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Data Quality vs Data Integrity

Data Quality
Assurance that the data produced are generated according to
applicable standards and fit for intended purpose.

— FICT—2Z2ETHFEFTCOTALRIZZF—HR

Data Integrity

Degree to which data are complete, consistent, accurate,
trustworthy and reliable and that these characteristics of the data
are maintained throughout the data life cycle.

— T—2NBHIrOEEEXTOETOTALRIZZ+—HR

(DIfFA &> X & 3.4, Data integrity & O 3.5. Data quality )
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(DI A %> X . 2 Introduction)

This guidance should be equally applied to the control of all data
types and formats. Some points are nevertheless focused, and
specifically applicable, to electronic data and electronic systems.
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22 BA C BEE AL (Audit Trail)

(DI A X > X : 3.1 Data)

The audit trail is a form of metadata that contains information
associated with actions that relate to the creation, modification or
deletion of electronic data. An audit trail provides an automated secure
way of recording life cycle details such as creation, additions, deletions
or alterations of information in an electronic record without obscuring
or overwriting the original record. An audit trail facilitates the
reconstruction of the history of such events relating to the record,
including the ‘who, what, when and why’ of the action.
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(DIF A &> X : 3.2 Data structure)

A static record format, such as a paper or electronic record, is one that is
fixed and allows no interaction between the user and the record content.

Records in a dynamic state are mostly electronic records that allow for an
interactive relationship between the user and the record content.

[£%f97 — & : Static Record]
MOV ERDL ETLED L D BRANTFEE LA WEE L /-85

[E1897 — % : Dynamic Record]
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(6.14. Data retention)
Verified copies may be retained in place of the original, provided that a
documented system is in place to verify and record the integrity of the copy.

Verified COpy~DEEREE L, —FEDERHEDTF, FFRIND

—7

(6.14. Data retention)
When electronic raw data cannot be converted to verified copies (e.g. to

prints on paper or pdf) without a loss of information (e.g. associated
metadata), they should remain available in the original state.
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(DIffA &> &+ 5. Principle actions to ensure data integrity )

2. TFM is expected to implement a fully documented system with supporting
rationale that provides an acceptable state of control based on the data
integrity risk. An example of a suitable approach is to perform a data
integrity risk assessment where the processes that produce, process
and/or store data are mapped out and each of the formats and their
controls are identified and the data criticality, inherent risks and
appropriate mitigations documented.
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(6.2. Generation, capture or recording of raw data)

Data recorded manually may require independent verification
based on a data integrity risk assessment or by other
requirements.
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(6.7. Transcription)

Transcriptions should be avoided as they increase the risks of
errors and inconsistencies.
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DIAA &2 ETDOERE

(6.2. Generation, capture or recording of raw data)

The use of blank paper proformas for raw data recording should
be limited and controlled but should also be available to allow
the contemporaneous recording of unexpected events. The
reconciliation between the available sets of blank forms at the
beginning and upon completion of all issued forms should be
implemented. The use of paginated books can be an
appropriate solution, so that the deletion of pages could be
detected. Risk assessment should identify the level of control
needed and the absence of full control and reconciliation should
be justified.

ﬁ!%b‘l:i?%ﬁﬁy\ gl:




ISRV N PAS SPIVY

GLPERIET CERINDG T T 74—< v MMIRBRBEROBRECERHET
LZEBREICIE LT, ZFOBENERELRDIABEEINH L0, hT LD
R CERTIE2TDT I 7+—=2y FMICEBHLPHELWSERTIE
W, DX T A4 KT~ [DHCEET 5 U X 7] =6 L 7= LT,
EBEANAREEYMLE-T I 7+—<y MZOWTIE, AT LS5 K
YHIHAZE Z b5,

« MRELBTIVIT7F+—<v FOFERICEEBESLEVWE=ZED
RITEET 3, RITBEEOAERRBDLLGEWE, RE2VF, RNV F,
BRETRT7—o > —FZ2#AIL. EDRIKE & EREO BN Z T
BLEDHEDPEZOLONS,

e /J—bT7yvoAKXDT—o—FRERT S,

c BFOXNEFTEBIVATLXEFIREVATLERERT 5,




Outline

4, PMDAE L TOSH% DA

BPNICEEHHR

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved



PMDA & L TOS#% DA

o« BEBRMERICEWTIE, SEIFEEZNIT T, DIIRD
Ez%lﬁ@«@ﬂﬁiﬁ%ﬂé% EEEABFEL L 72U,

o %‘\ﬂllOfﬁfﬁ (2028F4 ) LIBICAERFIN/-GLPHE

i) =R éﬁig SRIBHZHABONRE L. WIS
E?‘)\Ebﬂt = GLP%%#@%&F?’FR&?TL% ESMZVAUN

%LTD%&%K EREIEAOOEE LT, HEEESE
KOAHZEAHEERT S,

ZhERICIIESLEIBE LB LIIBEL TWLWB D, DI~
DM GIE [BREFREZERIHELDOH? | WS HEISD
HMENT T B1IODDEFEZATHDSEZITIEHTIHEZ =Ly,




ITBUEA ERmERMSRRGHE

Pharmaceuticals and Medical Devices Agency

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



SH7EE

25 30][E

OECD GLPI(Z

GLPHHE

HlT 5=

L’DL\T

?ﬂ ?Tl_t&/fﬂ g;:l:u:l 95%4‘7% an %"
(ERMERAEE S

Copyright © Pharmaceutical

ccccccccccccccccccccccccccccccccccccccccccc

eNCEZBHHHRZ. LBIC

. PMDA

| \
wmhi
;\ILIJI\

ETE S



Outline

. OECDHINEBEE X O*MADZSINE D IR %
. GLPICE Y 2R EXNZEDEH IR
T ARAYyavTIL—7IZDOWNWT
B ERDAIEIZDOWNT

. Z Dt

1
2
3
4
5




1. OECDARER

Outline

| e OUMADZ A0

| DIE R




OECDINE EH
OECDHNEEE : 38 EH (2025F9HIRE)

4 .
E U European Non-EU 1Amg;/f]aa da
1. Austria 13. Latvia 1. Iceland | 2. Chile
2. Belgium 14. Lithuania 2. Norway 3. Colombia
3. Czech Republic 15. Luxembourg 3. Switzerland 4 Costa Rica
4. Denmark 16. Netherlands 4. Turkey 5 Mexico
H. Estonia 17. Poland 5. United Kingdom 6. United States
6. Finland 18. Portugal !
573' CFarance 19. SIovak_Republlc Asia - Pacific Other ‘
. Germany 20. Slovenia . 1. lsrael
9. Greece 21. Spain L. Australia
10. Hungary 22. Sweden 2. Korea
11. Ireland 3. Japan
12. ltaly 4. New Zealand

EZ  GLPERIFEHEM (On-Site evaluation ; OSE) AAEME I N T WA WE

' ezmwzizsﬁﬁg bl

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



OECD3IENER MAD S NE

THE  (Q025F98 5 %)

|l

OECDZEfnES | OECDZEfNE
MADZ N E | MADE EZINE

e g 77 7 Y A (2003)
o> > HR—IL (2009)
of > K (2011)

« 72 )L (2011) 7L
e 7Lt TF > (2011)
e L —>7 (2013)

« 24 (2020)
( )N =hE
\‘\\/' \.\\/
MADIZBEE L T MADIZES L
INEAE & [B] CHER] & &15 F— R DT ANIE— BT

MBEEN S DT — RICIEZARENH D — A,
MBEANCIZEZED 5 DRARB T,

' ezmw:zzwzﬁgtm: )

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve d.



%39[@ OECD GLP{EXEE&£ S

5 © 20254 H1H~3H

AT A,

% I+~ . EktaKapoorfc (A >~ F)
=  Thomas Lucottef . (7 7 > X)

= f0* : OECDHNEAE - EC (354 [EH)

OECDIENNEAMADESINE (70 FH)

A7 H == (115 EH)

*HAND S IZPMDA (24) &304 0S5 0




SEIEEDEE7 =8

e FIE|DEE/H b DEHL TS
-Gwﬁmﬁﬁﬁﬁ RAERES

o WITHYEEIE (Technical Issues) (CBE T %i%m

e OECDGLP F L —= v 70— X OEHRE

c i NE (AKX AXESE) OER

e T A ANDyarvyIL—7ICT 5 EE

e MADERSINEIC K BAGLP 7 AT 7 LOEBRES
e CLOSED SESSION (JNEE[E & MADSINE D &)




Outline

4

I

[T

2. GLPICEE T 5 &7

DIEW IR




OECD&FEXENEWHIK;

2021 »

& Data Integrity(CEEd 2 HA X A XZE (No.22)

2022

® QAICBET 2 H A4 X 2xxE (No.23)

® REMLEY—IILICET BRI 3 _—/X— (No.24)

@ Frequently Asked Questions (FAQ) (&5 &)

2023

® /TR IVEa—T a4 vIIIBTEHA KX ZAXE (No.l7
Supplementl)

¢ FAQ2EMALRE L




B AN—tFa)T4IETINE

(5 %]

2023F 3B ICEMA L V) [Guideline on computerised systems and
electronic data in clinical trialsl] A" H I N7=H. T DAnnexIZIEH
AN—=—tF a2 TAICETHIEEIBHF IN W, INE2XITT,
2023FDOECD=ETIE, GLPORETH YA N—tF 12U T 1 IZF
TEHE MG EIEZFEFEOHTITIEIDNEWHIRELH -T2,

2024 FE DOECDEFICHE VT, BIBIEI N/ L THRITAEEINT-,

—  OECD & No.25 (position paper) & L 2024
F12HICHT




YAN\—tX2)T4ICEHTEIXEDARA

<FFEESIRE >

o TN EXTATFAN—04—)L
¢ "7’()1&(’“1&

¢ 11/-\0)1:ﬁ|_ %BH

e vXal)T«- 'f//T/FO) I
o FEf-N\RD—FNEH
o IJE— I‘*ﬁ"fn

« INVITVT

e SOP




HAT Y ZAXENo 2B UNoIDHTE

(5=

1989 F MOECDEESARTEICIZ. Annexs L T2D0DXE TfokaEOECDﬁ/f
ﬁVXYEMﬂ(@Pﬁmé%®ﬁ#)&0Mﬁ(@Pﬁmw%%ﬁi)#
éﬂfb%oﬁﬂﬁéiﬁﬁ#bmiui#%ﬂt\é%iﬁmfﬁaﬁo#ﬁ
FORLBREMNER (777 FEAVWZERMREY Y E— FEAAE) (X VIR
REDIRBENE L TN,

[ TORE])

BEINT, %GDK #77» 7751’%#%\ TIKET/r/ FM%T’EE%&AL%:O
mBE@AATi(%%&%ﬁ%?@ﬁ?%%ii)MQ&UMﬁ%@$ R
FEENONDMT LI ENREINSD, ZOHRDO EUEFESTHRINT,
2024 FDEE T, WERNMRBREINEGEIND., TDEDEMNEFESTIE.,
) E— FRABDOMNEDITHANHETH S LDODRENEENE I NI,

[K&E ThiEm
JE— FABAARTAKL LV RIZEDB T t@E#hEE%ﬁéﬂ## ) £ —

I\nﬂﬁ_%%i‘[ﬂnﬂﬂ%mgt—a—%%zﬁb\ :I:’O_a_ NO Z&UNO 3@6&)1:_ j:r_
EE o7,

ﬁ%b‘l:i?%ﬁﬁg\ gl:

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve



HAZ 2 XX ENo.6 (El5HER) & UNo.13 (E BU5 AT EHER) DRE

(B
BEDOECDEE T, T—XORLELAWGLPICEEdT A1
(Y R=TFT 4T T70T74E5T74 i PHIZIE. QCFzv %) I,

BRA4 IR ERUGFTAEBR DO RENRE - TDEIENERmIAN T UL,

[AEeEThDEmR

SBTld, BRABERGFABEOERECHA X XAXENo.6L
No. 13D EHANREIRIRD X ¥ v THICET 2HEENIR I .
No.6 & UNo0.13ZIBINICEDLE TCHET 2 2 EAEESINT,
PMDAL LA A XV AXERED N7 7T 477 IL—7I1Thbh
R AN e




OECDZ&-F& X E M A F 5% (OECD public website)

Series on Principles of Good ~ ©OECD Principles of GLP
Labo ratory Practice and « No 1: OECD Principles on Good Laboratory Practice - Available
Compliance Monitoring in French, Spanish and German

GLP Consensus and Advisory Documents

Consensus documents are guidance documents for the application of GLP that
stemmed from tonsensus workshops’ traditionally held in earlier years of the

programme on particular issues regarding the application of GLP. These types of
‘tonsensus workshops’ are no longer held.

Advisory Documents are guidance documents for the application of GLR formulated
on a consensus-based approach and include a public consulitation prior to the
publication. Several documents have been updated as consensus documents or

replaced by Advisory Documents through updated practices of the Working Party on
GLP

« No 5: Compliance of Laboratory Suppliers with GLP Principles (revised in 1999)
- Available in French, Spanish and German

* No 6: The Application of the GLP Principles to Field Studies (revised in 1999) -
Available in French, Spanish and German

= No 7: The Application of the GLP Principles to Short Term Studies (revised in

https://Www.0ecq.org/en/1opIcs/ Sub-Issues/1estng-or-cnemicals/ £00d-laporatory-practce-and-compliance-monitoring.html
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