁm#éo%ﬁﬁ%@ﬁ%
DNIFENE AV D BT M O/ X BRI AN EFICHK T L7 Al gE
PER B D,

T & A YD GLPMA (%,

FEAM 6 S O FRERICEE T 5 D

ELT, RBOKTH 3 FLUNICHEE SN DAL R
T 5,

—HOFEEY /L, AR L OCZYT 556 1T R
FriconwT, BREMATICHEZ ST, GLP Z##E5F L T
EEINTWDL I ERHERINTWDL I EE2ERT LD
ENH D,
BETAFHENTHR I N T AR WES ., GLP R % iR
T&E RV,

R NHE T 7 77 A6 HIBRShTZHE, KED

facility/test site operates in compliance with GLP. Studies
may be accepted.

PEN -
annual overview. Please note that some GLPMAs recommend

‘Pending’. ‘Pending’ is explained as a ‘Remark’ in each
not accepting GLP claims on studies conducted in a test facility
with a pending status (see annual overviews). For further
information, the GLPMA should be consulted.

the GLP status of the test facility after the last successful EHFRHAE%ORBREZ O GLP IR IZME I Ly,
inspection is not confirmed.
. Status: c. R
- Verify the GLP compliance status of the test facility or test - AR R TR G T O GLP # AR & RAET 5,
site.
- IC - ‘In Compliance’. GLPMA confirms that the test - IC- T4, GLPMA (%, B fax /nit%’ﬁ%Fﬁﬁl GLP (23

ALTHELTNWD Z 2R T ABRIIZ T ANRD
nNsZENRTED,
PEN - THIWT R & J. THIMTOR B ) 1, FEKRBEO i 5

ELTHPFASIN TS, —i# D GLPMA Tk, W& &Ik
D R it 5% CEME S 7o BRICBE T 5 GLP O Bk & &%
FANRNWZ EEHRB L TWDHZEICEET D (FERMY
EHM), MOV TIE, GLPMA IZflWAbE b &

12/22




Japan Society of Quality Assurance

£

R

- NIC - ‘Not in Compliance’. The GLPMA considers the test
facility/test site not to operate in accordance with GLP. Studies
conducted at the test facility/test site cannot be regarded as
GLP compliant. Study reports may not be used for regulatory
purposes. In case a test facility has passed an inspection at an
earlier stage, GLP claims on studies completed since the last
‘successful’ inspection should not be accepted.

- RFP — ‘Removed from program’. The test facility has been
removed from the inspection programme. The date and reason
for removal may be explained as a remark. GLP claims on
studies conducted after the last successful inspection should
not be accepted.

Th D,

- NIC- 'R A ), GLPMA 1. B e sk /7 Br 85 57 28 GLP (2
o THEEINTWRWERRT, TOoRBx/ABRG
Ar CEM S 7ZRBRIZ, GLP ICEA L TWS & R4 2
LixTcEhhwy, FEREREELHHBBENTHEMRT S Z
LixTcERunhrb Ly, R o T (FiF) GLP IZ
WAL TWD AR EINTERREHROLES., KEOEA
PEFREUKICK T L2 ToRBRO GLP ik %% 7 Ah
BHRETIE R,

- RFP-I17ua 77 Aa0bHlkR]l, ABRERITHE 27 T A
MOHIBRE N, HIBRO B EBEIX. B & LT &
NHEENRDDH, REOIER RFHERICER L 2RI
BI9 % GLP OB IT= T AN OGN D RE TiEZen,

d. Nature of inspection:
- Verify the relevance of the reported inspection for the study
under review.
- Full inspection; this inspection also includes study audits.

- Re-inspection; this inspection may also include study audits.

- Study audit; may only be relevant to the study under review in
case that particular study was audited by the GLPMA.

- Facility inspection; this inspection does not include study
audits and, therefore, the compliance status of studies is not
confirmed. GLP claims on studies should not be accepted.

d. HAEOME :

- MR BEORBRICONWTHE S NTZHEOZ YL KRGE
T 5,

- BERHEE, COoOWRBCEIRAELT o A—T 4 v bbb EE
5,

- HHE;, CoREBCEAEY T A—T 4oy bbEEND
BAEND D,

- AET 4 A =T 4 v b RFEOREBRN GLPMA I X - Tl
TEINTELEICOHR, ZOEET R BN, R o x5 &
L AREMEND D,

- MEEREHE  CoRBICRRAXY T A —TFT o v NIE T
TWpWnwic | B o @ A RIITHER S Ty, R
BT % GLP OB I T AL N D XX T,

e. Area(s) of expertise:
- Verify that the area(s) of expertise!! covered by the inspection

e. By H .

- HAEORG LD HEM SR N GRS O R ER O FEEE
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is/are relevant for the type of study under review. WRE L TWAD Z &2 MAET 5,

1) Physical-chemical testing: physical or chemical properties; e.g., 1) Y B b a0 R - R X3 b R REYE ; i 21X, OECD

see OECD Test Guidelines'? (TG) series 100. TANTA RTA 2 12 (TG) ¥ U —X100 &M,

2) and 3) Toxicity and mutagenicity studies, respectively: 2) BN 3) mHEAROERFERER, 22 ZEEr R
toxicological properties; e.g., see TG series 400. Bl Z X, TG ¥ U — X 400 &,

4) Environmental toxicity studies on aquatic and terrestrial 4) 7}(&&%&0‘%%&% D BR BT wE MR BRI B 21T
organisms: environmental properties; e.g., see TG series 200. U — X200 M,

5) and 7) Studies on behaviour in water, soil and air; 5) KOVT7) K, BEEEROREKFT TCOEBICEHT AR, AW
bioaccumulation and studies on effects on mesocosms and KNERBBROP®ICA Y a X AL OPHRAERZ~DEEC
natural ecosystems; e.g., see TG series 300. B4 2B ; Bl 21X, TG ¥ U — X 300 & [,

6) Residue studies: residues and metabolism in life stocks, crops, 6) EWHAE  AMEIR. BIEW. BHERBRICBIT2EEY
field studies; e.g., see TG series 500. K OMRE ; Bl 21X, TG vV — X 500 &4,

8) Analytical and clinical chemistry testing (used in a number of 8) AT KO ERIRALFERER (X< DTG RUOSESEREEHD

TG and in various types of studies). AR T,

9) Other studies (specified); 9) TofoRR (FBE) ;

- In case the relevant area of expertise for the study under review - wPAl e G o BB B E T S 5 B 75> @fﬁdﬂg Z DE%Z é
is not mentioned in the annual overview, the GLP status of the NTWRWEEA, ZOFREORM G EIC OV THREBRE
test facility or test site may not be confirmed for that particular AT G Hr O GLP R & i T & fai b\%/\ NdHD, M
expertise. Some Receiving Authorities may not accept studies HT D HEMSES GLPMA IZX > T A= T
if the relevant area of expertise is not covered by the GLPMA. Bt., —HoOFEAEYRITABREZZ T ANLRWEGGND D,

' Areas of expertise as defined in the Appendix to Annex III of T C (89) 87 (&K M) DOMEE I OMEICERINLT VD
C(89)87(Final). RBP4 BF
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12 http://www.oecd.org/chemicalsafety/testing/
oecdguidelinesforthetestingofchemicals.htm

12 http://www.oecd.org/chemicalsafety/testing/

oecdguidelinesforthetestingofchemicals.htm

f. Remarks:
- Information on changes in name and/or address, information on
non-GLP compliant studies, pending status, etc.

f. g% -
- AEITREROEEICET AEH,. GLP (@4 L T\
ARERICEE T 2 H. HIERE ORI E,

In most cases, the information on the test facility or test site in the
annual overview will confirm the GLP status in relation to the data
submitted to the Receiving Authority. In other cases, the review of the
annual overview may raise questions regarding the compliance status of
the test facility or test site. For example, a different address, ‘pending’
status, missing area of expertise, or incongruent date of inspection vs.
period in which the study under review was carried out. Finally, the
compliance status might not be known because the test facility or test
site was never inspected, for example in case there is no GLP monitoring
program of periodic inspections.

FEAEDES . BRI E ORI IXRBRG O E#IL, F
EYRICRERHINET— X ICB#E L T GLP kIl z2 R T2 2 &
Wb, TOMOLGE ., FRBMEOFFMIC LV . BB LR
BRGATOMEASRWICET 28RMNECIHARD D, Bl 1E, &
R, THERE ) ORI, FMOoFORE, XA A+
EREMixt G OB A ER SN HH O R -, &2, Fl2IXE
MM RHED GLP £=4 Vv 77 uar 7l nwigaie, &
Blnik IIRBRG AR E I N o220, BEEWRWDS A2
BAEND D,

Where the GLP status of the test facility or test site cannot be confirmed,
GLP claims on the submitted data should not be accepted. The Receiving
Authority is recommended to consult the relevant national GLPMA to
discuss the next steps. Where necessary the GLPMA will contact its
counterpart in the country where the study was carried out to confirm or
update the information in the annual report. Based on the collected
information the GLPMA will advise the Receiving Authority.

AR R SOOI BRI T O GLP R 2 MR T WA, X
N7 —2IZk3 5 GLP OB X527 AN 5 & TR,
FAEYFHIT, BE T 5 EAN GLPMA ICHZE L T, RO FIEA B
THI L EHERT S, LEREA . GLPMA 13, BN ER S
TEOA D Z— = MNCEE LT, ERMEE O ® % R T
B+ 5, WESALZBERICE ST, GLPMA ZH&E Y /I
575,

4.2 Verification of GLP-related aspects of a study report

A final study report should be prepared for each individual study
following the requirements as defined in the Principles of GLP in order
to ensure that all relevant information is included and presented in a
harmonized way for an adequate review by the Receiving Authority.
Interim study reports may not include all relevant information and may

4.2 RBRPEE D GLP BE O |l E D B FE

GLP JFHITER SN TV D EMFITHE - T, Bl x OB T LI/
WEEZAER L, T OEEN &S HFE Y RIS X D580 725
DIZHIZHFHMLIEHTIETEEN, RSN LOIRETH D, THB
RABREEEICE, TNTOREFRIAZERL TS EIEIRD
T REKIEOBBETERSNLIEELH L, LK > T, HillH
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change during finalization. They may not, therefore, be suitable for
regulatory purposes. However, some Receiving Authorities require
interim reports to be submitted as part of a chemical review process.
Where this is required, the interim reports should also comply with GLP.

MICITESRWIEERH D, ZL, —HOFEELR TIE. LT
MEOKRIETr 20— & L THHREELRET 2 LEN
b5, CNNVERGE PHBREED GLPICEA T2 TH
60

A final study report is unique for each study and should include (at a
minimum):

a. Name and full address of test facility, test site(s), sponsor, study
and, if

contributing scientists.

director applicable, principal investigator(s) and

- This allows for verification of the compliance status of the test
facility. The compliance status of any test site used in a
multisite study should also be verified (see Section 4.1).

R&EHREEIL FRRICEAOLDOTHY , (D Eb) T A

BHLRETHD,

a. MR . RERGET, BRZEFELE . ABREMLEE. KOEET 5
AR EEE R OCEES LTV D MR OL AT E AT,

- Zhicky, RBEROBEASRNERIECE S, HEY
B CHERH SN 2BABREHTOBESRNDRIET & T
HAH (B a4l B,

b. Full identification and characterization of the test item and
reference item including expiry date and information on the purity,
composition, homogeneity and concentration, as well as data on the
stability, concentration and homogeneity when applied in a vehicle
to the test system.

- The origin of this information (e.g. based on in-house analyses,
derived from sponsor or supplier, etc.) should be indicated.

- The validity of the reported data may be jeopardized if the
nature of the test and reference items cannot be verified from
the the
characterization. In that case, the GLP compliance claim on the

available information on identification and

study should not be accepted and the Receiving Authority may
consider rejecting the data for regulatory purposes.

b, AR, M. MK, B PER ORI ICET AW, 25O
I BB R R R T L B D A R OV M B
BT — 4k E T W R O BT O 55 4 72 O R OV B
e

- ZOWEHoOHET (F: R BREFEE XA LD IRkAE
L7t oiricikS<) 2R+ & Th b,

- AR R OEEMEICBE T AR AT RE AR W D R & Y
SEHEOMEERIECE2WVWEHEA, SN T —#
DREERBE RN DHREEND D, ZO%HA . RBRICH
35 GLP ESFOBRIZZ T ANRON D _R&E TR, #
HELYRBIIRBHBEBNTT X E2EET DR+ 50
H Ly,

c. Experimental starting and completion dates, and study completion
date!3.

- This information should be used to verify the compliance status

of the test facility and, if applicable, test site(s) at the time the

c. EBROPMA LK TH, KBROKTRH 1,

- ZoE#RT RBREROBESRL., KOEET 55613
REMFFOABREMOBESRUNEZMHR T DLEDICHEMHS
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study was carried out.

NoHXETh D,

13 Study completion date: Date on which the final study report is
signed by the study director.

MEBRAE T H RS EICHBREEAENZL T D AT,

d. The final study report should be signed and dated by the study

d.
director and should include a GLP compliance statement from the
study director indicating the extent of GLP compliance including
compliance of any study phase conducted at a test site, if
applicable. The claim of compliance does not equate to any
guarantee of verification by a GLPMA. For that reason the GLP
status of the test facility and, if applicable, test site(s) should be
checked (see Section 4.1).

- Any portion of the study not conducted in compliance with GLP
should be identified in the GLP compliance statement of the
study director.

The impact of any non-compliant phase of the study should be
indicated.

In case a non-compliant phase of a study jeopardizes the GLP
status of the whole study, the Receiving Authority may
consider rejecting the data for regulatory purposes.

fREEL, RRETLEILBALA L, B ZRZATRETH
YT G AITRBRG T CHEE SN RABRERE oM A M E
iz, GLP @At o®E %z 4, BREMEHEICL D GLP #
AHEOMTBEEDHRXTHD, O AMOBMKIL, GLPMA
W XD RREEDRGE E TR Tld 2w, Z07H, RERMER.
VYT 2B ITRBREFTO GLPIR I 2R T XX THDH (&
7 va v a4l B,

K
U

-
—

GLP I F L CHEMBEINTWARWVWRBROIS L., Rk EH
F£E5D GLP EAMEDOHIE CHEEINDIRETH D,

AN

53 £y

=

RROFEAWH ORERRENDREThD.

B O T A MBI D GLP R E 7 5 B,
FEARDEHAHANTT — 5 2 EET 52 L2 BT 2
BOBHD,

e. A signed statement of quality assurance listing the types and dates

of inspections and dates of reporting to test facility management,
study director and, if applicable, test site management and principal
investigator.

- The quality assurance statement should reflect that the conduct
of the study was adequately covered by quality assurance
inspections of study conduct and should confirm that the report
reflects the raw data.

In case the information in the quality assurance statement is

incomplete, the GLP compliance status of the study is

A ORE & AT, ROEE EBEE

HBEMLE., KUY T
KRG EEELELORBREEE~ORED A+
L LZELA AD O QA Bk E,

L85 E
%

QA BR E T ix . BB o 32 A% B BR 32 i o> BT A R AR A 1
FoTHpichrN—En T2 2R, &ERE
ERNETF - ERBLTWVWDE L 2HERTHILERD
60

QA B EDEWIC AN H HHA. RO GLP Ak
MBNfERICEL &N, BEYFEIHHN LELOBHTT —X
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jeopardized and the Receiving Authority may consider

rejecting the data for regulatory purposes.

EIRATLI LR TL2ILEBDH D,

f. A description, in sufficient detail, of the methods and materials
including references to test guidelines, if applicable.

- The description should provide sufficient information to
verify the adequacy and correctness of the methods and
materials used for the study.

and materials

the methods

jeopardizes the GLP compliance status of the study and the

- Incomplete description of

Receiving Authority may consider rejecting the data for
regulatory purposes.

f. 7 A MTARTA DS Wz G5k kM O+ 55127
B (YT 556),
- wBE. BRI S e T E RO OB O 224 P K DV IE
MMEEZBRET 27200+ RiERmEzRikd 2 TH D,

- FEROCMEOBHANAR o761, RO GLP # &
R ELRICSOL L. BELYRIIHAFENTT — X2 HER
THLZEEMANTHIENH D,

g. Summary as well as full description of all results including
calculations and statistical evaluation, if applicable.

- Incomplete description of the results jeopardises the GLP
status of the study and the Receiving Authority may consider
rejecting the data for regulatory purposes.

- Inconsistent results, unexpected variability or data that do not
seem to be in line with other scientific sources may also raise
concern about the GLP compliance status of the study.

g AR MOHEHMIMZ ST X TORBEOME K RE il

(4T 28586),

- MEROMHANA S RGAE. B0 GLP R Z fERIC S
HBL., #BBEYRIIHH BN TT X 0HESEHRFT5 2
EBnbD D,

- —EMORWER, AN OEE), 3o B E A IR
E—HLThwhnwtlEbnsasr—%4, ABEoO GLP # &
WM A Z T D AREEND S .

h. Presentation of deviations from the study plan, if applicable.

- Deviations from the study plan should be identified as such in
the study report.

- The impact of deviations on the validity of the data should be
discussed by the study director.

- Whilst deviations are not always indicative of a poorly planned
or executed study, they may raise concerns about the GLP
compliance status of the study. The impact of any deviation
should be assessed.

h. RBHEBEENLOBRBMA S 2L 52X, ThLEERT D,

- ABREHEELLOHRMN T, KK BREFEICZOL D ICHTE
ENLHZRETH D,

- RBREHBEENSOBRN T — X ORNBMEITEHE X DB
DONTIE, BRELCEDIRFT T RETH D,

- BERIESTLLHRBOHEBESEES A+ THDL L E
RTH DO TIEZRWA, RO GLP # A kIR & %2
HLAREERNS DL, ROEBIIFMINLINETH D,

i. Evaluation and discussion of the results and, where appropriate,

LA R e OV B G U C i am O af Al & o
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conclusions.
- Unrealistic explanations or interpretations of the data may
raise concern about the GLP compliance status of the study.

- é‘ifﬁiﬁﬁfiﬁf‘é%%’?—&@ﬁi%ﬂi
IR AN ED W REND D,

A BER O GLP 1Ak

j. Storage location of all study related documentation and materials

j. uit?ﬁujr?lﬁ%\ TR BE RO BMEDOY T, AR, EF—

including study plan, samples of test and reference items, specimen, ZROEEBREEL ST XA TORBRMEELEROCE RO R
raw data and study report. BT

k. Corrections and additions to a study report should be written as | k. &K HEZEDOFTIE-BINIE, #EZEDOFTIEEE L TR T D&
report amendments. The reason for corrections and/or additions ENRb D, FTELXWITENMOHEBZHA L, ABRELED

should be explained and should be signed and dated by the study
director. Finally, it is expected that a report amendment also

include a quality assurance statement.

BHLEAMERTBITRETH D,
%S, EHRAEEDORTIEEICIX. QA Bk &
M D,

EEHLH I EN

Incomplete information on one or more of the above-mentioned items
may affect the GLP compliance status of the submitted data. In case of
concern, the Receiving Authority should consult its national GLPMA to
discuss any issues related to the GLP status of the study data and decide
on the next steps.

FROBEHDO S B 12U EOFERAATERZREGS., RES T
— X O GLP WARMICEEL LIETAEERXS L, BEXD D
AT HEE Y RIZEO GLPMA I L T BT — % O GLP
RHICEHETIMELZER L., RORXAT vy TERETRETH
Do

4.3 Follow-up in case of concern about the GLP compliance status

If there is any concern about GLP-related aspects of the submitted data,
the Receiving Authority should contact the national GLPMA of its own
country. European Receiving Authorities should contact a relevant
European GLPMA.

43GLP BERBRITEANDIBED T+ —T v

HEHENTZT—4%O GLP BEOMIEICOWTERENH LA,
FHEYRIZAEO GLPMA I[ZHEKE T 50 ENH D, BRI O FEA Y
JFiE. BT AN GLPMA I HEKE T ALENH 5,

The Receiving Authority may request:

a. Information on the test facility or test site(s). For example: if the
test facility or test site is not listed in the annual overviews; the
name and/or address is different from the information mentioned in
the study report; no relevant inspection is listed; the compliance

or the relevant area of

status is not given as ‘in compliance’;

BHRYFIILTE2ERTHZENTE D,

&ﬁ%mﬁxmﬁ%%%’%ﬁé%%
B REBR MR IIRBRER DN F R E I CRH I AT WAV
%ﬁ&omiﬁﬁﬂﬁ%ﬁua_ﬁﬁéﬂtM$&
ﬁﬁéﬁm\%@?é%ﬁﬁ%ﬁénfw@w%é\‘é
WA TEE] sd#En TV RVWEEe, XIXEEE % 5
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expertise is not indicated.

FIaE NI N TR WEEA,

If a test facility or test site is located in another OECD member or full
MAD adherent GLPMA will the
responsible GLPMA in the country in which the test facility/test site is

country, the national contact

located to update, if possible, the missing information.

3B it 5% X EBR 35 AT 2N o OECD Jn ¥ [E X1k MAD 2 nHE 12 &
DA, & EH O GLPMA 1E. R /RBRG TN ET 2 EOE
f£3& %5 GLPMA IZHEAE L. AIRETHNITARE L TWAHIEHR %2 & 5
—a—éo

b. A study audit if the GLP status of the test facility and, if applicable,
test site(s) could not be confirmed (see Section 4.1). Where a test
facility or test site is located in another OECD member or full MAD
adherent country, the GLPMA will contact its counterpart in that
country to conduct the study audit. To ensure that relevant data are
reviewed, the GLPMA will decide together with the requesting
Receiving Authority on the extent and depth of the study audit.

b. BRI E K VYT 525 AT BRG AT O GLP IR 23RS T &
ol HEDART oA —FT 4w b (B7 va 41 38),
B i 5% S BRI AT A3 o0 OECD hn B3 [E X ik MAD & i E 12
HHBAE. GLPMAIZZOEO B 7 v Z — 38— MTHEKE L T A
BT 4 =T 4y Ve FEwT 5, HETDHT —F DOFE LR
WZAT 9 722, GLPMA T A X T 44 —TF 4 > b O#EIPH & B
SEKRBELOFREYRE EDICRET D,

c. A study audit if the test facility is located in a non-OECD member
or non-full MAD adherent country. The Receiving Authority should
contact its national GLPMA to discuss options of such a study audit
taking into consideration information, if available, on inspections
of the test facility conducted by a GLPMA of an OECD member or
full MAD adherent country. If applicable, the GLPMA will decide
together with the requesting Receiving Authority on the extent and
depth of the study audit. Some Receiving Authorities may decide to
reject the data without any study audit if the test facility is located
in a non-OECD member or non-full MAD adherent country.

c. ABRJEE% 2 OECD FEMBEE XX MAD 2 1E CThRWEIZH
BEDAZT 4 H =T 4 v b,
FA Y DT, OECD MW [E XX MAD Z[E » GLPMA 7’ &£ Jii
LERABRGEFOPEICEHTIERPONITENEZEZRE L T, 2
DED GLPMA ICHEK LT, 2D X IR AET 4+ —F 4 v b
DBERFIZOVWTEHE LA IRNETTH D, %47 5% 4. GLPMA
W, AXT 4 A—T 4 v PORELOREIZOW T, KEE %
J7eEEYRELICIET 2, BEYRIT X o TiE, ABE %
2% OECD FEMEE X1 MAD ZNE Tl WEICH 285612
AT A —T 4y hefTbT LT —2%2E@E+s2 L%
RETHHE LD D,

d. A study audit if there is a need to verify the GLP status of the study
data because the information in the report raises concerns (see
Section 4.2). This may be requested even if the test facility was
inspected and found to be in compliance with GLP. In case of a test
facility or test site located in another OECD member or full MAD
adherent country, the GLPMA will contact its counterpart in that

d EHEEFBCTLH SINEZHERCBESER DD D, KBrT — X
O GLP W 2B T LIV ENDILEAREDALYT 4 —TFT 4 v
N (27 var42%BK),
it RRERAFAE SN, GLP IZHE A L TW5D Z & 2 H
L7z EeEThoThHEREINDZENDH D, > OECD M
[E XX MAD Z2MEICH 2R LITRBRGFTO%H A,
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other country to conduct the study audit. The Receiving Authority
should provide any details on the concerns that need to be addressed
during the audit.

GLPMA IZZDOEO 7 v X — X — MNZE#EKE L TAX T 4 —
T4y beERT D, FEYRIT. TORFE P IR X
SEHOFMAEZRME L AR THIER S 20,

e. Reports of the inspection of the requested study audits and the
conclusions of the GLPMA on the GLP compliance status of the
submitted data (please note some GLPMASs may not be able to draw
a formal conclusion on the GLP status of the reviewed data due to
legal restrictions).

e. K INTEAXT 4 A —T 4 v POREREERCIERHT —
X O GLP #AWIRMIZE T 5 GLPMA Ofiim (—#5D GLPMA
W, EEREOHIRICEDY ., BEINZT —F D GLP @& IR
BT 2 EX R #EmazHT RN TERVWEAELRNH D Z LT
FEET D),

Based on the outcome of the study audit the GLP claim on the submitted
data may be accepted or, in case of non-compliances, rejected. Where
the GLP claim on the study cannot be accepted, the Receiving Authority
may consider rejecting the data for regulatory purposes.

AZT A F =T 4 v bOFERICZESE  BHEINTET —F O GLP
OB ITZ T AN, XIZABEAOHAIZITATEIND Z
ERDH D, RBRICET 2 GLP O A Z T A2 0WiGae ., 7
HELYRIIHEFMENTT X DIHEREZRMN TN TE S,

5. CONCLUSION

Compliance with the Principles of GLP for nonclinical safety studies
provides assurance of the quality and reliability of the submitted data
and the wvalidity of the results. For that reason, national
regulations/legislations in many countries mandate GLP compliance for
such studies when they are used for regulatory purposes and risk
assessment to protect human and animal health and the environment.
Communication between Receiving Authorities and GLPMASs is crucial
in the evaluation of the GLP status of the submitted data.

5.5

WG R 2 BRI T D5 GLP JRHIOMFIX, a5 —
ZOEEEEME, KOBEROZU4MEZRIETHOEOTHDLH, 20O
72, Z<< OFETIE, BHEBEHSLY 273 o 7- I8 b L UVE)
MOREY NCRELZHRETIEZOORBRICHEASINSEAIC
. EOBEICERT GLP OBSFRABRBEM TN TS, FEY
& GLPMA L Ol a I a=,r—va i, ##H5 —% DO GLP
KM OFMIZBWCIHEFICEETH S,

The Receiving Authority ultimately remains responsible for the
evaluation of the submitted nonclinical safety data and for taking
decisions on the acceptance of such data based on the scientific
evaluation and taking into account the GLP-related information
regarding the submitted study report and the test facility (and, if
applicable, test sites) at which the study was carried out.

FEY R IT AN, BIE SN HEBRLE 2T — 2 O L. &
OB ERIRHRIC R D & L 1R S e & mE & & OB £ &
NeBfisx (KOS T 256X URET) (CB4 5 GLP B
FMEZERER LI LT, A% T — 20X T ANICET 2REZAT O
HIEERA D,
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