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CDISC Coordinating Committees

CDISC Coordinating Committees (3Cs) support global CDISC initiatives within specific regions of the world and to provide regional feedback to the central CDISC
organization. They differ from User Groups in that they are sanctioned directly by the CDISC Board of Directors and CDISC Executive Operations. The primary 3C activities
are defined in collaboration with CDISC Executive Operations; these activities receive support from CDISC Operations and require effective communications between the
two groups.

CDISC 3Cs represent the CDISC organization around the globe, and help to strengthen relationships with international and local entities as well as organizations in their
respective regions. The primary aim is to promote the value of CDISC and its vision and mission. One of the essential responsibilities of the 3Cs is to organize and promote
CDISC annual Interchanges in their regions.

Information on the current active CDISC Coordinating Committees can be viewed through the following links:

& Asia-Pacific CDISC Coordinating Committee (AP3C)
¢ Chinese CDISC Coordinating Committee (C3C)

® European CDISC Coordinating Committee (E3C)

s Japanese CDISC Coordinating Committee (J3C)
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CDISC Japan Events

©2005 CDISC Japan Interchange F—[[
6 A8-10H (Main Conference: 6 510H)

©2006 CDISC Japan Interchange /5]
7H811-13H (Main Conference: 7H13H)

©2007 CDISC Japan Interchange F=[[
5H14-16H (Main Conference: 5H16H)

©2008 CDISC Japan Interchange Fogfa]
6 A3-6H (Main Conference: 6 H5-6H)

©2009 CDISC Japan Interchange FhL
7H14-178 (Main Conference: 7H16-17H)

2010 CDISC Japan Interchange FovE
7 A20-23H (Main Conference: 7H20-21H)

©2011 CDISC Japan Training Courses (HLE)
11H14-16H (LDC Workshop & SDTM)

©2012 CDISC Japan Interchange FLthE
7 B10-13H (Main Conference: 7H12-13H)

©2013 CDISC Japan Interchange F/\ =
12H3-6H (Main Conference: 12A5-6H)

©2014 CDISC Japan Training Courses
5819-218 (CDASH & SDTM)

©2014 CDISC Japan/AP Interchange FE

7H28H-8A1H (Main Conference: 7TH31H-8A1H)
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g2k K4 FEEBRUVOEE

FhTI7F FiE FiE University Hospital Medical Information Network(UMIN)
Center
(J3C Vice Chair)

FHTSF7 KBZE PA BILKZERE FERNRER L S— BT

FHATSF EiE S E Rk SRRt i— BRME s —
BAEEEWESNE

FATEF7 0O EF FEKRFERER EERFER - EEH EEMTES
B BT k RAKRZERIE BRERT —4224—K

FATE7 BH EA EAZFEZNHERR ERIERE 5T 3 BN
RXEEVI—R

CRO ,1’|_1,EE| *@-H_’J, Manager, Data Management Department,
Data Science Division, Development Business,
Headquarters, T —E—IZ XK =%t

CRO = N Executive Officer, Vice President, BTO Division Il & Drug
Discovery Information Department Director, M =stcac
a7

CRO 1‘_’&% E Business Development Dept., East Japan, Business
Development Div., SV A =%t
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Japan CDISC

45 K4 FEE@BRUVOEE

& 2 RIE EA Group Manager
Clinical System and Process management Group
Clinical Operation Dept., P/ R E# K &1L

45_'21?42 EfR %ﬁf{ Senior Manager, Clinical Data Integration and Operations,
Biometrics and Data Management, 7741 F—#k X =%t
(J3C Chair)

WE TE & BSAE F—AY(IURE Bk, KO AT REE
X =1t

il 55 = = Manager, Biostatistics & Data Management Dept.,
Clinical Development Div., B AT E#H X =+t

H—EX70 &4 &8 Senior Manager, LIFE SCIENCE SOLUTIONS DIVISION

/] Q,f';(“ IVIANUFAC:I'URING & DISTRIBUTION INDUSTRY SYSTEM
B.U, B L@ =4

H—EX7O g ZF Lead Product Manager, Product Management, ATAT—

INAH F-))a—ar ABA R
(J3C Vice Chair)

FHE| L 5 Tk KR AR YA (EYHETIES)
HITBUEAN ERXRREREFREHE

(BOD) H;R {85 Bt RMITRE 70— /N\ILHAERAEAETER, Mspk
A&t
(Member of CDISC Board of Directors)
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Interchange Program
REg, M, TE Rk i, L0, EmE =R

CDISCA B2 —F x> /Workshop XL — 3>
B, R, FE, =R (i, BE(IZEL)

No—=2T /AR NSO E3— B
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(Chair)
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Japan Interchange (7049 5 L)
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2017 CDISC Japan Interchange 7 045 5 L

2017 CDISC Japan Interchange

“Innovation through CDISC Standards to
Advance Medical Breakthroughs”

14-15 June 2017
University of Tokyo
Ito International Research Center
Tokyo, Japan
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2017 CDISC Japan InterchangeZ7’ 0% 5L

KEYNOTE SPEAKER

Takashi Moritoyo, M.D., Ph.D.

Projeot Profeszor & Dreotor, Department of Clinioal Rerearch
Govemanoe, The Univerity of Tokyo Fospital; Secretary General,
National University Hespital Clinical Researoh Promofion Inificfive

Cr. Nordoyo i Project Profezzor & Direciorof the Deparimert of Clinica
Rezecrch Governance, the Univerity of Tokyo Hospital @z wal oz Expert
Advizoe, Office of New Drug 1, Pharmocevticals and Medical Devices Agency.
He received hz M.D. and Ph.D. from the Foculty of Medicire, Xogozhima
Uriversity, and shudied oz o Pozidochoral Azzociale in the Department of
Microbiclogy, Universty of Minnezoda for free year. He wa on Aszociate
Profezzor ond the Deputy Heod of the Clinical Theropeutic Research Center,
Enime University Hozpial from 2003 fo 2010, He then became Deputy Review
Director of the Office o Mew Drug Il and K, PMDA, from 201) to 2012. He wes
Project Aszociate Profescr, Unit for Eorly and Explorctory Cinical Dew

and Head of the Pha.e 1 urlchhe Uriversity ofTokyoHo:;i.‘ul from2012 o

Moriboyo bacome Secrstary General ot the Notional Univesity Ho:p*)cl
Cinical Rezecrch Promotion Infictive. He z o prncipal invesigator of o project
termed " Regdaﬁy;memhonﬁmpem creq handards for

the development of crugz in Japan,” zupoorted by the Jopan Agency for
Medcal Research and Development.

REGULATORY & CDISC SPEAKERS
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WEDNESDAY 14 JUNE

0900 - 10:00 EXHIBMIOH BOOTH SET-UP Callery |
10:00 - 20000 EXHIBMIOH CPER Golary |
106230 - 17:00 CONFEREMCE REGISTRATION o Hall Foywe:

Session Chair: Takoko Mozol, 135 Vioe-Chair

Opening Remarks L Irroducing David Bobbi#t, COISC President and CEO
Hidefoshi Misowa, J3C Chair, ond Dovid Bobbitt, COISC President and CEO

hon T B A Sandards lor ha

COIEC Standords bn 2017 and Forword
Rhonda Facile, COEC VP, Stondords Development; D, Cione Wold, COHEC 3. Director.
Standards Devslopment and Modeing

10:30 - 11:00 COFFEE BREAK Gallary |
Sessiors Chair: Koff womoto, F3C

Dr. Louren Bacnel, COEC VP, Srobtegy and Innovafion

Updabe on COEC Educafion in Japan
K#t Howsard, CDISC Dirsctor, Educafion

CDASH and 3DTH: Why Do We Need Bobh Stondards?
E# Hosssard, COISC Dieector, Educafion

Cument Satus of Bechonic Data Submission in FMDA
Dor. Yuld Arcio, PRADA

Experiences Recelving and Using Blecironic Data in PMDA
Chicoleo khige, PMDA

of Therapeutic Area Sfondards In Japan
Hinoshi Salcoguchi, PVDA
GL A with PMD A Represenbotives

Japan CDISC
Coordinating Committee
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1505 - 15:25 COFFEE BREAK Gollary |

Session Chor- Yoshinon Fuimum, 135
Eeports on fhe Applicotion of the CDISC Standards in NHO Nogoyo Medical Center
Dr. Toshild Soito, Mational Hospital Crganizotion, Hogoya Medical Cender
The Experence of PMDA Flof Project for Milkkafion of Bechronlc Dato bn an Acodemic
Seffing
Dr. Tokuhiro Yomaoguchi, Toholw Liniversity
Signifcance and Problem of the CDISC Introduction in Acodemic Research CGrgankzafion
Shizvko Talohom, Konozowa University

Defne2Validate « &n Implementotion of Dohiset. XML Validotor with &
D Mazcfurri Okada, Uriversty Hospital Medical inforraSion et (UAIE] Canber

Cument $totus Update on fhe WHODRg B3/C3 Formats and CSDISC S0TM Compllance
Darmon Fohirmi, Uppsala Monitoing Centre

Intro-ducing Matodata Reposthory Implemantation Prociices

Kunihito Ebi, Fuftse

Good Data Valdation Practice

Serghy Srcherioo, Pinnacle 21

hnclogy

E
5
{

Tec

g
7]
;
Y]
H
=

1800 - 2000 HETWORKING RECEPTION Gollary |

THURSDAY 15 JUNE

1000 - 14:00 ECHIBMICH CPE Giallary |

0830 - 1200 COMFEREMCE REGISTRATION o Hall Foyur

D, Roirn Friormearting, FOA-CDER

QLA with FDA, PMDA and CDISC Representatives

10:£5 - 11:05 COFFEE BREAK Gallary |

Japan CDISC
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Experences in Bectonic Sudy Gota Submibssion
Toxurna Odo, Jorszen Pharmaceuticak

Expedence and Cholenges in Smult Bectranks Data Submisslon fo BMADA and FDA
Miarywrmi Kominarmi, Hovarfis

Lessons Learmed from e-Data Submission

Hisoshi Haneji, Sanofi

Session Chair: Tolwshino Tamoguohi, 135

Update from fhe CDGC lopon User Group (CIUG)
Eczuhire lenaka, UG

JPWAA Resutts Surmmary
Haocdo fwvap, JARLE, JAC

wliota Submisslon from Japan CRO's Parspechve
Yuya lkeda, JCROA, 3T

Cmeation of Trial Summanry Domaln Dabo of 50TM bosed on ClinicolTrals.gov Data In XML

Challenges In Creafing Jaf Trandafion of COSC ADaM 1G v1.0 In Adherence bo
CREC Operoting Procedure 007

Yumilto Asomi, Doiichi 3ankoyo, CIUG ADobd Teom; Hisoe Wotonobe, Cno Pharmoceutioal,
TG ADM Team; Kota Ona, Hokkoido Urivarsity, CIUG ADol Teom: Massioka 3ono,
Chiba Irstihube of Tachnology, CIUG ADchd Teom

1500 - 1.5:30 CIOFEE BREAK Gollary |

Session Chor: Yoshiterw Chiba, 15T Vioe-Char

How to Increase fhe Hiclency of Preparing ClinicalTdals. pow
Annie ¥u, PAREXEL Inkernafional

& Chollenge for COUC Implementation - COISC Data Recdiness for Mulliple Regulatory
Submisslons

Wiho Hoshio, GloxoEmithline

Special LA with FMDA ond CDISC

Tl - 1845 CLOGING REMARKE

Japan CDISC
Coordinating Committee

J3C
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BAR., BIC7HTIT7ICHEITATAStandardsDF|AE{RET 5=, [
Therapeutic Area Workshop | DBEMCDISCREBM LIRESIN TS,
20176 A 138 (X) [TFEERRAR—ILICTHIE

JEEIOD B ’Y

TA StandardsDF| A Z B HET 5=, BFIZCTHATITDARERZRIZTA
StandardsIZxt 9 SR ZF XD LHT-ODE=ZEHEL 1=,
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SHARE Workshop

AL A D N— (1RE])
=R, FE

FEOER

Lauren Becnel (VP of Biomedical Informatics & Alliances) HN > D{KEE

Over the past year, CDISC SHARE (Shared Health and Research Electronic library
metadata repository) team has made many exciting achievements that deliver
value to the research community, the latest of which is the API (Application
Programming Interface) release.

EEID B’

To share these updates and the business value of SHARE

*Details: 4-6 hour workshop that combines formal instruction with hands-on exercises
using SHARE Exports and the SHARE API

Logistical Needs: Classroom with electrical plugs for students, who should bring their own
laptops.

*Value: Attendees will learn how to access, assess, and utilize electronic versions of SHARE
standards to implement them in their databases, perform impact analyses, create case
report forms, etc.

Japan CDISC

» Coordinating Committee J3C Internal Use 28
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SHARE Workshop
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HEF : 6/13 (X) 9:00-12:30
AT FER—J)L@EX
MBMESMAE : 20~35A
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10A

128

114

1

SDTM (3/28-29)

CDASH (3/23)
Define (3/25)
ADaM (3/23)

1

SDTM (5/30-31)

CDASH (6/1)
Define (5/31)
ADaM P (5/30)

L}

SDTM (9/12-13)

CDASH (9/14)
Define (9/15)
ADaM P (9/15)

1

SDTM (12/5-6)
CDASH (12/7)

Define (12/8)
ADaM P (12/8)

ODM (3/24) ADaM T (5/31) ADaM T (9/16) ADaM T (12/9)
ODM (5/30) ODM (12/7)
CT (6/1)
20174
1H 2R 3H 4 A 5H 6 A 7R 8H 9A | 10A | 11H | 124

‘ Coordinating Committee
J3C

1

SDTM (3/13-14)

CDASH (3/15)
Define (3/15)
ADaM P (3/16)

ADaM T (3/17)

Japan CDISC

L}

SDTM (6/8-9)
CDASH (6/5)

Define (6/6)
ADaM P (6/6)

ADaM T (6/7)

L}

SDTM (9/11-12)

CDASH (9/13)
Define (9/13)

ADaM T(9/15)

L}

SDTM (12/4-5)

CDASH (12/6)
Define (12/6)
ADaM P (12/7)

ADaM T (12/8)
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SDTM Clinical
Products

Good CDASH Products
Luck!!
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SDTM v1.4BAREEhR. ADaM IG v1.0H ARFERR L [ZCDISCAER M Authorization Z % TCDISC
Home PagelZ T A RFH
SDTM IGV3.2DFTAD /Ny FD/NT ) w4 L) 12—k

SEOFTE
KESHFE TITSDIMIGV32DE/NYFDINT Y vy L) a—%IERER

- CDASHIGV2.0BIERO—FT s r*—2 3y (eg ETEZE/ERYR—EZEHF) (CDASHIG V2.0H 5
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- Controlled Terminology e-Learning 8IZROD a3 —F 4 *— 3> WEIZKHLT)

- TABZEDFIRRO—T 32— 3y (ABRIXSEZEED

SHOBE - HEHE

Translation Project PlanM{E A% & & U'Public ReviewE i £ D EIRE s D4EFE L 2R (FIERICEE9
SHIEHMEER. 31 L5M4 VEESE)
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Contribution to COPOO0O7-Translation

CDISC Operational Procedure CDISC-COP ¥ (37T [ T=igge 38 Seee . .
“ B o FSORRFaAVMIH
LTIBCLY ML

“1.2 Scope.

This. COP applies to a group, a team of
woluntesrs, or an organizstion that intends
to translste the COISC standards and
relsted documentation for public sccess.”.,

a4 = M2]: First of all, the

| Ea—aA RERH,
* Further discussion
followed between
Rhonda, Andrea and
J3C in September

« JBCLYDIFEALED

*44 Purposd.
As CDISC awareness increases globally at a rapid pace, it has become apparent that

there is a need for COISC Operations to assist interested parfies 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 translation process for CDISC standards ;Bquirl\:;l_'lem nfora'l: oraagei!amn_r;;dheTah
. i : +| translstin 5 hoois 5 . The
and related documentation, which constitute CDISC Intellectual Property, to ensure that ; muimmgnf:iniludﬁ e

a single authorized product results. to qualified translators with appropriate

a knowledge, QC process to ensure
! | accuracy of the translation. .. 1
NEEF M3 It would be 3 good idea to
=3dd “public review” process so that we can

o || expect comments from wider users/or
o Translatons of COISC standards may be conducted by a COISC User Group, a . mhF:fexFens_Jx could coordinats the

team of volunteers, a volunteer organization such as a research insfitute or other 1 | public review process..,
a

"2 CDISC Translation Process. ;

appropriate organization (*translating party™)...
o -' ! | 3k M4]: | suggest adding a bullst
o [franslafions| of CDISC standards_and related materials should be coordinated ;| ; | puintto mention GG process to this COP ~ N =74
with the CDISC Coordinating Committee (3C) in the region or country wherethe  » o 707 Sxamp=. . } I\ b CO P % H'Ji
translation was developed and CDISC Operations Leadership. Should no 3¢ ) ;T;;E:}:gmf:::ig:ﬂg:fy : ‘/ EX":
exist in the region or country where the document was developed, CDISC || guality of the translation. The method w7
Operations should be contacted directy, at communications@edisc.org. ™ {1 | includes butis not limited to pear revis— ' 1: % é*LT"
translating party should communicate ther intent to the 3C to ensure * ‘! [3 A= 5] We must clarfy what is -~
is no duplication of efforts.. " || expected for JAC and CDISC Operations
; | Gves not bekve e R s ey
o At any point durng the translation process, the trans' == )
contact CDISC experts with questions. These o to .:JI 5 mﬁ;fgggﬁ;;ﬂ;g:igﬁﬁﬂgj;?
communications@cdisc.org to identfy whi- alable to i ,'f J3G imagines that what J2C or GDISC —
respond and to ensure that a response’ o o i 3 2 F [ME]: It sounds like 3 good idea
'r | to form a“review team”. But thers is no
o [pnegthe 3C or CDISC Oper -.ed standard or document,” ;| incentive o the review team, i may be
there ‘wil be a p0-d= and necessary fesdback. ' "l:?a“?jic for the review team to keep
motvation. .

w1ges 5hDIJ|I:| be made and, following '
! o] 3z M7 J3Cs responsibility shoud

Should there be ~*
.ent, another 30-day timeframe may be |
not be checking each translation but J3C

<izatiop.
«ndow before making a final recommendation. Depending upon the number u:nf

re-submissics
requirs: .am the 3C and/or COISC Dperations Je
q I pp } --------- - should make sure that built-in guality
! . is in place in the translati
.ae final draft of the translated document to either the :‘;‘:’;ﬂ;_‘np =N e rEnsEten
1y authority t_hat has agreed to assist with Ih!s process, or 225 I MB]. & What & the position of
werations, who will make a final recommendation regarding the tramnslated version™ J3C believe that a
The regulatory authority and COISC Operations have a 30-60 day translation will ot be perfect amyway and
J3C is guessing that we nesd a kind of

disclzimer like “The Japaness version is

provided for reference purposes only. In

reviewers involved, this window may include an open public review period. .,

Japan CDISC

Coordinating Committee
J3C
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SDTM/SDTM IGEIERa—T 1 r—3>

@ cDIsC
SDTM v1 4 CDISC Standards/Materials JPN
SDTM IG v3.2 Translation Project Plan (Final) Version 1.0

1 Purpose & Scope
The purpose of this document is to describe a plan for the tr-

mentioned below which intend to translate a CDISC stan”? O(\g G

in accordance with CDISC-COP-007 CDISC Trar-" d )?) ctober
2015). 6\,\ 20

The scope of this document in-’ \\6‘0 030 _arties, the object of
translation, quality contrs’ & Q .2z, publication, funding and
timelines. A detail=’ Q\G e( s  -oiated material (e g style, layout) is

out of the =~
e* \
] \ \h@
e go\ia parties in this plan will be the National Hospital Organization
&6 ” Medical Center, the Translational Research Informatics Center

J'oundation for Biomedical Research and Innovation) and the CDISC Japan User

Ge(\ w11l be documented separately.

Group SDTM Team (hereinafter called “Translation Parties”).

Japan CDISC

'l Coordinating Committee J3C Internal Use

J3C
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HAZRAEXSDTM v1.4 & ADaM IG v1.0

. C D I SC Strength Through Collaboration Subscribe

About ~ Standards Partnerships Resources ~ News Education ~ Events ~ Membership ~

HOME / STANDARDS / FOUNDATIONAL /| STANDARDS TRANSLATED TO JAPANESE

Standards Translated to Japanese

SDTM v1.4 & ADaMIG v1.0 " EAGE (CEIERENE Ui, CDISC [FEIEREZE T T IES > AhaEEET > Y —. HAD
CDISCL— Y —J)L—TF (QUG)B LU Fin EEREEAE EBARARERE Y-  (CAZRS UL TEDET. cnbm
ME(dcor-o07(C IBSF UTRR ENE L TC.

CDISC is pleased to announce SDTM 1.4 and ADaMIG 1.0 have been translated to Japanese. We are very grateful to the Nagoya
Medical Center, CDISC Japanese User Group (CJUG), and Translational Research Institute (TRI) for their assistance in providing
the translations. These documents were created in compliance with

COPOO7IZHI>T=#18T

DFERR X CDISCE
SDTMv1.4_JPN_v1.0.pdf ﬁ{iﬁ%

ADaMIG v1.0_JPN_v1.0.pdf

Japan CDISC
Coordinating Committee

J3C
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CDISC Version (Translator [Note

Standards

SDTM 3.2 NMC* NMC and CJUG SDTM Team have agreed that
Implementation the SDTM Team preform peer review. A translation
Guide project plan agreed among the parties.

ADaM 2.1 NMC* NMC and CJUG ADaM Team have agreed that the

ADaM Team preform peer review. A translation
project plan to be created.

CDASH 2.0 TRI** TRI and CJUG CDASH Team have agreed that
Implementation CJUG CDASH Team preform peer review.
Guide

*NMC:EiRlEHE o EEEL2—
“TRI: ERRAE R 2—

Just examples to show excellent collaboration being developed
among research organizations and CJUG Teams.

42
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Revision History

© DisC

CDISC Operational Procedure CDISC-COP-007
CDISC Translations

Date Revision | Description Author
July 2015 0.1 Initial Draft Andrea Vadakin and
Rebecca Kush
September 2015 0.2 Comments from 3Cs Andrea Vadakin

o Following internal review, the translated document will be posted to the CDISC

website for an open, 30-day|public review |peri0d, to be coordinated by the local

3C.

o The 3C will submit the final draft of the translated document to either the regional
regulatory authority that has agreed to assist with this process, or CDISC
Operations, who will make a final recommendation regarding authorization. The
regulatory authority and CDISC Operations have a 30-60 day window before
making a final recommendation. Depending upon the number of reviewers

involved, this window may include an open

public review

pberiod.

EROARDERCHEILSINT-/NTYyILEa—TAEX
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AREERRSDTM IG 3.2

CDISC SDTM Implementation Guide (Version 3.2) +

e

30 1L IXCHIT:

35 1 Introduction.
36 =1.1.HBY:

37 1.1 Purpose-

38 AELd. cDISC kb MERFRIIFEENIR L T4 SDIMEEH 4 | (SDIMIG) D/ — 7

39 W7 AZEEEDL V-7 L) OHET - ZEE (SDS) F- ALV ERE R
40 e EDORHIZEICHE S WA BEEOEFIFAERLZT — 48 v FPOREL BE, B
41 [HFCERT 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

47  SDTMIGE, CDISCESET — 4FLT T 7L (SDTM) DEF/ S —17 5 . (http:/wwv
48  SZRICHBEINAEERMET - 2R T 520 O—llbZT 7 U0 SDTM 12508
49  SDIMIZED{EROEREH T~ s v FEERT 2720 OEBER F AL BT
50 The SDTMIG should be used in close concert with the current version of the CDISC Study Dat
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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Issue Tracker (JIRA) ~D A% A > &Webinar

Welcome to Issue Tracker (JIRA)

You must log in to access this page.

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

Username ||

Password
[[] Remember my login on this computer

Not a member? Sign up for an account.

Log In | Can't access your account?

CDISC Webinar Organizer (cdiscwebinar@cdisc.org) Mo RDITE F—D /R AR &
LTHFEFSNTOET .

CDISC Public Webinar - Japanese SDMIG v 3.2 Public Review and
JIRA Demonstration

N Japan CDISC
& B Coordinating Committee 2

J3C
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= CDISC 2017 Interchange
- B - 77X M50 FEERR FFTEEARICTA—ILEIE
« CDISChL—=2% (GAEREE)
- TTOUAXER. FEFEEIRIZCTA—ILEIE
- TRI BARZEFREF DO
» TRIDEEIZVERL L F-EH Z#CDISCA REWebIZ TABRFE
- TFHFOURAXEHERK. TRUIZTZFH A X EFEDRIKEET

SEDFE
- TRIBAGEFREMN DB
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J3CHARFEWEB~R—

= @ coiscwiki spaces Browse

JICHhoDERALE

* New Website using
WIKI

KA HAE~—3(d. J3C (Japan CDISC Coordinating Committee) (. BiEiRa 188 THYET.|| @ j: 7 t Z*E 1T_|- lq_- ‘ : J:

*AEEARNTITHRB3CDISCIIRET 31~ M. AARSEOERE AL TSYET,
JiIc=2—Xx

AN LT ER

LJ3CIZKB2A L

)73 F
©23-29 Mar 2016- - - CDISC/AT L —=1-%7 (SDTM. ADaM, CDASH, ODM. XML (Define)) ) d‘ E\

ST LIAH AER IESE B, (http://edisc.org/public-training-tokyo-japan)
FARTHFETON —ZFEFELTHYET,

* CIUGRLEYDIET

@ PUBLIC / J3C WEBPage

bt =41 I
. J3C/CIUG R J3C/CJUGERLE #i
{ERE#E Yuya lkeda, FR#5ZEFE H1 06, 2016

@CJUG (CDISC

* J3C. HBHLILCIUGTIERELI BRI IEL TLEET, I RS,
CJUGHBT—] Pr

CJUGEHR A (H#FE & &) TERREF

201450 =530 E 2014 {62 CJUG Workshop T 2 2 E 2014
e 3
Helthcare Linkd» fi2 3%

Presentation Slide of 2014 CJUG Workshop
Introduction of CDISC SHARE

Japan CDISC

Coordinating Committee
J3C

PUBLIC / J3C WEBPage

What CJUG

{ERiE Yuya lkeda, 2325 % 08 28, 2015

CJUG (CDISC Japan User Group)

CDISCaA—H—Fo b2 =23, 7AUD. I—08 FUPRETENENGE IS THLEHE
TY.

CJUG (CDISC Japan User Group) (3. BEDCDISCL — H— % wrD—47TaH Y, 2002210 %
TEnELE,

BHEZE, BFES1E CRO. PAFZF ITRUHE -Gl @A - ECDISCEED T —F+20 75
I —=TFICFENL.

BETOCDISCE EQERAEBITEHLTEY,
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HARGZFETODEAA—ILDOFEST

BEGRHE FAL

€ DisC

[2017 CDISC Japan Interchange] @ ZZWN (5 ")

o ZLDFNYRILFBLI-A—ILDEE
(15l ; BLEEYR CIUG, THTIT7HEH,
CROs)

2017 5 HiEH

Fex
W % T
2017 CDISC Jap
FESE 10 A XV B

BB EIRB 7 — 4 1]

¢ cDisC

BALRAE AL
[2017TTAYV—2 v av /) OZFEN (E IR
Japan CDISC Coordinating Committee

EARRERIEHEZS ik
BETFETETIREROIELEBECH L ETFET,
2% . 2017 CDISC Japan Interchange Conference (Z5E37 & | 5 SR GE R 57— ~ f2 i (TA
Therapeutic Area Standards) (ZRT 27V —2 v a v 7 ZBET HERE 720 F LT,
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J3C-CJUGE—TFT4a4F

 J3C&CIUG(CDISC Japan User Group)&EMD = —
T4 E&3NATEIZHE
s ALY AR—bk
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2017 TA Workshop Z7A45 L (1)

Presentation Title Speaker Title & Organization
Therapeutic Area Standards Update Ms. Rhonda |CDISC
Facile
Dr. Diane
Wold
AMED®DCDISCE KIZMIFT1-ERYiHA =H Z#E |[EiittRREFREAN BRAERVIZRRFER

B ERERUE-SBREAREXRMT Mk

BlEARBESR TOREBEBIZEDHAICHT BF EE EREERRFEFHMERE BlE- RN @
HRE NE #Hix

HARRGFET —FHNBRETr—<vb e —& BEEEMKE ARFETHE E6
(SEAMAT) DA FEME

EEFHRVOATLEZERIEEDGAP - Ay e  |[EiAffR:mmEto4— BIRHBEREE
CDISC, SS-MIX2 & BEtE4EFR& (SEAMAT: Rt A—HEtETER

Standard Export datA forMAT) DEIL{EIR

SRR S —TOEABORES -

BEEN) O FIZE T HERKR T —F 2L =7 #tH JRBREXRFR EFMER NE=FE

B ERERRETF HUR

BERDTHTITZHoDREZDZTOEDRE

N Japan CDISC
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2017 TA Workshop 7

75 15(2)

Presentation Title Speaker Title & Organization
PMDAIZHITATAZEFRAICEETIMUMA RO RE  MITBEEAERRERERLOHEE

REKEEFHEE

CDISCREDTHTITIZHEITAMIELFI ARG FERE HEi+

EimbetdtE 2t EREREVS—
fRERMIREELS— BEERMAENRE

TAREDFRICHTORELRE - BRKRY A4 EA+  FINXFEFIHMERRE ERGFHMER
RELVERFBRDILZENG - 2% R BRAAEEEVI—K
TAREDHAITHTHIRELRE - BRAR LA #HFr RIEKRFRFR EFRRE-EFE

RDTHAVESUMEETEDERNL -

EFREEDEH BUR K RALKFRE
FRREER T —3t 54—k

*ENEIBC A /N —

KARVIFMEICERLTIICTHTET A N—DELWNE#
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2017 JPN Interchange TD 7 ATI7 vy 3>

Session Chair: Yoshinori Fujimura, J3C

Reports on the Application of the CDISC Standards in NHO Nagoya Medical Center
Dr. Toshiki Saito, National Hospital Organization, Nagoya Medical Center

Experiences from the PMDA Pilot Project for Utilization of Electronic Data in an Academic
Setting
Dr. Takuhiro Yamaguchi, Tohoku University

Session 4:

Technology

TBD
Dr. Shizuko Takahara, Innovative Clinical Research Center, Kanazawa University

Define2Validate - An Implementation of Dataset-XML Validator with R
Dr. Masafumi Okada, University Hospital Medical Information Network (UMIN) Center

Current Status Update on the WHODrug B3/C3 Formats and CDISC SDTM Compliance
Damon Fahimi, Uppsala Monitoring Cenftre
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Infroducing Metadata Repository Implementation Practices
Kunihito Ebi, Fujitsu
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Good Validation Practice
Sergiy Sirichenko, Pinnacle 21
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AMED®FZE [ZBE9 5I3CD 17 3

NEMERAHKZEES
—  SS-MIXFe KX TIEE L SN =2 EIBEHRDCDISCEEEADEHLIZET HHE
BiZ

- BAROEFE#HBFICEVTIRASINTULSSS-MIXEX TIEELSNE-EFHILTOZERFRE
COISCEREMAANEMT HLICEY . EF AT VLR RIEHRZAMIERLERKRZE DX
PEZEAZDHFHOEHONRILLIZET AODFERDOELZBIELEY

ROLNBHE
— SS-MIXIZ#ER X FCDISCIZER K TR A= D HEH/DIEIL ., TRY—ILEDBE - N\ F
EIREH

— PMDAMHEESD HCDISCIREEZERLFERRHABRDEFT— i DA R U CDISCIZH 115
BEEIEDODRETREZHEFEA LD THSIE, £=. PMDAKRI3C (Japan CDISC Coordinating
Committee) EZ ZFHREBL DD, KECDISCOBEETAD /ML EETHTE,

— B, TRED2RICERAT OIMRARRELZEBLEMITEFEIRLES,

SS-MIXIEZER R ZCDISCIRERRICEM T L= DA ERDIEILZBEIETHAR
CDISCAZHEZBAL TS AL EELTERET S E
IR R
— TSS-MIXFe K TRREIL SN -2 EIBEEMDCDISCIEEAND L HRIZFEHI HHH ]
HRAXZEZEMERE AR 55h #Hig (ER28EE~FRB0EE)
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