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1.  Background
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Data integrity& (3

Data integrity is the degree to which data are complete,
consistent, accurate, trustworthy and that these
characteristics of the data are maintained throughout the
data life cycle.

(Paragraph 2)

e Complete: ST £ 4%

e Consistent: — & 1%
 Accurate : IETE 4
 Trustworthy : {5814

NoMNTATHA I B L THEFEINTWWSESLY
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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.
— FIITAREM{ITHETOTARXRICTF—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.

— TR/ LEEFTOLETOTARRIZTA—HR
(Paragraph 3.4 BT 3.5)
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AH A Z0:E A

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.

(Paragraph 2)

- BFTFETDEETIEIEL
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AT —RDEE (AD22 vs AD17)

AD No. 22

Metadata are data providing information used for the identification,
description, and relationships of data. Metadata give data meaning,
provide context, define structure, and enable retrievability across
systems, and usability, authenticity, and auditability across time. For
electronic data, parts of the metadata can be generated in audit trails.

(Paragraph 3.1)

AD No. 17

Metadata is data about data. Metadata is any information used for the
identification, description, and relationships of electronic records or
their elements. Metadata gives data meaning, provides context, defines
structure, and enables retrievability across systems, and usability,
authenticity, and auditability across time.

(Appendix 2)
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<JEERPRERER T —FUNE L R T LIZK L EMMAERIE DB >

MO00-001 EQ-001 21001 2020-11-16
MO00-002 160 EQ-001 21001 2020-11-16 9:01 NO
MO00-003 162 EQ-001 21001 2020-11-16 9:03 NO
MO00-004 156 EQ-001 21001 2020-11-16 9:04 NO
k Y } \ Y J
AEF—4 any—n SOREC
-HRREEHERRE
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o LIE=M2oT AT —3EGLPLOREXRETHD
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ESEEEIR (Audit Trail) [Z2DULNT

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.

(Paragraph 3.1)

AZT—ED—FE — LE=M>T . RZEHNLE
BEICIRSEENS0T THY, LESHFNTEGLELD
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BT —2&F

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

(Paragraph 3.2)

T4 :

1—P—LRBRBEOMI( 59 3 N EET DR
ozt (Bl: VORI 5L 5 185 A— B D EE M A b

=

BT —43
TEnT-EeEx =k (5 $R D ELEXOA A—TEIR)
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BT —IDRER

Information that is captured in a dynamic state should
remain available in that state.

Computerised systems that generate dynamic records
should allow the dynamic nature of the data to be retained.

@ (£[ZParagraph 6.14)

iﬂ%?—@li%d)ﬁ'ﬁb\fm EFDEFFTHREITDLEN

RAFTOECA, EFMICIEL-/OT T — 27 &EH
2TV OMET—3) LTREFELTVSIEERIEZ LAY,
SREBEFOFTFEREFIHIARZTREILTIILL
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22998 77AMILEIT

A flat file consists of a single table of data, has no internal
hierarchy and allows the user to specify data attributes i.e.
its data structure is self-contained and limited.

Flat files can be thought of as being similar to the files in a
file cabinet drawer, a collection of single records each
containing standalone data. The most commonly known flat
file would be a .csv or .xls file or a Microsoft Word™ text
only document.

(£ [ZParagraph 3.2)

ISR IT7AIVIFERIGET—FTHY. CSVIFAIL. TI+E
U, T—F  TEXRNENZET S
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Most flat files do not allow the traceability of the identity of
the person recording the data and the date and time of the
record. Some flats files may carry basic metadata relating
to file creation and date of the last amendment but do not
provide an adequate data audit trail. Flat files should
generally not be used for direct data capture or storing raw
data. (Paragraph 6.2)

— SRR T7AILIE. T—REHEBE LA NBRELS
-EHRETDIHFRELGN O BEIFTET—RFRHITAN

=Tl —

IR T7AINEET—3ELTHERT BIEE . URIERRE
REMELTHDDELHD (FIZAIL. 77‘|2Z:I/|~I:I—)lx%)
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The number of used templates compared to the number of
available copies should be controlled to avoid duplication and to
support the identification of data integrity issues, such as the
detection of recreation or transcription of a record. If templates
or forms to record data are available by printing, the number of

printouts should be controlled.
(Paragraph 6.2)

EF—SERBRTBEODTTLIT+—T vk BIAIE, 7—2
—hOIR/—M) [E, ZLDHE TEESNTULVGELOHIRIK

EARIROMBERZS
IBIRICEREFESOLRGREIVTEMH 5T S
N—UZMELERET D

------ = ORELREREBLTAREN KOOI
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OECD/NEE: 384[E

EU

O~ o kN =

9.

10.
11.
12.

Austria 13.
Belgium 14.
Czech Republic 15.
Denmark 16.
Estonia 17.
Finland 18.
France 19.
Germany 20.
Greece 21.
Hungary 22.
Ireland

[taly

OECDN&: E

Latvia
Lithuania
Luxembourg
Netherlands
Poland
Portugal

(2022%

European Non—-EU |

ST W=

Iceland
Norway
Switzerland
Turkey

United Kingdom|

FO R IRTE)

America

RGN CORIDR

Canada
Chile
Colombia

Costa Rica

Mexico

United States

Slovak Republic
Slovenia

Spain

Sweden

Asia — Pacific

1. Australia
2. Korea
3. Japan
4. New Zealand

1.

Other

Israel

EHF GLPERIFHET{H (On-Site evaluation : OSE) MEE SN TLVEULNVE
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« > HR—)L (2009)
AFK (2011)
TS5 JL (2011)

T ILEUF (2011)
YL —I7 (2013)
«324(2020)
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OECD.org Data

&) OECD

BETTER POLICIES FOR BETTER LIVES

Publications Mare sites A\ News v Job vacancies

OECD Home

OECD Home  Emvironment Directorat

Chemical safety and biosafet Mutual Acceptance of Data (MAD)

Mutual Acceptance of Data (MAD)

ial chemicals, phamne ticak, pesticides, b
allenges for government regulators; inefficient regulation
try. Not only caol fi
s to fra

cosmetics) is one of the largest ial
environment, human health, govemment budg
QOECD country create significant costs for the chemic

erent reg

approaches and

rements in e

emical regulafion are harmonised, indusiry is nof faced with
for working with each other, and are reduced. The principe
of Data (MAD) system. in esting_of Chemic

ethora of conflicting or duplicative rec
for harmonisation are a set of OECD C

jirements, governments are provid

with @ common basis
cil Decisions which maks up the OECD Mutual Acceptance

Principle:

atory Pracfice

Saving Costs in Chemicals Maonagement, OECD
12019),
8~ -

Since the release of the video in 2019, Thailand joined the Mutual Acceptance of Data system on 7 September 2020.

OECD4°GLP, MAD#H B
DENBE N 2EFSN

=L71-,
(2021%F12R8)

This presentation provides an overview of the OECD's Mutual Acceptance of Data (MAD) framework
Y elements of the OECD Framework for Mu =

s well as the OECD Principles of Good Laboratory Practice. It is of particular use for countries who
OECD SYSTEM OF

are considering to become adherents to the MAD framework. which includes non-OECD countries.
The framework ensures the quality of non-clinical safety studies and reduces duplication of testing.
MUTUAL ACCEPTANCE OF DATA

Please contact the OECD at ehs.contact@oecd.org for additional information.
& GOOD LAE p ORY

PRACTICE

https://www.oecd.org/env/ehs/mutualacceptanceofdatamad.htm
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BhtE=/\A

aa'] %< : Ekta Kapoor K (A /F) 51w R Rt
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% f0*:OECDMNEE (354 E)
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OECD&EXE

2018

® FAQ Vol. 4. RXEBSZDER/BHERE/T/FDIH

& BEYMEBEDOEKNIETSI2H AT AXE (No.19)

2019

® EELRDE=OHDHAH 2 AXE(No.20)
2020

¢ HBREEFDBENLGEEIZET SR 3 R—/v—(No.21)
€ FAQ Vol. 5: BB R UM/ SOP/ MM E / EHERE/T/TO2)ILiRE

@ Data Integrity|ZB§ T AT A5 2 AN E (No.22)

@ QAICEHT BHAF 2 AXE (No.23)

® RERLEY—ILICEHT BRI 3 R—/8—(No.24)
HZ5OR AVEA—TAVTICEHTAHAFUANE
FAQ Vol. 6: 15 &0 Hh/E85AHER
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l\ Good Laboratory Practice

<

Mutual Acceptance of Data (MAD)

verview of GLP

» O
» OECD Principles of GLP

Ia Documents

» Overview of MAD

» Non-memlbers who adhere fo MAD

» Status of National GLP Compliance Monitoring Programmes which participate in
[T
MAD

» Links to National Web Sites on GLP

» Test Guidelines Programme

=]
E_Q OECD Council Acts related to MAD

Guidance Documents for GLP and Compliance Monitoring

Frequently Asked Questions on Technical lssues

Draft Guidance Documents for Public Comments

b
b
b
b

General Questions and Answers about OECD GLP and MAD

ENGAGE WITH US

» For more information, please contact: ehs.contact@oecd.org

» Overview of Council Acts

» Decision conceming Mutual Acceptance of Data in the Assessment of
Chemicals — Council Act C(81)30

» Decision-Recommendation on Compliance with Principles of GLP — Council Act

» To receive our Chemical safety and Biosafety news and/or cur Biotechnology update, sign up
to MyQECD.

1)2 4% - http://www.oecd.org/chemicalsafety/testing/good-laboratory—practiceglp.htm
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OECDDHPTIE. SETHITEINI-ETHDGLPXEMNLITIZHEEEIN . EENHIELEINT-

ﬁ) OECD Principles of GLP: OECD GLP/R HI] \

(@ Consensus & Advisory Documents

* Consensus Documentldl Consensus Workshop | CE&iSN-NBIZEDEERSIN=-XE
748 . TRTE consensus workshoplZfTHh N TULVEELY,

* Advisory Document(E/N\TaAAZEERBL TRAT—IRILE —ED DR G EEFRBRTERSIN
f=3XZ& ., Consensus Document®D L DAV Advisory Document&EL TEFISNTLVS,

@ Guidance for compliance Monitoring Authorities
GLPERLYBRITOHAI TR

@ Position papers
GLPORFEDREYIIZ DNV TOECDIEERTMEDNE A FERLIZXE, /NTIAEERELLLY,

5 Guidance for Receiving Authorities

EBEYRAIITOHAER FRFIXGLPER R MEZ%
WMRELIZXE

)24 - https://www.oecd.org/chemicalsafety/testing/oecdseriesonprinciplesofgoodlaboratorypracticeglpandcompliancemonitoring.htm
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Quality Assurancel|“B§ 9 3H A F U AE

de =2
==k

TARAYL AT IL—T (205U R) IZEWT., EERMNLQAREIIZH T SRisk based
approachMF|BIZC DN TAAV AR SN EFZ (T, 2020FE D& E TOECD
Document No.4 (QA) DBETMIREEINT-, HETDO F M T L. Risk based approach%
XERIZHAANBDZETHOI=M., CITFE ST, 2RLET7TYy T T—rLEET ZEE

Eof-,

[SFETORERE)

B 221 FEDEETXEEN R TIN. ABICEHLTKHODEEN TGN LMD,
INTAEERLTI=(2021F98), ZDER. EERNSDTI0EBAHAAVNRUE
(HESAUN—DArNERFA . RETEF1ERLT-,

B 2022FEDEEIZEWNT, B EEIERN, FEOEBINGEHIHOI-F-HEE,
TNk, ERNFZEEETOEELHELONT-,

-

OECD 3 E& No.23(Advisory Document) &L T2022%F 78 [ZH 1T
67
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2020 FE NEEIZHLVT. OECD Document No.4(QA) DERETHAUREINT-[E. chéif
TLTIGLPO S ERE AL TRIOA DX EZFIER T A EMIRESINT-,

*GLP/REI(X. GLPEDHEBIZEFNE T 52— A, HEEOT—IDREETHNET SAH
EIETREINTUOVGEL, ZD=0 ., #HENEREF R I XEDERI IBRESINT,

[§ETO#ERE]
B 221 FEDEBIZEVWT. EMLEDOTHEERINI=H . XEBIZPosition
Papertx&EL THITEBIET CEMNEEINT=,
*x*Position Paper(Z/NTaAAZERLAGWVEEOXE

B 2022FENEEIZEWT EET IIL—TTHEREN-XEEZERLEER. §EIC
Eof-, ZDE. LHNFESTOEELH/LONT-,

-

OECD 3E No.24 (Position Paper) &L T202245 78 28 1T
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2020 FDRE
Emerging Technology* (9 %thH, V5K, Al, TUOZIILRE, JOVIFI—,
FBIET IV, in silico BRATHE D FERT) #GLPIRIE T THRIHE T SR REMEM
SEO2TWA=8, RGBT Ao DXEERIIRESINT-,

20215FDEE
J5ORDOFA (GLPTIEEIZT—2IRE AT LDFIACHBREFZRER DR
FEETE)IHELE-XERELRTIN, BHEOKE. RITICRITTRET S
_ENEEINT=,

20225 DEE
XEXEICHLTRKHDEENTONT=CEMND INTAATHURIZED T EE
1o1=(2022F6-7HIC/NTOAr#EHEH) LBE AXEL,. OVE21—42VR
TLIZETBHAFTVANE (No17) DHIEELELTRITITHIENFTEINT-,
*457) K LLFL DEmerging Technology &, SER A EIZBEIT 5T AR ARS A 40/
)P ArANEFBEA TR EIZGL TR T HEEL T,
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Frequently Asked Questions (FAQ) Vol. 6

> Technical Issues[ZEWWTLUTORE YO A IEE

BRE5 &
AIGERERICE WLV THIDIGATICRESN-EER=E(E

LSALT=,

RIEZBR)TRERDMZERRI 27 —ADHY.

;0)%4

I IZDULNTEERERL =,

—ART—XIZBFoY . RS RICEAEL-ZD/MD
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Vol. 6D 1ERZ R &1 H
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OECD.org Data Publications More sites A News v Job vacancies

@)) OECD ———

TTER POLICIES FOR BETTER LIVES

OECD Home About Countries « Topics COoVID-19 Ukraine

OECD Home Chemical safety and biosafety = Testing of chemicals ~ OECD Good Laboratory Practice: Frequently asked questions (FAQ)

OECD Good Laboratory Practice: Frequently asked questions (FAQ)

Test Facility organisation and personnel (Sponsor/CRO/Sub-Contractor Responsibilities - Including IT Providers)

Cuality Assurance
Equipment and computerized systems

Test items, reference items and samplesispecimens (including for Biologicals, GMOs_etc.)

Management of the study
Histopathology

Archives Including E-Archives

Monitoring Test Facility compliance by GLP CMAs

Test Facility organisation and personnel (Sponsor/CRO/Sub-Contractor Responsibilities - Including IT Providers)

1. Can the organisation chart of a test facility include functions other than those described in the GLP Principles, such as head of department, coordinator of the study directors,
laboratory technician, personnel responsible for veterinary services, etc.?

It can but there is no requirement for this in the GLP Principles. The GLP responsibilities and who fulfils these GLP roles must be described and this can be in the organisational chart or other documenis.
{Posted on 15 June 2020)

2. What are the responsibilities of Test Facilities (TF) and sponsors with respect to overseeing the work and ensuring the qualifications of the full range of GLP service providers /
subcontractors (e.g. those who supply commercial assay Kits to Contract Research Organisations (CROs))?

The sponsor’s responsibilities for provided services are described in OECD Advisory Document No. 11: The Role and Responsi
GLP Frincip!

ies of the Sponsor in the Application of the Principles of GLP and in the OECD
es Document No 1 paragraph 2.2, point no. 5. If a sponsor is a test facility, the test facility management's obligations also include assessing the supplied services. (Posted on 28 February 2018).

3. Some TF activities may be performed by external suppliers (e.g. IT services, eArchive, metrology, computer system validation). What are the responsibilities of TFs with regard to
these types of suppliers when these suppliers are not GLP certified (i.e. the suppliers are not included in a national GLP compliance monitoring programme)?

Test facility management has overall responsibility to ensure that the facilities, equipment, personnel and procedures are in place to achieve and maintain the validated status of computerised systems in order
to establish “GLP compliant™ study results. This includes the responsibility for internally as well as externally provided services {e.g. third parties, vendors, internal IT departments, service providers including
hosting =service providers). Depending on the provided services, a supplier's facility need not be part of a GLP compliance monitoring program or conform fo GLP regulations, but it must have a

docimantad nnalibe cwctom warifiad ac arrantahla b toct facilibe mananamant with inrit from fte monalite accoranca nnit (Pactad an 72 Fohmane 2061 2%

https://www.oecd.org/chemicalsafety/testing/glp—frequently—asked—questions.htm
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