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(SDTMIG) v3.2 Available for Public Review

Comments due 20 October 2017

The Nagoya Medical Center, Translational Research Informatics Center (TRI) and CDISC Japan User Group (CJUG) SDTM Team have worked collaboratively to transl
the Study Data Tabulation Model Implementation Guide version 3.2 (SDTMIG v3.2) into Japanese. This document was developed in compliance with CDISC Operatir
Procedure 007.

Today, the Japan CDISC Coordinating Committee (J3C) is pleased to announce that the draft translation of the “first batch” (content from Section 1 "Introduction”
through Section 4 "Assumptions for Domain Models" of SDTMIG v3.2) is available for public comment. Public review for this particular standard will be completed in
small batches rather than for the whole document at once, while taking into consideration the document as a whole. Public review for the following batches is
anticipated to take place every 5 weeks going forward, until the entire translation has been reviewed.

Please note, this review is to assess the quality of the translation of SDTMIG v3.2 into Japanese. This is not a review of SDTMIG v3.2, which can be found here.

CDISC and the J3C encourage those using this standard in Japan to participate in this public review in order to contribute to the improvement and quality of the
translation. The 35-day public review period for the first batch of the Japanese translation of SDTMIG v3.2 will end on 20 October 2017.

To view the user guide: Draft Japanese SDTMIG v3.2 (; KEE E) 75\ O) U >7

You will need to log in or register for the CDISC Wiki to review the Read Me and provide comments.
— } =09

+ To register for the Wiki: Register. JIRA and Wiki use the same login, please create only one account. R -
» Instructions for providing comments are also on the SDTMIG v3.2 Public Review Wiki page. e ( & t_) b _G-'E) |E_| l;

CDISC Wiki is a different login from www.cdisc.org \"G‘d‘)
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Japanese SDTM IG v3.2 Public Review - Comments Due by 20 October 2017

Joe Ben Clark D*/ERL L. %7 12 BFRIAT [C Andrea Vadakin D' & E#H

Introduction
New Draft Japanese Translation of SDTMIG v3.2 Now Available for Public Review — Comments due 20 October 2017

The Nagoya Medical Center, Translational Research Informatics Center (TRI) and CDISC Japan User Group (CJUG) SDTM Team have worked collaboratively to
translate the Study Data Tabulation Model Implementation Guide version 3.2 (SDTMIG v3.2) into Japanese.

Today, the Japan CDISC Coordinating Committee (J3C) is pleased to announce that the draft translation of the “first batch” (content from Section 1 "Introduction”
through Section 4 "Assumptions for Domain Models" of SDTMIG v3.2) is now available for public comment. Public review for this particular standard will be
completed in small batches rather than for the whole document at once, while taking into consideration the document as a whole. Public review for the following
batches is anticipated to take place every 5 weeks going forward, until the entire translation has been reviewed.

Please note, this review is to assess the quality of the translation of SDTMIG v3.2 into Japanese. This is not a review of SDTMIG v3.2, which can be found here.

CDISC and the J3C encourage those using this standard in Japan to participate in this public review in order to contribute to the improvement and quality of the
translation. The 35-day public review period for the first batch of the Japanese translation of SDTMIG v3.2 will end on 20 October 2017.
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Instructions for Reviewers B

Wiki and JIRA use the same credentials, Reqgister and/or Log in WIKI and in JIRA before starting. Download SDTMIG[p v3 § section1-4 docx am
review.

If you have no comments after review:

1. Click 'Like" at the bottom of the page. This will help us determine who has reviewed the documents.

To add comments from within JIRA:

Please note, JIRA ma I/rb:l._:l)(

1B INAE

1. Go to the Japanese Translation project in JIRA at: hiips://jira_cdisc.org/projects/JPN/issues)
your Wiki log-in)
Click on the "Create" button in the top menu to bring up the Create Issue form.

Choose the Japanese Translation Project.
Choose the appropriate issue type - "Review Comments".
Fill out the form.

L

a. Provide a short summary of your comment in the "Summary™ field.

b. Choose the relevant document from the list in the "Component(s)" field.

c. Enter the Line Number the comment refers to.

d. Enter your comment, and any additional, details in the "Description”.
6. Click the "Create" button in the bottom right corner of the form to submit.

help the team address your commeny properly, be thoroug

=
Public Review D t
v ez st | LRI ) DY 2
B (EELHRLHNDTY)
CoordiJr?:tai‘r?gcchrfmittee J3C Internal Use 11
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SDTMIGjp v3.2 section1-4.docx %/I

CDISC SDTM Implementation Guide (Version 3.2)

3¢ 1, LT

36 1.1[10]
37 1.1 Purpose
38 D cprsc 0000000 sprm D000 sprvic T 3.200v3.2.0 I Iclinical Data Interchange Standards Conso

39 JO000sps 0000000000000 1] V3.2 ] _IFDA 1] RN |
90 OO0 V3.2 0 sprwvie L] |

41 This document comprises the CDISC Version 3.2 (V3.2) Study Data Tabulation Model Implementation Guide for Human Clinical
42 Submissions Data Standards (SDS) team of the Clinical Data Interchange Standards Consortium (CDISC). Like its predecessors, V
43 structure, and format of standard clinical trial tabulation datasets submitted to a regulatory authority such as the US Food and }
44 prior versions of the Study Data Tabulation Model Implementation Guide for Human Clinical Trials (SDTMIG).

Japan CDISC
Coordinating Committee J3C Internal Use

J3C



AREMR(E)BEDOXIGER

o WIHERD

c¢. Enter the Line Number the comment refers to.

d. Enter your comment £3<(0) SC UDOJ:_GEOU ‘ygéb_cl-ﬁ%

6. Click the "Create™ button i #HLWITTRIK(W) S|

%10 Y R CBEKN) #7714 ILIZRFEILTELTL

) ] T REITFAIVIZIRIE(A)... .S \ . |' 2 \
Public Review Docume 0 ~__ ;Egt\)(itli <1 TRLYTK
SDTMIGjp_v3.2 section1-4.docx \‘ -

23-kAY k@ IE-(T)

S — e [ — LR PN e e

. ﬁ‘m?%@

° o B ~or—EBALS g srmEmE s
K BRCADE © IAvF B HES) | oo f?[ﬁﬁ{T,r/:rI/ TI774)L%Z&docxT
Due by 20 Octob 77 1Lt \‘b AN R 77\ L] ( .
y o EERLTEED Eﬁ"
45108 ———— —

Export to PDF /du’f—_l' j 1)L

20 October 2017 Export to Word
Y4 X {ERkiE

up (CJUG) SDTM Team have wor Export to HTML ‘
e. 21 '
— 5
» E5 SDTMIGjp v3.2_s 435 kB Joe Ben Clark

f the flrst b.a\tch (cor.'ltent fll’om Sei BREFH A I (0)
t. Public review for this particular si ‘
. document as a whole. Public revic <P/ \—>AUZT...
swad EErE

ection1-4.docx

Japan CDISC
Coordinating Committee J3C Internal Use 13
J3C




€

RER(B)NZDEIICRASDIET

CDISC SDTM Implementation Guide (Version 3.2) +

e

 LIZC®HIZ:
35 1 Introduction.
36 =1.1.HBY:

37 1.1 Purpose-

38  AFFEL. CDISC v MEEFEMAZFEENTER E T L SDIMELE 4 F (SDIMIG) D/3—2' 5
39 Ry —SAERE Ly~ P L) OHEET - 48R (SDS) F- Al XV ERE

4

=

B EDHHISRICFE S WA EROEFRMRRERT — 4 v FOREL BE. B&

41 [HWiCERT 5, ¢

42 This document comprises the CDISC Version 3.2 (V3.2) Study Data Tabulation Model Implen
43 Submissions Data Standards (SDS) team of the Clinical Data Interchange Standards Consortiu
44 and format of standard clinical trial tabulation datasets submitted to a regulatory authority such
45 the Study Data Tabulation Model Implementation Guide for Human Clinical Trials (SDTMIG)

46
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50 The SDTMIG should be used in close concert with the current version of the CDISC Study Daf
51 the general conceptual model for representing clinical study data that is submitted to regulatory
52 domain models, assumptions, business rules, and examples for preparing standard tabulation d:
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Instructions for Reviewers B

Wiki and JIRA use the same credentials, Reqgister and/or Log in WIKI and in JIRA before starting. Download SDTMIG[p v3 § section1-4 docx am
review.

If you have no comments after review:

1. Click 'Like" at the bottom of the page. This will help us determine who has reviewed the documents.

To add comments from within JIRA:

Lrya—at

1. Go to the Japanese Translation project in JIRA at: hiips://jira_cdisc.org/projects/JPN/issues/ (Please note, JIRA ma o N .
your Wiki log-in) ~ ItJEZ]D 77— ;i:‘

2. Click on the "Create" button in the top menu to bring up the Create Issue form. 0) Eaﬁ

3. Choose the Japanese Translation Project.

4. Choose the appropriate issue type - "Review Comments”.

5. Fill out the form.

a. Provide a short summary of your comment in the "Summary™ field.

b. Choose the relevant document from the list in the "Component(s)" field.

c. Enter the Line Number the comment refers to.

d. Enter your comment, and any additional, details in the "Description™. To help the t address your commeny properly, be thoroug
6. Click the "Create" button in the bottom right corner of the form to submit.

“

Public Review Documents
SDTMIGjp_v3.2_section1-4_docx : : ':J I RA’\O) U ?/775‘5 L) ij- o
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Welcome to Issue Tracker (JIRA)

You must log in to access this page.

i If you think this message is wrong, please contact your JIRA
administrators.

4 N

Usemame | Username &
Password Password lj:W|k|

[[] Remember my login on this computer & |E_| C-—G-d_

Not a member? Sign up for an account. \ J
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