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No 3: Revised Guidance for the Conduct of
Laboratory Inspections and Study Audit (f
HERBIUABREREROZODOBETHA
HR)

RBRERERRLIUVRETAF—T14 v b
EEBIT-ODFIBEBCERIREEEICD
WTHRT 5,

=
=]

No 9: Guidance for the Preparation of GLP
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No 16: Guidance on the GLP Requirements
for Peer Review of Histopathology(2014) (&
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No. 18: OECD Position Paper Regarding the
Relationship between the OECD Principles of
GLP and ISO/IEC 17025(2016) (OECD GLP
JRBI & 1ISO/NEC17025 MEIfRI<RI4+> 5 OECD
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No. 19: Management, Characterisation and
Use of Test Items(2018) (HERMEDEME,
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No. 20: Guidance for Receiving Authorities on
the Review of the GLP Status of Non-Clinical
Safety Studies(2019)
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No. 21: OECD Position Paper Regarding
Possible Influence of Sponsors on
Conclusions of GLP Studies(2020)
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w5,
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25 E BT B~ BT S,
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EERENLORLMEICET SFEBRERICRIRBOBBENFITONT

2 GLP#EAHDRERIZONT
GLPEAKZHFEHOGLPEAHICOVTIE, RAIELT TEEXR. ERAEBFOLE. A5
RULRLMOBRFICET 5:AE) (B3 FEBFE 145 5) F14 £FO2F 118 (F14 £F0O55
1TBERUE 4 EFO7F1BICEVWTERTLIEEE280,. ) . ENB FNO207F118 (F23 £F02
D10 F1HEICEVWTERATEIEEEZET. ) RITE2B £027 F11H (F283 £0O30 HF1EBERUE
B EDIR ITBVWTEATIHEEET, ) OREICEOE, BEEFBHENMITEEAEERERE
BEOHE (LT TH#iE) &0 5, ) ICThEBAEICKIPABERUEMOAEDERICESEHZET
%, TOMBNZDOWTIE, UTD (1) BRU (2) DEBYET S, EL. ROBEIZIE, BES
AN JREDIABTEBICEOET HEICH CRXIIEHMICEBOBFAEET I ENRHD &, (1)
SNEBRF#EENS., GLPEAUBAENORENER/NH 212188, -1-L. AENRERIBHBICLS
GLPHEAHIBZMEBLTWABEFTZORY T,

H% 2-3 472 4EEE¥E THIE Lk OECD GLP 30 & OHEFHEDO—F]
(B BUFE B~ D IF R IEH)
OECD EX M8 GLP I8+ 5
GLP X & S SR
No.2 Where serious deviations which may have affected specific | FE%4 L
AnnexII studies are found, the (National) GLP Monitoring Authority
should consider the need to inform relevant (National) GLP
Monitoring Authorities in other Member countries of their
findings.
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No. 23: Advisory Document of the Working | EEER M 5 QA FHIZH I+ S Risk based | &
Party on Good Laboratory Practice on Quality | approach @FIAIZDLV\Ta A > FAUMRH E
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(EHMERIER U GLP ISBIT 5 GLP FX | A ab e T2 ET v TF— FA
BEOT7 FA Y1) —X&) EHIhT-,
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T. MBVATLNEET S, )

(2) BEMHEEER
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(a) No. 22: Advisory Document of the Working Party on Good Laboratory Practice on GLP
Data Integrity(2021)
BATOMFEWE GLP TiX, T2 AT 7V T 4 IZOVTRIEREINh TV iRho Tz,
2B EFA GLP TIX AFEEICBE SN HHERITBW T LU T O & & HIZ No.22
%Z TPMDA [Z XM CREORME 225 b0 EHRHAL TS H00, BEPETIX GLP
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No.22 |Z OECD Advisory Document Toh ¥V, W7 a2 ZEfi L TAT— 7 FNVF LAK
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EixEmneEIbhs,

2k, EEMBLED GMP (Good Manufacturing Practice) #lEEIZHWTIX, 2021 FiZ
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MK 2-4 ERHEGMPZBIZT—FA 77V T 4 CBT5ER (&¥)
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2 RNEFXFFI, EXRRAVEBRVFIRE LUTCOEICEWT IFIREF) 8K I 5, ) I
PICCOEICHES HEHEICOVNT, ZOEHEEZRENICHERT 50, E-+EE_EBESICEBT

1 (ph) EELEFEIREAEE 270 GLP &L (£ 44EHE) (https//www.pmda.go.jp/review-
services/symposia/0135.html)
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(b) No. 23: Advisory Document of the Working Party on Good Laboratory Practice on
Quality Assurance and GLP(2022)(No4 @ &)
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ATV, A ORI, HEA M ORHETELZRET 5 Z & T, X 0RO RN 2250
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(c) No. 24: Position Paper on Quality Improvement Tools and GLP(2022)
BATOLFEWE GLP T, fvE i By — oW TR S T o 7o, EIR L GLP
Th, dE EY— M OW RIS 2 ST\ e o 7z,
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GLP X # No. 2 Revised Guides for Compliance Monitoring Procedures for Good
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Personnel and Training

(National) GLP Monitoring Authorities should:

—ensure that an adequate number of Inspectors is available

The number of Inspectors required will depend upon:

i)the number of test facilities involved in the (National) GLP Compliance Programme;
ii)the frequency with which the GLP Compliance Status of the test facilities is to be assessed;
iii)the number and complexity of the studies undertaken by those test facilities

iv)the number of special inspections or audits requested by Regulatory Authorities.

— ensure that Inspectors are adequately qualified and trained

Inspectors should have qualifications and practical experience in the range of scientific disciplines
relevant to the testing of chemicals. (National) GLP Monitoring Authorities should:

i)ensure that arrangements are made for the appropriate training of GLP Inspectors, having regard
to their individual qualifications and experience;

ii)encourage consultations, including joint training activities where necessary, with the staff of
(National) GLP Monitoring Authorities in other Member countries in order to promote international
harmonization in the interpretation and application of GLP Principles, and in the monitoring of
compliance with such Principles.

—ensure that inspectorate personnel, including experts under contract, have no financial or other
interests in the test facilities inspected, the studies audited or the firms sponsoring such studies
—provide Inspectors with a suitable means of identification (e.g., an identity card).




2EFBEG L PHIEDGSICIE S5

JR3C

Personnel and Training

(National) GLP Monitoring Authorities should:

—ensure that an adequate number of Inspectors is available

The number of Inspectors required will depend upon:

i)the number of test facilities involved in the (National) GLP Compliance Programme;

ii)the frequency with which the GLP Compliance Status of the test facilities is to be assessed;
iii)the number and complexity of the studies undertaken by those test facilities

iv)the number of special inspections or audits requested by Regulatory Authorities.

— ensure that Inspectors are adequately qualified and trained

Inspectors may be:

—on the permanent staff of the (National) GLP Monitoring Authority;

—on the permanent staff of a body separate from the (National) GLP Monitoring Authority; or
—employed on contract, or in another way, by the (National) GLP Monitoring Authority to perform
Test Facility Inspections or Study Audits.

In the latter two cases, the (National) GLP Monitoring Authority should have ultimate responsibility
for determining the GLP Compliance Status of test facilities and the quality/acceptability of a Study
Audit, and for taking any action based on the results of Test Facility Inspections or Study Audits
which may be necessary

BEEOEMY, BEIMFMHLLIN—FF A AZMITEHERERE L,
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(Questionnaire) EEREE LT,
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b8 GLP il B4R 5 BRI DWW T, AF0 2 AR B SEBHE S TR B S L7 Al 51

b LI, T2 EERBUBROEBEEREOFEICOW TR ZIT T,

33. BAEDLEYMEGLPHIEZHAT SRDREFRENE
T EOLFE GLP il B 2 i 4 2 BROSFEME B 2 1R L T2,

10



41EFZHE G L PHIEIC 1T S B2 G OE ] X ZHGFTEDR D F & oD

4. LEMEGLPHIEICETIERIRDOERXELEIROMY FLdH

A E TICHIERPRA SN2 0E L LT 3 CHEOKFRE1T 7=, OECD GLP LHEK
V212 OECD (Z#2H L TV 2L FE GLP 3R SCE T ST 5 SRR RS &
BT D LI TREIT -1,

11



5. BIRE T - B DEPIT A

5. BRET - KEDOEFITEE
LW GLP il B 258 3 2 BIRRE T R OCBISREBI O EBIFT & E IR\ T, BRfEYER (H

FRANEE, 27 URL OREE5) . WEOER, BHRORY £ L d%riTo7,

12



6.0

6. £&OH
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