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6. Test and Reference ltems

6.2 Characterisation

6.2.5
If the test item is administered and applied in a vehicle,
the homogeneity, concentration and stability of the test
item in that vehicle should be determined.
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FDA GLPDOE

FDA GLP
PART58 GOOD LABORATORY PRACTICE FOR NONCLINICAL

LABORATORY STUDIES
Subpart F — Test and Control Articles

(a) For each test or control article that is mixed with a carrier, tests by
appropriate analytical methods shall be conducted:

(1) To determine the uniformity of the mixture and to determine,
periodically, the concentration of the test or control article in the mixture.

(2) To determine the stability of the test and control articles in the mixtures
as required by the conditions of the study either:

() Before study initiation, or

(i) Concomitantly according to written standard operation procedures
which provide for periodic analysis of the test and control articles in
the mixture.

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 3 l




In vitrolBE(EH 4R E DI 5 KATED
HWEMEIZDIVNVTOHOPMDAND AZ A

<BEDAZA>

“BERDOAEFRANAE T IR ANV “EREDRESTED
BREEFEEI IR EALITNIEERERATEEHETIELEN ELTL-
REAMHoT=, o

MEEOERAHISE IISHERERD
ERENED ISR TERESNDIDH, ?

<BHEDRZVRX>

BEREDAEZRANDELZN. TFREDEETITELREDGEELH S,
(20124 GLPHHES)

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 32



REDERHTEIF

nvitroBE BB T, UTFOIHEEDEHEIDSS
1IDTLRLT S5 A (E, BERTOBBRNEDRE
RUREEQHEEDBELAN, 1L, COBET
$oTH BELOBECHBRBEHHECLIH

HEE D gt
. RBRERNBETHD,
. BERARICELTHALEEEE RS

#Himsns,
. HERMEDOITENERESND,

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 33



FED

B EENGLPFEALTCHEZERT 555X, GLPE S
EAEKE2FIZE DT EAMIZETOHERFEIZHLVNT,

(BRI

AR KERPOBBEDEDRE

BUOLREMEDRTE (WHEIZ

CIRAY N

EX 8

e PR A

ICTH—1%) Ak TLY
EEERLOGLPEARERIC

DVWVTHHIEMNAIRERIZ S IEKRHLN TS,

B 7-7=L.in vitroiE{s

SHRERICOVVTIZ. BEDEHEHETY

DHIHL1DTHLZIIHEE I HEERTOHEMED IR
ERVREEDIEZLEELGZN(CDZETHO>TH,

=& L

Copyright © Pharmaceuticals and Medical Devices

Agency, All Rights Reserved.

R THEGEENHLHIEICBET DI,

34



CREHYNEITSWVELT =,

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.

35



' a I SHSEE
& GLPHHES

RIS ERR R 55 260|8

Pharmaceuticals and Medical D«

GLP:E &4

[ TR e ER | D

MILITBUEAEE

RAEIZEITH
3R ULNZDULNT

mERERREHEE

18 $E T4 £RELE &R

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve

d.

36



1 e B2
R

=
2. 5 ETHOHWRL
3.5 &0 EKkLY

4 F»JJ==|5

VAL WAL\

5. F&EH

\)
/.



38



de B
H R

TR IR AGLPE S HRE GFEENDERE. LIE.
MEEREDICENT, BEEZHERT S5 53,
EEIFEMICELI-GREBRERICEDEHIEIZL TS,

Eh Y AAERICONTIH BERFEZEHMELGLFr
B, EEEHBDEFLIOTHELTL S,

SR EEEBRDIGRICE. THTDEEHEICTHE
EBHIC FERDIENEETEET HEELIZDT,
BLEZERAT S,

(2K

)

39



2. SETOEFKRL

40



SFTOHERLY

(& 51 EXER D & & 1 I B )

BERAETIE., [RA, REZTAF—T 1y bEIT o718 < DEHERI %
L TGLPE SR ZFIBTL TLVELY,

(& & T HI B D554 ]

EL. WO TEAERENET FGHEBRR S MIFLET)S

NAHLIRTICEREL =38R | (LAR | iR EGREER) (S LTI,
&< IZEHEBRDES1EZFIEL TS,

FIREE
HEHEE
#®EIZE
TH&EZ

o

FalbR (X, EEHRFEEMNELTRRSNDGES L.
ZHELGWVERGRERELTRRSNSEE N H D,
JHAHBDESIEHIBI AL ZTHDOA., INFE

X A& BFRICERFE->TET-, "



3. 51
S 1O EKL

42



SREADLVE A

R ERIL, S1&

GREREL TOGLPE S TEIFHIBT LU,

-H{ETH, EHELTOGCLPESE (BRET SRR 5
DEREGYFEIDNZEV) EHIT RN —D2ET B,

0

Rtk Bk LU (T7ahs | BREHFZBEMNELTERT H558)
TIE, WERTDER L (TEhH5 | FEREL TDGLPES 1% FI k)
ET D=0 REEAEREEN LN ZHIEICK AT 2L EEN DD,

43




MFENZEEET DE

:E

O EEHFEFHMELLGZULEHERIZXL T,

GLPODﬁTé’*#'JIiﬁL NZEBHMIHIE

[ REASZTHoI=2 &,

O E R CTHHOTH, LLABR T ETE
HlFreni=m=8I(C li FTE DF S Z

T.OECDEHBATMBZENEFDEINE

WSO, RERFEEELGLME
1: nf%ﬁfliﬁ*ﬁ?—%} h\ZLL\;t

44



SEOEHFL (R A FE)

[RBEEBR 1ZRET D5 B, TR,

RRHEERUBERERISTOEEHET 5.

[FRERAEERVERREBEEDGHERBRIIICERE T H5XHI]
7385 RAERIITEERICRAGLPESHEHAEICK ITHOHBRR TIFD=HD
REEERTH Do |

if:s 5@£3£qu ‘:g&ﬁ/ﬁbf: g%&%GLP‘Eﬁﬁgﬁgﬁo)_%
124, REGBRTHOEDHRZZKRD D,

45



46



Bﬂn
H 5 m

[GLPE S HERAEIZHITHE =)

GLPATRZHEAL TEHIN-1E5AER (L, EEHREE
Eﬁﬁtbf%ﬁﬁéhéntﬁﬁtttﬁxb’c HRINDHFEIE
(GLPEST OEHZF) [CERMWLGEEIT LU, EEHERE
HHRIZGLP LW ELBIHFBIRLTHIEE .. Z4 D iREA
HROLNB,

"FTRR (X \)Hsz H#O):_%EHEODB’XI (X, F=HEEER LLSY

DB R EAER D& & TEFI BT (FA1T 7=, I=H R T E T
BREE. BERES — RN,

RBEEERDENE(CHT=Y BV EEDE R ML, ERE
IR TE/IMET HZENEZFLLY,

47



5. FED

48



FEH

REEABRE TN LN DFHERICEAT SRV DOEER

(RIFVDEER)

AR (R 5) Bfeis

-SRERDGLPE S M7 Al #E T
BERILZRLN,

HEREEE - xR ESD
AR B RSB BR THDHE
S,

-BEA3&EfEIZ5E T L-EtERY
ALDEERICEEHETH
HEZTEE,

REHERR LIS DEER
(PERTE HY DELEKLY)

SAERDGLPE S EIZDULNTHI
TR T S,

SERDGLPE S TH AR TE
FUZELY,

2L BT E S DI
[FBEENT D

49



;/ﬁ

FEHLYNES TSI NVELT-

50



I ! I SHIEE
~h

WITEEA ERRERSSESEE Ol 26B|GLP E}I: ﬂ%%

Pharmaceuticals and Medical Devices Agency

OECD GLPIZHEITAmEDEEIZDULNT

)

WILITBUEA Bl R

%‘lw
Zjl.w
ol

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 5 l



1,

Outline

OECDINEEE R UMADEN

GLPICEAT 3 XE

. GLPEZ RN (M

. AARAFRICHITSIRE

:4 biﬂv

FSIR

52



1. OECD#nEs

EUMADZ

IR

53



OECDINFREH

OECDMEEE: 385 [E (2021F11 AR #E)
(FIL3IE2019F IZHIDOSEZE ML . 2020 D R5E THRBIMNT)
I America
1 Ekj tri 13. Latvia (2016.07)| European Non-EU 1. Canada
. Austria atvia (2016.07) | 2. Colombia (2020.04)
2. Belglum . 14. Luxembourg 1. lIceland 3. Costa Rica (202105)
3. Czech Republic 15. Netherlands 2. Norway 4. Chile
4. Denmark 16. Poland 3. Switzerland = Ve
5. E_stonia 17. Portugal _ 4. Turkey 6. United States
6. Finland 18. Slovak Republic
7. France 19. Slovenia
. Asia - Pacific Other
8. Germany 20. Spain L Australi 1. Israel ‘
9. Greece 21. Sweden o ARSIl ,
10. Hungary 22. United Kingdom 2. New Zealand
11. Ireland 23. Lithuania (2018.07) 3. Japan (1964)
12. ltaly 4. Korea
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MADZ i E MADEESINE

*Fa7 ')/ (2003)

e U HR—)L (2009)
« /K (2011)

« 75Tl (2011) 5L
7 ILEUF (2011)
YL —L7 (2013)

« 54 (2020. 09)

( YN:SheE

MADIZELT MADIZEEL T
MBEEF IR BT F—ADFF AN IE—H BT

MBENSDT—RIIEZABENHE—A.
MBERIZFHZENSDRARTEITEL,
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315 Fr: B, L& (E6[EIGQACE R BFEE)
i% +<: Christoph Moork (X1 X)
2l3& & : Louise Calder |k (AZ—AXKFZ1)7)

%35E OECD GLPE(E&4sS
H BF:20215F4H6-9H (68 :optional session)
15 T WebBa{E
i% +=: Louise Calderk (A —XL31)7)
gl:& & . Ekta Kapoork (4 2K)
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BFERITN-FEBXEFRLED

2017
& FAQ Vol. 3:fREE 7L E 1—/SoftwaredD/\') 77— 3>
2018

® FAQVol. 4. FFXBFDEHBRIERREFNTIZFD
& HERME DRI TEHAMF U AXE (No.19)

2019
¢ BEELURDEOHDHAF 2 AXE (No.20)
2020

¢ HBREXFORBENGEZEICEAT SR 3 R—/1—(No.21)
€ FAQ Vol.5: B8 R UHEE/SOP/# MBI ERRFNTIT O ILiRE

2021
¢ Data IntegritylZB9 58144 > AXE (No.22)
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OECD&RIEXEDAFE

(OECDR—LAR—)

ood-laboratory-practiceglp.htm

&) OECD

B

>AtoZ

ER POLICIES FOR BETTER LIVES

OECD Home

Countries Topics

QECD Home - Chemical safety and biosafety - Testing of chemicals

Good Laboratory Practice (GLP)

> Assessment of chemicals

Good Laboratory Practic (GLF)

> Risk management of chemicals

> Chemical accident prevention,
preparedness and response

> Pollutant release and transfer
register

> Safety of manufactured
nanomaterials

» Agricuttural pesticides and
biocides

» Biosafety - BioTrack

C ¥
Good Laboratory Practice ¥ Mutual Acceptance of Data (MAD)

» Overview of GLP
» OECD Principles of GLP

» Oveniew of MAD
Non-rembers who adhere to MAD
» Status of National GLP Compliance Monitoring Programmes
which parficipate in MAD
% Links fo National Web Sites on GLP
» Test Guidelines Programme

t’e OECD Council Acts related to MAD

» Guidance Documents for GLP and Compliance M:vmlorinql

» Oveniew of Council Acts

» Erequently Asked Questions on Technical lssues

» Draft Guidance Documents for Public Comment:

» General Questions and Answers about OECD GLP and MAI
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» Decision concerning Mutual Acceptance of Data in the

Assessment of Chemicals — Council Act C(81130

» Decision-Recommendation on Compliance with Principles of
GLP —Council Act C{89)87

http://www.oecd.org/chemicalsafety/testing/good-laboratory-practiceglp.htm
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LEWLWSCRODEEF BRI HulRENM

N—REMICR BN TNV R EEE ORI EEZLYEDOHIEH B E o1

[SFETORERE]
B 2018FENEETCCOBBENHFEAENKO TEHFRIVIRBREIN. EDOKSIZHERT S
WNERETT 59 IL—T MK (PMDALY IL—T(Z&m)
B 2019FENDEETYEENR TSN, EXFHITICAITTHEEZEDDIIENEE
B 2020FEDEETHEIENRTIN,. ABICEHLTKHDEE (LE. XED KR
. N\TaAMEERSNGEN EELEST)

8-

- OECD X#& No.21(position paper) ELT202085 A IZH4T




Data Integrity (DI) (B89 23 &

He &2
=

TE ., GMPFEEICE LT DIHZEAT AHAEI UV AXEN,. RKODEFELRF
RUBALGEENSAREINTIV =, HZIAVETMIETHOGXPIZELNTE
ETHHELT. EENEELEBTHAMHRAKY . GLPTTHWSHEED
HAZ O RERDIREINT=,

[SFETOHERER]

B 2017ENEETEENDEEYE (MHRA) IZKYER ST DIZET A 3HAS Y
AEFHEIT, GLPIZHEL =X EZRETTHEFRTE

B 2020EDEATXEENRTIN, ABRICBEALTKHDEERIZEST=1=6. /\T
OAZEM (2020FE9H18HET) ., TD1&. 1000ZFBAAEERMNODIAA M
BEZ . NETRZIER

B 2021FDNEBICEVT. BEROEGBHAENSLEI S, 65, LEHEBOE

BEbEont-,
< b

OECD 3 & No.22(Advisory Document) &L T20214E9 8 I[CHF,1T
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* Quality Assurance
e Tools for Quality Improvement

« Emerging Technologies
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Quality Assurance

20204E
OECD Document N0.4(QA) DHETMNIEEIN . BEINT=,

BETOEHBE (X VRIR—RAT7TA—FE=XERNIZFHH
ANBE, CNIZHEWD, 2ANLETY T T—rBET .

20214
B'C.E.;sél LT KFDEENFONT=CEMD, /NTaAS
HURIZES ZEEEST,
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Tools for Quality Improvement

20204
OECD Document No.4(QA) DHET AR ESNEEINT=H,
— ATlE. ChéEMHFTLTIGLPO SERE*IZRHL TE 5
MDXEFTERTHENRESNT=,

XGLPIRB|X. GLPEDRBIZFIEET 5— A . HIEHIZHERER
WPTF—ADREENRET SHHEITARLTOEGWL, FO=HMBEE
—E T, WL NEFERICETANENNELEEZ T

B

20214
XEILDDHEMHELED TEBD HoI-H ., FEHIIZPosition
PaperEL THRHZBIEI SENEGEINT-,
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Emerging Technologies

20204
Emerging Technology (§°734>%. Cloud. Al, TP RJILIRIE, D
OyoFz—> ., FEIETIL. insilico DA E D EEHM) &
GLPIRIET CHIAT HAIaEMEN T Eo> TS =8 REIZES
FAHENDXEERMIFIO TIRESNT-,

20214
CloudDFI A (GLPTIX EIZTF—2INEL AT L O FI B R R
BEZREHOBREZETE) [THELEXEEZNRETRIN., &R
DIFR. RITIZHIT TR T SACENETESINT=. LHE. FD
D FEERMIZDNTIE. XEDZAT (Fhf=EHAF XD,
FAQMWE)ZE8H . REILIEODEEIZEWVNTESISNSZEE

ot=,
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GLPE IR Hh Fih

(On-site Evaluation)

e 20194 (ZEMmINT=-I FHID 10n-Site EvaluationD 5
B7ONDEEYE) X, 2020F (F34R) DEXEE
THEIN, I RTEEINT=,

e 20194 (21, MILaXFNE (BEIZOECDIE ETH -
A REGLPEETIOT S LDEZI EfHEH THoT1-)
[Zxt LTl #)[E @ 1On-Site EvaluationM=Efgsht-. Z
DEIREEH20204F (FE340]) DIEE LS THE SN,
ﬁ%ﬂéhf:o
—NZEEHT ML DGLPT—2EMADD X

REL B,

» —7.2020F L YIRFE ST/ T2y (COVID-19) D
KiRFEESEZ . On-Site EvaluationD=EREILLIXSIE
Bl &tiof=,
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OO BICH T 5B E O Xt

2020%

F4R - MBZFEDODEELYHIL. OECDE

Fl:ﬁ' -L-.l-_d-%) 2 m%*&)bhf;o

=R OLLTOE

Q1. Has your GLP compliance monitoring programme issued any
form of guidance for test facilities?
Q2. If a test facility must alter its operations to minimise the
possible exposure to COVID-19, do you have any suggestions on
approaches?

20
=
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Ql1Icx9g BMEFEFELED

Actions taken for Test Facilities

Guidance / Notification Month of issue

Australia Message to Test Facilities on a postpone and points to 2020/04
ensure GLP compliance 2020/05
Message to Test Facilities on schedule of GLP inspections

Belgium Guidance for Test Facilities 2020/04

Netherlands Guidance for Test Facilities —

Slovakia Guidance for Test Facilities —

Spain Guidance for Test Facilities 2020/05

UK New arrangements for GxP inspections (withdrawn) 2020/03
Guidance for GLP Facilities 2020/03
Guidance on exceptional flexibilities for maintenance and 2020/04
calibration
Guidance on Approval of GxP documents 2020/04
Guidance for industry for return to UK on-site inspections 2020/08

https://www.oecd.org/chemicalsafety/testing/good-laboratory-practiceglp.htm
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