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1 Introduction

1.1. B8

1.1 Purpose

AXEZ. EERPHEO-RE LTREARRKERAR (FDA) FORFLABICEHSAIAB ZDRMADMEMEE £ FEE L 7=Study Data
Tabulation Model (SDTM) [ZDWTEBAL-3DTHSH. AXEIE. Clinical Data Interch>: ~tium (CDISC : BRERT—2 XBWEI L VY- T L)
MSubmissions Data Standards (SDS : BT —2 %) F—LIMER LI-EHICED ABEDTARATON—D 3 VITBESADELDT. LEID
N=D3VI3NoDBELDERRITEI a7 1IRBL TS,

This document describes the Study Data Tabulation Model (SDTM), which defi~- ¢ for study data tabulations that are to be submitted as part of a product
application to a regulatory authority such as the United States Food and D~  0A). This document is based on material prepared by the Submissions Data
Standards (SDS) Team of the Clinical Data Interchange Standards € «his document, which will supersede all prior versions, includes numerous changes from

the prior Version 1.3, which are described in Section 7.1.

RURXT—2 v L. FDAICIRE S B85 cport Tabulation (CRT : fEfIRER) S L UVRFOHYT -2 ZRTT H-HOWODHEENAND—DT
H%. CRTIE, BHRETOT 14—, T—E YR [ BHT—2ty FORATLREETh S, ERICEST, MEMBICHEA LE-RERT 42ty FERET
B2LEDFRD—DIE, ALT—2EEMOT7+—3 v FTRUETILEUNFERICMZASNEZETHD.

Data tabulation datasets are one of four ways to represent the human subject Case Report Tabulation (CRT) and equivalent animal data submitted to the FDA. CRTs are also
submitted in the format of subject profiles, data listings, and analysis datasets. One benefit to industry of submitting data tabulation datasets that conform to the standard structure is
that it minimizes the need to submit the same data in multiple formats.




CDISC Operational Procedure CDISC-COP-###.
CDISC Translations«

“1 Introduction<

AL R LS G SR St e R SR R
As CDISC awareness increases globally at a rapid pace, it has become apparent that
there is a need for CDISC Operations to assist interested parties around the globe in
streamlining the process for providing CDISC authorized, publically accessible
translations of the CDISC standards and related materials. This CDISC Operating
Procedure (COP) provides guidance on the translaton process for CDISC standards
and related documentation, which constitute CDISC Intellectual Property, to ensure that
a single authorized product results. .,

"2 CDISC Translation Process«

o Translatons of CDISC standards may be conducted by a CDISC User Group, a

team of volunteers, a volunteer organization such as a research institute or other |

appropriate organization (“translating party’)...

with the CDISC Coordinating Committee (3C) in the region or country where the
translation was developed and CDISC Operations Leadership. Should no 3C
exist in the region or country where the document was developed, CDISC
Operations shoud be contacted directly, at communications@cdisc.org. ™
translating party shoud communicate their intent to the 3C to ensure *

is no duplication of efforts. ..

o At any point during the translation process, the trans!
contact CDISC experts with questions. These 2
communications@cdisc.org to identify whic
respond and to ensure that a response*

there il be a”0-da

Should there be ¢* .-1ges should be made and, followng
re-submissio- .aent, another 30-day timeframe may be
requires “an the 3C and/or CDISC perations}.,

i€ final draft of the translated document to either the

l

‘| expected for J3C and CDISC Operations

’| to do in terms of for “internal review”. J3C
+ | does not befieve that it is feasible or

5 | point to mention QC process to this COP.

«to ::,
wiable to /7 ¢
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/| tothis COPsoxhaCDlSCcanmlha
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xolrans!me ISCpropnewy

A+ M1]: | suggest adding “Scope™

documentation for public access..

Forexample: .,

“1.2 Scope..

This COP applies to a group, a team of
volunteers, oranovoanzat-ontha mends

to the CD|
rehxeddocummmonfol public access.”

|| requirements for an organization to be a
|| translating party should be specified. The

3R MZ:Firstof al, the

requirements includes but are not Ilnlld
with

kmledqe QC process to ensure

accuracy of the translation. .. -

:;l.,r M3]: It would be a good idea to

3dd “public review” process so that we can
expect comments from wider users/or
other expents. J3C could coordinate the
pubicrewew process .

A+ M4]: | suggest adding a bullet

Forexample: ..
‘The translating party should employ
appropriate method to make sure of
quality of the translation. The method
includes but is not limited to peg revier—

A+ MS): We must clarfy what is

realistic for J3C and CDISC Operations to
conduct QC of the translated documents.
J3C imagines that what J3C or CDISC ()

/| toform a “review team™. But there is no
/| incentive to the review team, it may be

A b+ ME]: It sounds like 3 good idea

unrealistic for the review team to keep
motivation...,

a AV b+ M7]): J2C’s responsibility shoud
not be checking each translation but J3C
should make sure that built-in quality
concept is in place in the translation
processes. ..

-1y authority that has agreed to assist with this p

“werations, who will make a d recommendation regarung

.indow before making a fnal 'rédr'nin'e'ﬁdiﬁdﬁ “Depending upon the number of
reviewers involved, this window may include an open public review period. ..

A b M8]: & What is the position of
the translated version? J3C believe that a
translation will not be perfect anyway and
J3C is guessing that we need a kind of
disclaimer like “The Japanese version is
provided for reference purposes only. In

the event of any inconsistency or )

A RZEFIIEEF (COP-007) fERL~D

J3CIZCOP-007 DERIBEFZEICHLNT
CDISCHMERDREZTEICLE1—,
*X&§<o)j)‘>|"€1¢l/f:o
ZFNDECDISCHIEDEZEZTE . mE
EERMHERDI-HNDTOEXHCOP-
007 IZ#EAAFENT-
— “ltis recommended that the
translating party employ appropriate
QC methods to ensure translation
quality, such as peer review and/or
back translation, prior to submitting
the document for internal review”
— Following internal review, the
translated document will be posted to
the CDISC website for an open, 30-
day public review period, to be

coordinated by the local 3C and/or
CDISC Operations.
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— CDASH Model v1.0

e .
“" Translations - Japanese — CDASHIG v2.0
— SDTMIG v3.2_JPN_v1.0
... Standards — SDTMv1.4 JPN_v1.0
e — ADaMIG v1.0_JPN_v1.0.
e *Y CDASH Model v1.0 and CDASH Implementation Guide v2.0
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N Awbt. EEA =23 Vit > — (TRI), BFUBEADCDISCI— S)BFPCARERFH LU THEDFET. COXEFCOP-007(C IBSFU TRV ENEL
i o TTo
* CDISC is pleased to announce the CDASHIG v2.0 and .v1.0 have been translated in Japanese. CDASHIG v2.0, the CDASH Model v1.0, and CDASHIG
H ? metadata tables define standards for the collect -l data and how to implement the standard for specific case report forms. We are very grateful to the
National Cancer Center Hospital East, the Transla ~«esearch Center for Medical Innovation, and the CDISC Japanese User Group (CJUG) for their assistance in providing

the translations. These documents were created in compliance with COP-007.
WA 1D 6
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