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n Welcome and Opening Remarks ,
Prof. Makoto Suematsu Japan Agency for Medical Research and Development (AMED)

n Toward Standardization and Harmonization
Chair: Prof. Yoichi Nakanishi Japan ARD Courcll Kyushy Universty

Keynote Lecture: Standardization and Harmonization of study data, protocol and Heakhcare Link by CDISC
Dr Rebecca Kush Clrical Data Interchange Standads Canserthum ([COISC)

Strategy for Global Cinical Trials: US - NCATS=NIH initiatives for Standardization
Dr, Monica Shah Natona] Conter for Acvarcing Translational Sclences (NCATS)

Harvard Multi-Regional Clinice] Trials (MRCT) Center initiative and perspective
Prof. Barbara Blerer 1ubi-Regiona Clinical Trisks [MRCT) Cerver of Harvaro and the Brigham and Women's Hosptd

Strategy for Global Cinical Trials: Europe, ECRIN -Standardization by ECRIN Data Center Certification
Prof. Jacques Demotes European Clnical Ressarch Ifrastruchure Netwark [ECRIN-ERIC)

IMMQM Discussion
rategy for Global Clinical Trials: Asia = For Asia ARO Network
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Taiwan-Japan ARO Workshop in May 2017
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Alzheimer’s Dyslipidemia CV Imaging
Asthma Traumatic Brain Injury Colorectal Cancer
Pain Parkinson’s Disease Nutritional Standards

_ Chronic Obstructive Coronary Artery Disease (TCM)
Tuberculosis .

Pulmonary Disease Acupuncture (TCM)
Virology Breast Cancer* Duchenne Muscular Dystrophy
Polycystic Kidney Disease Rheumatoid Arthritis PTSD
Multiple Sclerosis Therapeutic Diabetic Kidney Disease Lung Cancer
Diabetes Major Depressive Disorder Huntington's disease*
Cardiovascular Studies Kidney Transplant TM: Traditional Chinese Medicine
QT Studies Ebola
Influenza Malaria
Chronic Hepatitis C Prostate Cancer
Schizophrenia Vaccine
Red: Reviewed by Academia, Industries and PMDA * Reviewed by only Academia

Blue: Plan to review by stakeholders above
Gray :Decided not to review considering medical environment in Japan
Black: Developed by CDISC before this framework started
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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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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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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
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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
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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 |
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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
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REBEMEERIIRE (TA) Workshop

LA — (1FF)
AUN—FEZ2E, BH, LO., Bk, *FE. =R

EFEDER
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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Define (3/25)
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Define (5/31)
ADaM P (5/30)
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1

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

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

N Japan CDISC
& J Coordinating Committee

J3C
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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:

=

Japan CDISC

Coordinating Committee
‘ J3C
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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
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= @ 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:
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)73 F
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Presentation Slide of 2014 CJUG Workshop
Introduction of CDISC SHARE
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What CJUG

{ERiE Yuya lkeda, 2325 % 08 28, 2015

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

Standard Export datA forMAT) DEIL{EIR
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Presentation Title Speaker Title & Organization
PMDAIZHITATAZEFRAICEETIMUMA RO RE  MITBEEAERRERERLOHEE

REKEEFHEE

CDISCREDTHTITIZHEITAMIELFI ARG FERE HEi+

EimbetdtE 2t EREREVS—
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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

g
=
G

)

E
¥

<
S
4
c
G
a
o

q
5

=

D

.§.

=)

Good Validation Practice
Sergiy Sirichenko, Pinnacle 21
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The use of electronic Health Records in Clinical Research

- The value of CDISC Standers

The University of Applied Science FH Joanneum

Jozef Aerts
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The use of electronic Health Records in
Clinical Research -

The value of CDISC Standards

FH-Prof. Dr. Jozef Aerts

University of Applied Sciences FH Joanneum
Graz, Austria




FH | JOANNEUM

Who is Jozef Aerts?

CDISC volunteer since 2001

Contributed to several CDISC standards
— ODM, Define-XML, SDM-XML, CTR-XML, ...

Professor in Medical Informatics since 2012
in Graz, Austria N L R

Jozef Aerts | | Japan 201’ ?



FH | JOANNEUM
Who is Jozef Aerts?

Owner and CEO of XML4Pharma

A consultancy and software company specializing in
the implementation of CDISC standards

— With emphasis on XML technologies

Jozef Aerts | | Japan 2017 3



I APPLIED COMPUTER SCIENCES FH ‘JOANNEUM

E-Health - o
University of Applied Sciences

CDISC

= Clinical Data Interchange Standards Consortium

= Consortium structure: >420 members (Japan: >100)
— Pharma companies
— CROs
— Software vendors
— Academic institutions
— Consultants
— Laboratories

Members by Industry

= Volunteer organization
— Consensus organization

Jozef Ae

https://www.cdisc.org/membership



https://www.cdisc.org/membership

FH|JOANNEUM

Jozef Aerts and CDISC

Just 1 of the several thousand volunteers

— But a very active and critical one ...
Started volunteering in 2001

Member of different CDISC development teams

— ODM (Operational Data Model)

— Define-XML (regulatory metadata submission standard)
— SDM-XML (Study Design in XML)

— CTR-XML (Clinical Trial Registries standard)
Integration of healthcare data

Jozef Aerts | | Japan 2017
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CDISC as an SDO

CDISC is a "standardization organisation" (SDO)

We create syntactic and semantic standards for use
in clinical research

These are often different than the standards used in
healthcare

— Healthcare is "event" driven
— Clinical research is "protocol" driven

Jozef Aerts | | Japan 2017
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E-Health - i
University of Applied Sciences

Use of healthcare data in clinical research

" Healthcare and clinical research data systems are
traditionally different and separated

= Same data needs to be entered twice

= Historical data
needs to be copy-paste
— Medical history
— Prior medications

Jozef Ae
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Use of healthcare data in clinical research

Nowadays, much more healthcare data is available in
electronic form, and we should use it in clinical research

So we need to automate the use of healthcare data in
clinical research

There are however obstacles:
— Technical

— Different semantics

— Different regulations

Jozef Aerts | | Japan 2017
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Sources of healthcare data for use in clinical research

Directly from the (own) Hospital Information System
— Limited to "hospital owned" data
— Requires custom programming

From HL7-v2 messages (within or between hospitals)

From HL7 CDA documents (Electronic Health Records
- EHRSs)

From HL7 FHIR documents / messages

Jozef Aerts | | Japan 2017
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Use of healthcare data in clinical research

Reduces duplication of work

Data quality can be a problem
— But this can also be the case in CRF data

Possibility of retrieval of historical data
— Prior diseases (MH)

— Prior medications, therapies and procedures
Post-marketing data (ADR) - Mihari project
Do countries already have a life-long EHR?

Jozef Aerts | | Japan 2017

3 4
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Medical Information for
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Use of EHRs in clinical research - Regulations

ICH (International Commitee of Harmonisation)
— E.g. audit trails (USA: 21 CRF Part 11)

4.9.3 Any change or correction to a CRF should be dated. imitialed. and explained (if
necessary) and should not obscure the original entry (1.e. an audit trail should
be maintained):; this applies to both written and electronic changes or
corrections (see 5.18.4 (n)). Sponsors should provide guidance to investigators
and/or the investigators' designated representatives on making such
corrections. Sponsors should have written procedures to assure that changes or
corrections in CRFs made by sponsor's designated representatives are
documented, are necessary., and are endorsed by the investigator. The
mvestigator should retain records of the changes and corrections.

https://www.pmda.go.jp/files/000156725.pdf

FDA: "Electronic Source Data in Clinical Investigations”
https://www.fda.gov/downloads/drugs/guidances/ucm328691.pdf

Jozef Aerts | | Japan 2017 11
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FH|JOANNEUM

The value of CDISC standards

For new medications or therapies, subject data must
be submitted to the PMDA in a standardized way

The CDISC SDTM (Submission Data Tabulation Model)
provides the structure and contents of these data

The data are not (and cannot) be captured in this
way

— SDTM contains a good number of derived data

— Data needs to be transformed, categorized

— Not every data point must be submitted

Jozef Aerts | | Japan 2017
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E-Health

FH‘

SDTM Dataset Example: Medical History (MH)

JOANNEUM

University of Applied Sciences

STUDYID DOMAIN USUBJID MH5EG  MHSPID MHTERM MHLLT MHDECOD MHHLT MH
1|CDISCPILOTO MH 0M-701-1015 9 ALZHEIMER'S DISEASE
2| CDISCPILOTM MH M-701-1015 1EM VERBATIM_0135 PALPITATIONS PALPITATIONS HLT_0453 HLG
3 |CDISCRILOTO MH 0M-701-1015 a VERBATIM_0140 SUBTOTAL HYS... |HYSTERECTOMY |HLT_0675 HLG
4| CDISCPILOTM MH M-701-1015 2 |E03 VERBATIM_03M1 HEADACHE HEADACHE HLT_0064 HLG
5|CDISCRILOTO MH 0M-701-1015 10 VERBATIM_0835 GALLELADDER ... |CHOLELITHIASIS |HLT_0024 HLG
&|CDISCPILOT MH M-701-1015 3 |EDS VERBATIM_0825 TINNITUS TINNITUS HLT_0570 HLG
7 |CDISCRILOTO MH 0M-701-1015 4 |E02 VERBATIM_0841 HEARTEURN DYSPEPSIA HLT_0244 HLG
8| CDISCPILOTM MH M-701-1015 6 VERBATIM_1004 THYROIDECTO... |THYROIDECTO... |HLT_0243 HLG
9|CDISCRILOTO MH 0M-701-1015 1 VERBATIM_1230 SORE THROAT  |PHARYNGOLAR... [HLT_0130 HLG
10 | CDISCPILOTO MH M-701-1015 7 VERBATIM_1716 TONSILLECTOMY | TOMSILLECTOMY |HLT_0202 HLG
11 |CDISCPILOTM MH 0M-701-1015 5| E04 VERBATIM_1775 NUMBMESS IN ... |HYPOAESTHESIA |HLT_0014 HLG
12 |CDISCPILOTH MH 0-701-1023 16 ALZHEIMER'S DISEASE
13 |CDISCPILOTM MH 0-701-1023 21 VERBATIM_D072 CELLULITIS OF ... |CELLULITIS HLT_0613 HLG
14 |CDISCPILOTMH MH 0-701-1023 1| E02 VERBATIM_0243 GASTROESOPH... |GASTROCESCP... |HLT_0407 HLG
15 | CDISCPILOTM MH 0-701-1023 19 VERBATIM_0251 LOW BACK PAIN | BACK PAIN HLT_0115 HLG
16 | CDISCPILOTH MH 0-701-1023 15 VERBATIM_0342 HYPERTENSION |HYPERTENSION |HLT_0Z23 HLG
17 |CDISCPILOTM MH 0-701-1023 17 VERBATIM_0322 PEMILE PROST... |PENILEPROST... |HLT_0448 HLG
18 |CDISCPILOTH MH 0-701-1023 2 |ED6 VERBATIM_0461 MUSCULAR PAIN | MYALGIA HLT_0700 HLG
19 | CDISCPILOTM MH 0-701-1023 12 VERBATIM_0556 NUMBMESS OF ... |HYPOAESTHESIA |HLT_0014 HLG
20 | CDISCPILOTO MH 0-701-1023 3 |E03 VERBATIM_D653 HIATAL HERNIA  |HIATUS HERNIA  |HLT_0153 HLG
21 | CDISCPILOTO MH 0-701-1023 a VERBATIM_0722 APPENDICITIS APPENDICITIS HLT_0703 HLG
22 | CDISCPILOTO MH 0-701-1023 4 | E04 VERBATIM_0300 INDIGESTION DYSPEFRSIA HLT_0244 HLG
23 | CDISCPILOTO MH 0-701-1023 5 |EDS VERBATIM_0925 HEADACHE HEADACHE HLT_0064 HLG




I APPLIED COMPUTER SCIENCES FH | JOANNEUM
University of Applied Sciences

E-Health

A few important questions

= How can clinical research data be captured so that it
can easily and smoothly be used for the submission?

* How can healthcare data be used in such a way that
it can easily and smoothly be used for the

submission? A@S\\M@H’S
CDISC standards
from the start

Jozef Aerts | | Japan 2017 14
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A simple example - Adverse event

Adverse event severity (AESEV)

PMDA expected categories -
(CDISC AESEV)
Your protocol / CRF: rep - Mild

1 - very mild, unrelated O -  Moderate

2 - mild q - Severe

3 - mild to severe, no action required _
PMDA expected categories -

4 - severe, apply concommitant medication
(CDISC AEOUT)

5 - hospitalization required
6 - fatal - Recovered/Resolved

- Fatal

CDISC Controlled Terminology: PMDA expectation (SDTM-AE)
https://www.cdisc.org/standards/semantics/terminology AEHOSP = Y or AEHOSP= N

Jozef Aerts | | Japan 2017 15
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FH|JOANNEUM

Solution: use CDISC Standards from the start

CDASH: Clinical Data Acquisition Standards Harmonization

Defines 20 standardized CRFs

— Standardized content
— Standardized (CDISC) controlled terminology

Makes it very easy to transform captured data to submission
data

Can easily be implemented in any study design tool
(XML representation available)

https://www.cdisc.org/standards/foundational/cdash

Jozef Aerts | | Japan 2017
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E-Health

‘ APPLIED COMPUTER SCIENCES FH ‘JOANNEUM

University of Applied Sciences

CDASH example: AE form with annotations

0 Yes
0O No

Were any adverse events experienced?
NOT SUBMITTED | AEYN

Adverse Event Category: Sponsor Defined

Defaulted

Adverse Event Subcategory: Sponsor Defined

Defaulted

What is the adverse event identifier?

What is the adverse event term?

Start Date o __

m AESTDAT

Is the adverse event ongoing?

AEENRF [ AEENRTPT | AEENTPT 1], (=« 0O No

End Date Y S S

L1230 AEENDAT

What is the severity of the adverse event? 0 MILD

| AESEV | O MODERATE

O SEVERE

Was the adverse event serious? 0 Yes

Jozef Aerts | | Japan 2017 17
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How do we exchange the data between systems?

CDISC ODM (Operational Data Model) standard
XML-based standard

Metadata (study design)
AdminData
ReferenceData (non-subject data)

ClinicalData
— Possibility for full audit trails

Jozef Aerts | | Japan 2017
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Clinical Research Data Flow using CDISC-ODM

Data Flow Using CDISC Standards

I:I = ODM - Operational Data Model (transport of
data and metadata..."the message”)

. = SDTM - Study Data Tabulation Model and ADaM - Analysis Dataset Model (content)
SEND for Non-clinical Data

= Protocol Representation Standard (content)

I:I = Source data
I:I = LAB - Laboratory Data Standard (otherthan SDTM/CRF data)
Protocol . Integrated
Patient Info
Representation Lab Data Reports

ODM ODM XML
XML Define xml
Study (e)Source Operational & Reporting or
Protocol Document Analysis Regulatory
Databases Submissions
Warehouse

19
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ed University of Applied Sciences

Healthcare Data Flow in Clinical Research - CDISC ODM

Data Flow Using CDISC Standards
linking clinical research & healthcare

Electronic ~
Health Record D = ODM (transport)

Q . = SDTM andAnalysis Data (content)

Patient Info = Protocol information (content)
HL7 and/or HL7 and/or

ODM XML ODM XML

= Source data
@ @ {otherthan SDTM/CRF data)
Protocol Patient Info g‘:e%':;ed
Representation Lab Data P
ODM ODM XML
XML Define xml
Operational &
Study (e)Source pAnaIysis Regulatory
Protocol Document Databasns Submissions

@ cpisCc

20



Healthcare data into Clinical Research data
Data from Hospital Information Systems

Example: Smart Challenge (2010)

FH|JOANNEUM

Jozef Aerts - Log

v R e e A G 50 2005-09-10  |2007-08-03 2007-08-02 |1 |tablet |1 id
Cardiac Risk Tablet [Crestar]
Hydrochlorothiazide 12,5 MG
z Got Statins? / Lisinopril 10 MG Oral Tablet 30 2003-11-18 2007-09-02 2007-10-02 |1 tablet |[1 Ad
rosuvastatin 20 MG Oral - g 0050910 [2007-09-02 0071002 |1 frablet [1 i
Med Adherence Tablet [Crestor]
Hydrachlorothiazide 12.5 MG
ed Calendar Eisitop UM O 30 2003-11-18 2007-10-05 2007-11-05 |1 tablet |[1 fd
rTDS”“aS‘a“” 10 MG Oral a0 20050124 |2007-10-06 2007-11-05  [1 [tablet |1 id
) Ied List ablet [Crestor]
Erian Diaz
EB Med Risk Maps Patient is involved in Clinical Study # 123
Transfer Medical Record data to COASH Demographics CRE i L
F: My App Group: Concomittant medication
Transfer Medical Record data to CDASH Concomitant hedical
NLP Mads [ Insert after selected Group ][ Remove selected Group
b uns - = More information a
e o tedication Mo.* 1
Drug Mame {Brand or |Hydrochlorathiazide 12.5 MG £ Lisinopril 10 MG Oral Tablet
Generic)™
http://www.xml4pharma.com/Smart Challenge/
Total Dose Per 1
Fregeuncy Checked™
Unit”™ tablet
R . . Frequency” 1/d
equlires custom programming Start Date" o0z 118 |4
Iz medication still Ma w

versus HIS-API S osze 10

hedication Mo.™ 2

Jozef Aerts | Drug Mame {Brand or |Niacin 500 MG Extended Release Tablet [Miaspan]

Generic)”

DASR
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Healthcare data to research data from HL7-v2 messages

= |s very well feasible
= Not often done, as:

— Messages are usually not kept in the HIS
(not persistent) - they flow into the core HIS (extract)
Exception: SS-MIX HL7-v2.5 (Japan)

— Most of the data from messages never appears in the
discharge documents or transfer-of-care document

e
MSH| ~~\ | ELAB- G 00202150930 U~RQ1 | CNTRL- 3456|P|2.4

PID| |4355-44-4 VERYWOMANJEVE~E~~~~1)| JONES (19620320 F|)l | 153 FERNWOOD DR.~~STATESVILLE"OH
OBR})1|84543p~GHH OE|1045813"GHH LAB41554-5~GLUCOSEN|I2002Q2150730%| | ||]]]555-55-5555PRIMAR
OBX)1| SN &JSH-5 GLUCOSEAPOST/ 2H CFST:MCNC:PY:SER, ~ .l 8 g/d1§70 108AH)|IF

\7 7

|
R
e

(= reest— [ “vequesivg isvas [ reaes
e T ST XSO T\
/
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Clinical Research Data from HL7-CDA documents

HL7-CDA (XML) is in more and more countries used for:

— Discharge documents

— Transfer-of-care documents

— Laboratory and radiology reports
— E-Medication

INTERNATIONAL

However:

— CDAs usually contain an extract of the collected data
(incomplete information)

— Use of the information for clinical research heavily depends on
which (semantic) coding systems are used

Jozef Aerts | | Japan 2017 23
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Clinical Research Data from HL7-CDA documents
Some history

2006: CDISC starts "Healthcare Link"
(Landen Bain)

"CDISC, which is spearheading the demonstration project,
views data capture as a 'single-source encounter
between an investigator/physician and subject/patient,’
says Landen Bain, CDISC liaison to healthcare. The 'key
idea'is to have a data-capture form appear on the
computer screen in an EHR session. 'If you have an EHR,
it’s contorted to go to a different computer and a
different application to enter data for a clinical trial when
the data originates inside the EHR and that’s where you
do [most of] your work.""

Jozef Aerts | | Japan 2017 24
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Clinical Research Data from HL7-CDA documents
Technical framework

Another healtcare consortium, IHE (Integrating the
Healtcare Enterprise) defines (vendor-neutral)
standardized process flows for use in healthcare

Provides the technical framework for such exchanges

These are named "IHE Profiles"”
"Retrieve Form for Data Capture" (RFD)

Jozef Aerts | | Japan 2017
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IHE Profiles for use of healthcare data in clinical research

RFD: Retrieve Form for Data Capture
CRD: Clinical Research Document

Both use existing standards and technologies
(XML, SOAP, ...)

= Archive Form [ITI-36]

Form Filler Form Archiver

Retrieve Form [ITI-34]

Retreve Clarifications
[TI-37] - Submit Form [TTI-35]

Form Processor

Form Manager Form Receiver
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Implementations of RFD and CRD

Concentrating on HL7-CDA on the healthcare data
side
— Especially CCD (Continuity of Care Document - USA)

Works very well with CDASH forms

Flow to EDC works best with CDISC ODM

Jozef Aerts | | Japan 2017
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Own work in the field (2005-2010)

Demonstrate feasability of the concept

Using following technologies & standards:

— CDISC CDASH weight P 0+

— W3 C X FO r m S GenderfP O Female ® Male

- C D I SC O D IVI pate of BirthfP 2 5;’}195? M;y 195§ = |d show a calendar contral.
Ethnic Gruupr 12 3 4

5 6 7 8 8 1M Mn"
12 13 14 15 16 17 18
19 20 21 22 23 4 K

Submit 2B 27 28 023 30 JN

o Today: 3/9/2004

Currently being used by several vendors
(OpenClinica, ClinPal, ...)

Jozef Aerts | | Japan 2017
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Problems with RFD / CRD

Semantic mapping is the problem
Works well for US CCD standard

Must be adapted when other codes / coding systems
are used

CDISC controlled terminology is often not granular
enough

Jozef Aerts | | Japan 2017
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Problems with RFD / CRD

CCD ("Continuity of Care Document") is a "transfer of
care" document

Such documents usually only contain a limited
amount of (the most relevant) information

Much information that is in the Hospital Information
System never appears in the CCD

Jozef Aerts | | Japan 2017



FH|JOANNEUM

_ : LD P
Europe: The EHRA4CR Project HRCR

EU-funded programm 2011-2015

16 Million € (>2 Billion ¥)

35 academic and private partners (10 pharmaceutical
companies)

Goal: to build a platform to use de-identified data
from hospital EHR systems

Result: real life implementation: InSite platform

— Used by several sponsors and (university) hospitals

Jozef Aerts | | Japan 2017
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EHRA4CR: Participants

ey A NETWORK POWERED BY PEERS -

eClinical EUROREC

SANOFI 7 | Liicia e C Wl NANCHESER B e

~ ING'S
[ clinical Lollege
b | m s )' UKChip LONDON

— 1

HFINH.I( H HFINF

http://www.ehrdcr.eu/9april2014/presentations/EHR4CR%20-%20April%209%?20-
%20Sundgren.pdf
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EHR4CR: main topics

Protocol feasibility platform
— Will it be hard to find subjects for this study?

Patient recruitment

— Site tools to:
* |dentify potential candidates (based on IE criteria)
e Contact treating physicians
e Evaluate and recruit patients

Jozef Aerts | | Japan 2017
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EHRACR: The InSite platform

Deploying All Over Europe in 2016-2017

InSite is a private initiative determined to define and realise a sustainable

ooy Chemaks ymphooyt bk

smia/
a ]y pheeiplE b | PO KIMHIILIGET) s L femsiprenies | | i iy e =

’ T | e o eco-system for Real World Data driven clinical trial design and execution. We
Tt o AT — build upon the outcome of several international research projects aimed at
== i | ' ' o accelerating research through re-use of care data (EHR, primary care, Personal
i | - : /- : /- Health Records, ...) and the collaboration with pharmaceutical industry through

= niermedi patienc J the EHR4CR - Electronic Health Records for Clinical Research project.
&) %
Supported by a number of pharmaceutical companies, CROs and hospitals we
are shaping a trustworthy environment for clinical data re-use from which all
' ' stakeholders — industry, care providers, patients — benefit.
= Mo Ka__

https://www.insiteplatform.com/

= Although (partially) paid by tax money, not open
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Use of EHRs for clinical research in Europe

Healthcare in Europe is hopelesly divided

Each country has ist own healthcare system, laws, ...

— Sometimes even huge differences between provinces

The only common denominator is the EU data
protection regulation

Jozef Aerts | | Japan 2017
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Use of EHRs for clinical research in Austria

Austria has a national EHR exchange system (ELGA)

ELGA system manages ‘
interoperable health documents (CDA)

between healthcare providers / patients
— Discharge letters

— Laboratory / radiology reports
— E-Medication

Use of ELGA documents for clinical
research is NOT allowed
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The ELGA-EHR System in Austria

Technically, based on HL7-CDA documents

Exchange over IHE-XDS profile
(Cross-Enterprise Document Sharing)

Used for "continuity of care”

E-Medication currently rolled out

Jozef Aerts | | Japan 2017
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iniver \‘\\/ 01 ,‘\U-‘b 1eg 5C

The ELGA-EHR System in Austria - Patient Portal

" Login through "e-card" or mobile phone TAN

ected/start.xht

ﬁﬂ https://www.test elga-online.gv.at/wet

O - B8 ELGAGmbH [AT] &

(2 Willkommen im angemeldeten... Ea Startseite - Meine elektronis... [ I

Meine elektronische
Gesundneitsakte.
Meine Entscheidung!

e-Medikation % Protokoll

Teilnahme

Peter Mustermann Logout

Willkommen in |hrer ELGA!

G‘Q/ e-Befunde

Hier finden Sie eine Liste Ihrer e-Befunde.

10 Befunde vorhanden
aktueller Befund vom 14.02.2016

Seit dem letzten Login
keine neuen Befunde

4
é Protokoll

Hier sind die von Ihnen und Ihren GDA
durchgefihrten Aktionen aufgelistet, etwa lhre
eigenen Anderungen oder wer wann auf lhre
ELGA zugegriffen hat.

Um PDF-Dokumente betrachten zu kéinnen, bendtigen Sie einen PDF-Reader Hilfe

& e-Medikation

Hier sehen Sie eine Liste Ihrer verordneten und
in der Apotheke abgegebenen Medikamente.

Keine Medikation gefunden.

Teilnahme

Hier kdnnen Sie lhren aktuellen ELGA-
Teilnahmestatus ansehen und gegebenenfalls
andern.

«/ ELGA

o/ e-Befunde

“ e-Medikation

Impressum

& GDA

Hier finden Sie Ihre Gesundheitsdiensteanbieter
(GDA) - Ihre behandelnden oder betreuenden
Arzte, Spitaler, Apotheken und
Pfiegeeinrichtungen.

7 GDA sind derzeit zugriffsberechtigt

@ Individuelle Einstellung
& Keine Zugriffsdauer gedndert

, Hilfe

e
Hier finden Sie Antworten zu den wichtigsten
Fragen, Erlduterungen zu den verwendeten
Symbolen sowie weiterfihrende Informationen
zur Bedienung des ELGA-Portals.

Kontakt Sitemap
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The ELGA-EHR System in Austria - Patient Rights

Patient can "opt-out" completely
Patient can do partial opt-outs

Patient can make individual documents invisible for
specific healthcare providers

Patient can view all generated documents
— But currently now download the CDA-XML document

Patient can see which healtcare providers have
inspected each document and when (logging)

Jozef Aerts | | Japan 2017
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The ELGA-EHR System in Austria - Document View

i | A ¥,
{4 AufMerkiiste.. =" Entsperren (g Drucken “J. PDF

Allgemeiner Laborbefund

Autar: Dr. Karin Gundelar Gesundheitsdienstigistung:

Unterzeichner: Prim. Dr. Weiss
Blutbild grofi

Zugriffsstatistik;  Anzeigen
Altere Versionen:  Version 1 -15.03.2011

Allgemeiner Laborbefund
Erzeugt am 20. Janner 2012 um 11:34 | Version: 2

- it
[+]Inhaltsverzeichnis ausklappen  [+] Alle Inhafte ausklappen =

[+] Patient: Dipl.Ing. Hofrat Herbert Hannes Mustermann, BSc, MBA

Geschiecht: manniich | geboren am: 24. Dezember 1949 | SVN: nicht angegeben

[+ Auftraggeber(in): Ordination Dr. Empfanger

gesperrt am 23.02.2012 um 16:30

Laborbefund
Gruppenpraxis Mehl-Eiser Labordisgnostik OEG . Beginn: 20. Jan 2012, 09:20
Labor Ende: 20. Jan 2012, 11:34

AAA  SchlisRen X

Gerinnungsstatus

I # Erstellt von: Gp. Mehl-Eizer Labdg. OEG ~ An:  Ordination Dr. Empfanger

I Q Keine automatischen Warnungen enthalten, bitte manuell iiberprifen!

Probeninformation

Spezimen Materialart Abnahme
BL-081201-02 BLUT 01.12.2008 0634
PL-081201-01 PLASMA  01.12.2008 06:34 Dr. Humpel 01.12.2008 08:15

Ort Gewinnung Person Annahme

Bemerkung Labor
Dr. Humpel 01.12.2008 08:15 leicht hamolytisch

Hamatologie

[

Thrombaozyten 165 10*3/mm3 150-360

Blutbild
Analyse Ergebnis Einheit Referenzbereiche Interpretation Delta
Leukozyten 26 10*3/mm3 410 + d+
d-
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Use of EHRs for clinical research in Austria

Essentially not allowed
Workaround:

— Investigator must have a "treatment relationship" with
patient

— After informed consent, investigator loads ELGA
documents and extracts the information into his own HIS

— Investigator uses information from the own HIS in the CRF
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Use of EHR data for clinical research in other
European countries

Very limited based on EU privacy protection rules

In some countries (e.g. Germany) EHR data may not
be used even when the patient agrees

Initiatives from different organizations to change
(local) regulations

— Use of anonymized data for research

Jozef Aerts | | Japan 2017
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Opportunities for use of EHRs in clinical research

Searching for eligible subjects
— Usually still blocked by legislation
— Social media are of very good help

Use of life-long EHRs

— Detection of long-term effects of medications and
treatments (post-marketing surveillance - MIHARI project)

— Austria: medication data are destroyed after 1 year
— Usually, hospitals must keep medical records 10-30 years
Data quality

— EHR information on "the past" is usually of higher quality
(than the patient's memory)

Jozef Aerts | Japan 2017
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Future developments

For exchange (and even storage) of healthcare data,
the HL7-FHIR standard is coming up

— XML, JSON, RDF

— RESTful web services / /‘

— Well-defined basic building bricks: FH | R
resources

— Messages and Documents

* Mappings between HL7-v2 and FHIR exist
(see e.g. https://fhirblog.com/2014/10/05/mapping-hl7-version-2-
to-fhir-messages/)

"Networks" of data
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FHIR and CDISC
CDISC is currently working on ODMv2

Will use many of the ideas of FHIR

ODMv2 will have a RESTful Web Service API

Unlike what is currently done, data can lie anywhere
(cloud ...), one only needs to know the address

— Distributed data
— Moving away from "files"

Jozef Aerts | | Japan 2017
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Current gaps

CDISC really wants to have one transport format from
study design to submission: ODM-XML

Regulatory authorities (including PMDA) still require SAS-
XPT (30 years old) for submissions
— 8-, 40-, 200-character limitations

— Only for 2D (tabular data)
* No possibility e.g. to add an EHR data point to the submission data
point
— No support for the Japanese language
e Some workarounds exist

— Not well usable with modern technologies such as RESTful web
services

Jozef Aerts | | Japan 2017
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Closing the gap

CDISC developed an ODM-based standard for exchange of
submission data: Dataset-XML

FDA/PMDA is still reluctant to use Dataset-XML

PMDA could make a great step forward by accepting
submissions in Dataset-XML

— Japanese language
— Easy integration of EHR into submissions

— Allowing for modern IT methodologies like Web Services &
Artificial Intelligence

Jozef Aerts | | Japan 2017
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What we even did not talk about ...

Use of genomic data

Use of telemonitoring data

Use of lifestyle data

Jozef Aerts | | Japan 2017
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Obstacles to the use of EHRs in clinical research

Legislation
Technical issues are the minor problems

Major problem are the semantics
— Different coding systems

— Over-simple CDISC Controlled Terminology
* Required to be used in PMDA & FDA submissions

— Many codes for same CDISC controlled term
 Example: "ALB" (Albumin measurement) in CDISC
* LOINC: >50 albumin test codes

Jozef Aerts | | Japan 2017
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Conclusions

EHR information can be used (and is used) in clinical
research

Technical issues are the minor ones
Distinction between local EHRs and interoperable EHRs
Legal aspects can be obstacles

Long-life EHR ideal, but not often there yet

Jozef Aerts | | Japan 2017
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Where to find more information?

CDISC: www.cdisc.org

CDISC CDASH:
https://www.cdisc.org/standards/foundational/cdash

CDISC ODM:
https://www.cdisc.org/standards/transport/odm

IHE profiles for clinical research

— RFD: https://wiki.ihe.net/index.php/Retrieve Form for Data Capture
— CRD: http://wiki.ihe.net/index.php/Clinical Research Document
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Interfacing of EMR with EDC
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EMR(electronic medical record)
and EDC(electronic data capture)
* For clinical research, uniform data should be collected
from multiple healthcare facilities.
« EDC are used for this purpose.

« EMR and EDC are completely separated systems, thus
manual data transcription is needed.

|t causes raising of personal costs and risk of human error.
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Data entry using template
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Example of dynamic template




Example of transforming of structured data into narrative form

Heart_sound
1st sound pure. 2nd sound pure other soundnone
holosystolic murmur (apex Levein /YT high pitch harsh)

Example of progress note

22| v-bw|5 -o v|paiEs o v| @Y | BEIAY v| 1)
FHAEE) |

[2002/10/04 7][o222 = | [ zaTL AL | Bk Q|
* SOAPC DAR C Free | | =l

; S |condition good

chest pain free

O [BP=132/88mmHg {right arm, sitting position)

— free text

PR=64/min rhythm deficite 4/min

Heart sound
15t sound pure, 2nd sound pure, other sound none
holosystolic murmur (apex, Levein I/1V, high pithch harsh)

L — entered by template

Lung: normal sound, no rales

Edema: rt pretibial (=), It pretibial (=)

A |BP control good

P Eontinue the same medicines I—




Structured data entry
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WRMNE [ HIRTHIES [ NRPHRT
™ IRENIE T NGNS T OEANNE
rI5vau%
RREGEE
RES: C B2DERAER C B2DABRAER
CBIVENAER C BADRBALE
CHADEMRBESR C LR
= o
B (Leveins @) : C I/VIC TI/VI G TII/NIC I¥/V1
CYNLC VIV
EvF:C B8 C PEC ST
&£ 2 [~ crescendo [ resurgitant [~ ejection [ decrescendo
I blowing ¥ harsh [ ruabling [ nusical [~ coaing
FEHETE: ¢ BL C BY
HRUTI(L: ¢ HLC BY
=R A |

Template

2210 templates
120 thousand items

LT
I§: 5 IIT: %
BELLE : L
UGERES BoeS @ L4
IHINIE BT harsh (FUMEELEL FREEELL

== Human readabl

Natural Language

<ATOM-LIST>

<ATOM-STYLE />

<ATOM>

<ATOM-TYPE CODE="A908100100" NAME="IL>&E DIEF"
CATEGORY="{LAIEB" FIRST="0" SEQUENCE="0"
ADD="no"/>

<DISPLAY-STRING ITALIC="off" BOLD="0ff" LEVEL="0"
TITLEWIDTH="5" RETURN="off" SHOWTITLE="yes"
TITLERETURN="yes" TITLEITALIC="no" TITLEBOLD="no"
xml:space="preserve">IF : </DISPLAY-STRING>
<DOCUMENT-STRING>

<DOC-BODY RETURN="on" xml:space="preserve"></DOC-
BODY>

<DOC-PREFIX RETURN="0ff" xml:space="preserve"> 1&:
</DOC-PREFIX>

<DOC-CONJUNCTION RETURN="off"

XML

Machine
processible




Data retrieval of Lab data
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Retrieve data entered by other template

Data entered
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Portability of Template Master

Template A

I1%: Wi 7o
I#&: O# O

WSt ee s

BRULE: OBl CIREREES  CREEINS 9 GEERS
TemplateXML A OUE DalEaeE CRRE (NS 0RO
— DEEEE
B ——— BRRt: O SeRReASE o Bopasa
301501 GRTIS.08,00 S0 0000 mspaces s oA LS O BiARwESLE
= ? 1 #" Tag="MKS-09081-04.1" SelectionMode="Multiple"> %437]%?}@%5%% JD;QE

WIS 0908104 SelectonMode="Mulpk”> T DBL O S IHERERME IR EREE

KS-09081-04.2.2"

GEH

O EENE D EEsH

HI0E Tag="VKS-09061.04 3 Selectoniode=" ol O ERAHE O USRS
A Narme RIS Tage WS008 04.4 [ UAESERE MRS R
S oo 3.2 Name= B2 AR Tag="WKS-0001.04 4> ORI OSSNSO UM
e — LB

g O F2iRlaEtE @ MepReeTiE

O EeEgEER O BAMEEEGE
PANE IR E LR
BREE (Levine34E): O VI © T/VI WA O VAV

Template Engine

\ Tempalete B
EILEGTEZ)

TemplateXML B

JREE: z
FEEME:
i (mean: )/ o (mean: ) R —
i (mean: )/ o (mean: ) R —
URDEF - EEERE

855kl £(8): © ves © no

URE(G): O yes O no

MRS oA T O ERERELEAPNE15): © yes O no
HEERIF(1): © yes O no

(GEREZER(): O ves O o

FRMEREEGE): O yes O no

ZOMDCMERA: O yes O no

FEANM /B L EGBIFEE®G): © yes O no

IR RICKDIE): O yes O no

EESEE(): O yes O no

AEH T (R EPAT (R : BiEssembl b, Z2i%90embBl E)13): © yes O no
BEEEHGHER: O ves O no

[ {EHDLOL AT D —) LI 40m)(10)

[ BLoLOL AT O —)LME(Z 140m)(11)

[ B S R MAE(Z 150m)X12)

ZERREFINET10~125me/d L - IHEFRAICELLU IZBEORMAE(4): © yes O o

Tag NS 01452005 Daype=e




Components of the system

(Hospital 1

J

CRF

Reporter

==y

(Hospital 2

F

J O\

CRF

Reporter
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(" Hospital 3

CRF

Reporter

==k

=/

Contents files: ODM Metadata
Template master
Project configuration file

Data center \

-
-
-
-
-
-

Contents
server

Receiver CDMS

— e o o o o e o - et

ODM:
Operational data model
developed by CDISC




RFD integration profile

Contents server CDMS

Form Manager

Form Recelver

A
ODM
XForms ODM
Template master \J,
Form Filler > Form Archiver
ODM

Template

Site server and EMR




CDISC (Clinical Data Interchange Standards Consortium)

ODM (Operational Data Model): Clinical Report Form in XML

<?xml version="1.0" encoding="utf-8" ?>

<ODM xmlins="http://www.cdisc.org/ns/odm/v1.3"
xmins:ds="http://www.w3.0rg/2000/09/xmldsig#"
xmins:xml="http://mww.w3.org/XML/1998/namespace"
xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance"

xsi:schemalocation="http://www.cdisc.org/ns/odm/v1.3 ODM1-3-0.xsd"

ODMVersion="1.3"

FileOID="000-00-0000"

FileType="Snapshot"
CreationDateTime="2012-11-05T10:00:00+09:00">

<Study OID="OACIS.1">
<GlobalVariables>
<StudyName>OACIS-001</StudyName>
<StudyDescription>0Osaka Acute Coronary Insufficiency
Study</StudyDescription>
<ProtocolName>OACIS</ProtocolName>
</GlobalVariables>

<BasicDefinitions>
<MeasurementUnit OID="MU.BPM" Name="beat per minute">
<Symbol>
<TranslatedText xml:lang="ja">bpm</TranslatedText>
</Symbol>
</MeasurementUnit>

<MeasurementUnit OID="MU.CM" Name="centimeters">
<Symbol>
<TranslatedText xml:lang="ja">cm</Translated Text>
</Symbol>
</MeasurementUnit>

CRF Defnition

ClinicalData
Instance data

Data mapping into ODM

Template Set => StudyEvent
Template => Form
ltem => Item




eSource Data Collection using common template

plate master
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Data center
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Tow types of output from template

Template master XML

<?xml version="1.0" encoding="utf-
<DataTemplate Name="ix&" Code
SpecVersion="1.0.0" CreationDateTil
xml:space="

<DataSelect
SelectionMode:

<Dataltem |

KS-09081-04" Revision="00"
="2013-07-08T15:09:00.7916501+09:00"

“DED 1 & Tag="MKS-09081-04.1"

Tag="MKS-09081-04.1.1" />

</DataSelect>
<DataSelect ID="2" Name="0:&® I &" Tag="MKS-09081-04.2"
SelectionMode="Multiple">
<Dataltem ID="2.2" Name="7T" Tag="MKS-09081-04.2.2" />
</DataSelect>
<DataSelect ID="3" Name="BF/ix &" Tag="MKS-09081-04.3"
SelectionMode="Multiple">
<Dataltem ID=" Name="IDEEEHEE" Tag="MKS-09081-04.3.4">

<DataSelect ID="3.4.4" Name="3@ |l FEEA&FL"

HNE

=N =2 - 5

BROE  VEEET F2HENELE
NSRS Ren  F2hERELE
o/VIE

Narrative text
& OF T 55 iR Zd EHO453L
T S e Progress note

BRLE: DAl DIRGEEEEE DR @ OEEEE
OTE DoEwE ORgE OVE OXomd I EMR
— DEEEE n
BIREDEL: O ORISR © SolfimEs
SRS RS O BAUTNESE
O EAMRMEAS O LA
oitE: OBl OIS o RS O R

<?xml version="1.0" encoding="utf-8"?>

S IR s \
) ”m*ﬁﬁ%i IR ME RS N <DataTemplate Name="[»&" Code="MKS-09081-04" Revision="00"
CARSAREE  CIRTIRE O ikaREIpE SpecVersion="1.0.0" CreationDateTime="2013-07-
CRIERE RS T TR 08T15:09:00.7916501+09:00" xml:space="preserve">
o = <DataSelect ID="1" Name="I& ® I &" Tag="MKS-09081-04.1"
A PR SelectionMod! ultiple">
mAge: O HeiEEeEE o SoiiEEELE <Dataltem ID="1.1" Name="#f" Tag="MKS-09081-04.1.1" />
soMRMEEE O SaaREesR <g3atas’59||ectl>D N 0> 5 Tage"MKS.09081.04.2
- . <DataSelect ID="2" Name="1>& &" Tag=" - -04.2"
%A‘l'ﬁf]ﬁaﬁi!'ﬂ Bk ) L ) ) SelectionMod ultiple™>
AR (Levine?n¥8): O /VI @ IV © I/ O N/VI <Dataltem ID="2.2" Name="7T3{" Tag="MKS-09081-04.2.2" />

</DataSelect>

: ot IO Tog= IS 00081 47 Database
Tem p | ate en g Ine <Dt 0="3.0"Name= LRREIRE Tag="HKS-09061 )
In CRF Reporter

Patient Data XML




Data transcription type (NEC)

! Data & contents center
: E Center server j

Advantages:
« Easy to implement

"""""" (; _f_f_l 'J — ] Disadvantages:
: onf. files ODM .
Hospltal Need to use same
_________________ Y template system
. * Setup is complicated

[ EMR CRF ‘
| database Reporter |
| |
: open/ \‘data retrieve open/ |
; store recor sa“ve data XML save data XM:_
: ——
. Progresj :o\tt :
| T E
| XXXXXXX P L :
| o7 B
I L '\_ - /” :
| narrativ. =i, -7 — :
\\ etext =% : datatranscription I

\ 7/

S s s e S S S S S S B B B S S S B B B S e e e



Progress note record using template

s MegaOak HR LE AR (EERH) #BlOSA> 2013/10/29 09:32 ] ) B (B
(LLIBH BB s - E B s JTFa 88522 [ v 20 L]
I;\]il = SRR~ A shEE AN AT U= ATULTEORL e POPITNSEE GeNSTSE—E |
e IR = EEEEE \ )] f— ]
BE ARk —. =
o E bi:“fj\ FISHA e | 2otaz1 B12B OO 2 LiftE |
IR T 327 =t A v ’
L , el 5 7= \EB AEDEEET - (I |[E_|sema | mwan
KQ = <[ #==%  1>ov|eCior2o oreovr 57 -3 | ENTED |
2 wsin | pOA -5 — e —
) i' == v" S0 gﬁﬁﬁﬁj O [MSPIwe0 ==l B 7 U @\ =8 5 #Ev BRET
, g i fRBR1ER - © s0AP O DAR OFres | _ZoHEA |
| nERe AT IR ﬂ*fHI/ B =0 2 =hib4 o 2
i SRS CVASA B 4R 2&? IRBRE I E "~
B E B zmmns eorvmra| 2OBEFNT | jpmemoo ANEE: Ty e
— AR | @nr-soass| =0 Filiiik - [FemiiE = 2 -
e _f BEOT-2EFA| w0 RE . a#@ I&:
& x| [ 2011/05/30¢8) CINGD & 13:25:18 = BEIGE L
] = 1 /061560 SnmE 2 amms TUTHEHEES R38R LAE0
I~ @ 011/06/29(:,0 gﬁ;ﬂ_‘fgﬁm*i_ Bl — I/VIE S8 harsh (FAEEELEL IFRHEEAL
A 5= By 04|
7 2 B nEs| 0] BRI - ERCCERE I [=] |
b s « O BHAH i2p " 2 |
i O FRENH [ ABRBEHD)- | ABREEY T — 2]
@ JE b SRR E f
5 % Dmﬁ;ﬂ{ﬁam e (ERFRIZHT) : ¢ QFEZE C FFORIBE
i 20 Bt i (EEEE)  oomiE PR TE e
x| EAD (1 S — 8 r&8 rE=E T
e wOMRH
T omuEs K — (BR1ERE]
g LHEE: ¢ C| © Tef
o E@%: ¢ 1@ 2@kt -
& ohfz: v HIBE ~ & TR {aee
n
K B2 r {28 r Fef
# - BT 531
% e WOERE(PALLLAED : 655 c @ ¢ 78§ ||
iz R o C TR ERIERY e
O BiswE B2
C HRRE Q24 BLIM)OBILE L |
: = . o v
vos©@ [0 ax C BERREL  C HEBIMELE . 5
A4 : (:
B2t | 8@ % 3@ A | A Meco0ak HR i . [[a e PTCABYE : © & &/ CT AADQUGE S A 1327
i CABGBEIX: c 5 @ o F8j
DAEBEE: ¢ | c 78 %
\'
POD EEW




B 257 52— - CDCS Reporter @A AFEFSHEREE

=10l x|

el I R AL ZHH)
Project: OACIS-DERO 3 —Y—: oacisreporter
X85 47— AAFERS. . Flke: [3RT I
F | AT oA 1D AT-R | BEEAR | CACIS | REERRI.. | DlTEE | AOAE | 2EE | R FTFEHH | Fhnl. | B
1 OaCIS-DEMO-0000000001  Ahd 8990001 AZNhG.. i5E .. B 19710, &
2 0ACZIS-DENMO-0000000002  Ahd oooon1a? FA7 0] A L W 1936/0... 768
4 ' 1946/0.  GESE
= 2 EH - (ol I |
=1ao| x|
IrA LB D AAWE |
Lo — e Ly — L7 — hTE L (A, S DD EHEESRAELIFTOHR] -
1. EEREHET
AF—HA: AA1 wm R R .
HE AU CFRENERGEA R CEEERE OO FREE C T8
£ AllE : &8/ C®E Cf8
: BB C NRIER F RaE R
T BlsME: B W O
APTE B wigE : C0F O/ O FR
o | BFAED MEE :c@| cm  © e v
2. AFRALF
MG 0| CE O
3. BEE
i FTEEE FF O & C 8 —
EF: & 1= ©26LE
Bifiy: & EUBF W~ ch8F [T REE [ {HBE I {88F T FEf
TOEREONARLAD : #F ©C & C fej
AU O RMEIOEDY O FTRSIE (24 AL @FROAE ¢ HiEETTER
C RIRRIE
PTCABRIE 1CH &8 C 8
CABGERAE 10/ &® O 8
O EEEHE 0/ & Cfef
ToMOEE: ¢ C8  CF8
P RFEE A0 [ mEEE F Eme COIENER T EMEE
it
Blizessn: [ w8
4. ThEE =]
%7 &




& A< ABRK [+ & =¥]- CDCS Reporter @ ARRAFEFSHERER

Co5-5HE YANIT
(4. SEIDLAMEEREL
1. EEMEET

B Aiie]

fBEm O C® C®E O 78
mlE 38 8 1
ElEME: ° /" CE C T8
UERE O Cf/ O CHE O f8R
BUEE 0\ O CHE O FEf

2. ABmEINS

M :CH O CE O fEf

3. BLiIE
W ERIEEE H ol =]

ROESRE(MALLERD : 087 &

PTCABRSE c0F

CABGERIE  : O H

CFREEHE 0 F

TOMOES: &

Blvdssdn: [ #mE
4. FNeE

S I
S - I R
S - N R
S I R
S I

LAEE: ©F/ O C & O FEf
BOE :CH® OCE O TR

(B.%ER - 52081
SAEHEF 1 O 4FE

C HE

*pRE ;|

FRET : © ~B68FE

C B~-1205E]

0 FBR(F2 1 L AR LD

=] mssl: | =

© 12~~248F5]

=lolx

& A+ ABRKS [+ A& HF1- GDCS Reporter 8ARRATE 5K EBRbR -0 x|

il Ve Ty

(4. S B L AEZESRE AR
s

. ATHILS

. BHERE

o fEhEEF
fEERm ¢ ®/ C® O FER
BE e AU CRRNERGET VR ) C BEEE O REE 8
EOE 8/ CE 1A
BE C NEENER  f REE C f8
EREME: ©F/ & © fEf
wEE o cx3 CE® O FEA
BREE :C® 8 O A8

wp o CcR/ O CHE O 8

LDEEE 6\ COFE C T8 -
E%: ¢ 16 ¢ 2ELE
Efi: P BIEE W ochEF [T FEE [ filgE [ jgE¥ [ Red
BOERFEOMALLLED : ¢ C & © Fef
Bl O EEMFEERL O HERE Oy AL ORLE ¢ HiEriEa
(ol i
PICABRIE  :C & & 78§
CABGER/E :C & @& 78§
ODFEBHE 0/ &8 C 8§
TOmOESR: ¢ C® © F8f
VRFEE A0 T RMEEE VEEE CIELELT ¢ ENEE
r Zoit
PRizessr: [ #5tE

. BNRRE =

178 R

dit
_d




Network Configuration

gﬁ&-vm

rooter

Send from PC

. . Client
A2 Leertification

CRF Reporter in PC

(" HIS network )

=l

EMR EMR
\terminal server

\

Hospital A

e = T
OD-VPN Internet

g e

=0 .

4 Y4 )
Osaka (- Data center ) Hospital
Univ. & CDMS/

Hosp VPN Contents Server
ooter —
2/ P | Send from EMR
L
4 N
FwW — _=’ ) HIS network
Antivirus  Audit trail
\IPS/IDS server
~ HLS network ™
Jj\{ T =l =
Database 7
% =l - CRF EMR . EM_R |
2 Reporter server termina
EMrR  Emr >SN0 from EMR T Ver
CRF  server terminal \ %
Reporter
| server ) EMR with CRF Reporter
\_ EMR with CRF Reporter AN J




List of Clinical Research using CDCS

Number of Event  Number of  Number of Entry

Study Code Allocation Start Date

(+Addible) hospitals (20161201)

MELANOMA 1 10 217 2013/9/5
KBCSG-TR1214 26+ 17 113 2013/12/24
PC-PPB Yes 5 10 857 2013/12/2
OACIS 3 5 199 2014/3/1
TRIOC1307 1 1 13 2014/4/1
GOGO-EM3 6+ 13 104 2014/6/13
ALS 1 1 33 2014/9/30
BC-001 11+ 12 1119 2014/12/1
C-MADE 23 2 16 2015/4/1
LAT 2 4 114 2015/4/1
E3DG 1 1 4 2015/8/6
JANP Yes 20 1 207 2015/9/1
AMD 2+ 1 482 2015/9/18
EARNEST-PVI Yes 11 7 264 2016/3/1

PURSUIT-HFpEF 10 33 73 2016/5/24




Direct record type (NEC, IBM)
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Advantages:

* Possible to implement
any EMR

 Easy setup

Disadvantages:
« Difficult to implement




User Operation
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= Create Clinical Data element of ODM and
Eve“t IISt send it to the center server

———

Report preview| | Report submissiof

Study: | Breast cancer KGCSG-TR1|¥ |

Event/Form mandatory status updated date user submit date audit
{4 Patient profile True completed 2016/04/01 10:10 0001 2016/04/01 10:20 no
ra Treatment history True
“Z for primary tumor
5y Metastasis/recurrence True
(3 Treatment history for True

~ metastasis/recurrenc
2

{4 Induction chemotherapy (1)  False
(73 Induction chemotherapy  True
[:?- adverse event False
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Data retrieval from EMR data
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Data picking and retrieval
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Data transfer type (Fujitsu)
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User Operation in case of eXChart
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User Operation in case of eXChart
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Clinical Research Network in Osaka Area
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Summary

v We developed a CRF reporter that interface EMR with
EDC.

v We use ODM as a standard eCRF format to collect
data from hospitals.

v' The CRF reporter incorporated in an EMR system can
retrieve data recorded in the EMR, outputs narrative
text to make arecord in the progress note, generate
an ODM, and transmit the ODM to the CDMS.

v We are making clinical research network in Osaka
area based on this system.

v This system has a potential of saving both labor and
financial costs in clinical research.




UMIN CDISC ¥ v ¥ 7 L 2017

ERERI AT L LOMET— 4%
BRI ICHWAS Zuy £ 7 P TOREE

AR AR A b i

R A



EEERATLISDHE T —2%ER K
HEANSTOS IR TOIRE

2017.10.12
FIIRFEEFERH R R
§J$'|ﬁ$&ﬁ|3 Ew*ﬁﬂ%ib};’t’f/g_
rEH R A




AKEBOARA

» CDISCH|AIZEEY 52D DAMEDIRLEIID #A
o)
— AMEDIZ KB R IZE ) T — 3 4Z 258 FH 0D {FF R
— AMEDHFZE F 21T
— AMEDHZE HHIT

s FNRENEBELTWSERKRHITATAS
e




SRMEICRFET—2ZEDER CGER) ETILEENR
/\ e RDF
RDF? ’ cbisc|[ °
/ CDISCl| - o1 ARE (AP) C— TAﬂH
Masterft
- “~_Mapping ~~ AMED 21
[ mmwmEs | EEIRE 8L ~ TASOR - Eaets
AMED th &3 | = ##Mapping | $RATT M DR E
-NETIZ . | gk O FE \ A ;’ -
gzg;%g&gg = EEm| BRE || K4 || =ans| AiE JL151
ID-NETX G D=8

-ODHEREE)
EMy— LB

MDJILAC-10(11)

HOT JLACT0 ICD-10 UID #Z# &R

¥
(JAMD) / E
=
L oo
AMED £ H3t

ODMFIRAIZLS. ﬁ
s 7—4m | Convert (CSV) |

"FOHA j T

AMED BE3HIE  \_
JLAC10RwE VS
EMR J—Ib
E#Th MDM system
Load
%
—
Mapping
faR
local policy R BR
e
HOT (E%&) 1 Convert
AMED KA I
JLAC10 (#&2FF) SS—MIXANS
ICD10 (/4 77%R) CDISCA D ZE itk

| > CDISCH =

AMED ZrOgE  CDMS
CDISC ODM EFALTHS
or STDM CDISCAMDZ#:




AMEDTRZE FH*= PI(20164FE~)

2

F{E

« RRKF EFEM RS

EEMARICFIATESERES
E DIERK =BT AW

- BFEEUR HFE BEE KHE

— RrE
« BRI BT —FEXED
THOHE

%

]

118 Al 7 —4

RNTOFBREETEIZDLY

« REBRERIT— 91‘#‘?-%%%(,\7‘_

DR EIZFAITT=H

I_

j'L.

5% - B

AR DE




e RERER & CDISCIZ 2

f
A TR28E108 &Y, HEKST
it : Sponsor Regulatory
EH 55 B | CCDISCHEHULER PR3 BR Medical Inst. Agency

F—A (SDTM. ADaM) D EF
AYiR i BHgA
(FBITHE H323AXZET)

TITHITII

Study Data Tabulation Model:

/ BRIk T — A DIEE
Definexml

CDASH Data SDTM Metadata |
Protocol —> CRF 3! Capturing and Sl D Submission
(eProtocol) PRM aCRF Processin (SDTM) s
g Analysis Data A %

SDTM ,—T LI SDTM (ADaM)
ROM % Define.xml

 RENERTYT TR e

FASMNACDISCIZZEED

;%:zﬁ( EERFICIE CRO Lab Annotated CRF

I:IlL,\ A 0 T N
SDTMEADaMD T —4 —
+ykDIEHBZEKRD S Analysis Data Model:

REABRITAT —2DFE

PMDAZ LY



BRIl T — 2R EDLENG

C1ID
i

e3>

S ETOCDISCEETIL...

® BEXFE(MCDISCAE( (L. FEEMEFEIZH I HET . SHE—ALMIZINESIN S
ﬁ#&éﬁ%ﬁ%-ﬁ%%%%’) [ZDWWTIE. T—E2DBMAENTED DS
TS7=,

® — 5T HAMDRETHAICNESNSFER (BAUMETMEEF)IZD
WTIE, B9 LEBATEN—EICEDHLNTUNDERTIFHELY,

RERAICRESINSGT —2DBMAEETRLL:
DA (REREA T —21F%) O/ERK

PMDAZ LY  °




R BRERT — 2R ED L E T & -

* Therapeutic Area Standards (Therapeutic Area User Guide) [Z[&.
£ R BAEE DR PR ER 235UV TCDISCAZZE (CDASH, SDTM,
ADaM)ZFHW\51=6HD . TR/ X, 7R, SRBAE M EHEH I
TWWA(T—2ZEL-IRDEM A ENFHBASNTLND) .

* Therapeutic Area Standardsld ., {ARI DERREAERD T ORIILE
HRETABDTIIEL, (EDT—IFFPWETARENL. ED L
SETARIINETREN, ED XSG FHImEITOINEN. ED L
I URRAVRERANSRENEWN S B m TIXER SN
LY, )

PMDAZ LY



REMREAT —AREL—TF - DEB DS

Sectionl: Introduction
« {ERKD B I IERLE ZFDIEER

Section2: Subject and Disease Characteristics

Section3: Disease Assessments

(Section4: Routine Data) | e

- RERENICEETAEB(BEET R 2. SHEERH) AEVITYT
S, LTOIEBMNEEH SN TLVD,
v FHIIE B P2 IEFICE T AERKRAGE R hvo O B EREA
v T—EDWBMAGIE

- BARNGEEDIEY—FZHIRLI-ET. EOT—53%
EDRA-ITABICANSGINFEZRLTLNS,

PMDAE ¥l kU




REMREANT —IREER~DBRODESEDRLEME

1]

»

JH
\Ol

> BADEEREERZRBLE-ERFROT—2ZEDOERIZKY..
— BNERREBREEBOT —FEEDFF
- EFXREIRFEFEO TS LXK
— CDISCEMT—RIZH L= TEY—ILDFI O A EE
> ERNBKRMAEOEEL, EDF L

el

> BAREOEZEMRARENDEIE

-w

KEDEBERERICEDIREREMNT —2FEAD

HADES %ﬁa@&ﬂﬂ%é:_&)’c TLRE
IER27FRICHARERZRICZCH IO THREIEE. SMOELEEICTHLTELKIEL =,

PMDAZ LY



BT —2BELE 21— (CT S E RN EE K

CFAST

. CFAST
Scientific : :
CFAST : TA Steering TA Project
Advisory .
, Committee S
/\ Committee TA Project
. ,ﬁijé'f;‘ﬁ:t;"gr Comments for each TAS
Standards and based on Japanese
Therapies . .
. CDISCEREERT S medical environment - )
\ DHFETATIH Proposal of new TAS Collaboration(in the future)
_— / / Vi
PMDA (organizer)
TA Standards Research Group JPMA
(Funded by AMED) (Industries)
PMDA J3C
Japan

Academia Medical
Societies

. EEEEAEICOLTIL. CDISC. CFAST. FOAL & &R, i PMDAR &Y
. BERAACOBAIONCARELRDTHR, BX. SER(HNEED,



T—ABREORKETOEX -aA MEFF DA &

CDSICIZHBITAT—2ZEDHFETOER

Identification/ Development
Scoping & | Modeling of p Internal Public Public | Maintenance
; of Draft . : :
Planning Research . Review Review Release | & Education
Standards
Concepts

EENOAEECHELIESR

v’ Public ReviewEX[E CTEIAN (& ., & E . PMDABEF—L) MDA EESL,
ZTDAHNBZECDISCIZL YR EBFEE AT —AZEE(CRMLTIBCCEFEATULET,

PMDAZ LY




FHANIZHEITHEEBEEA T —2EELE2—DTAEX

Public reviewEf 18

I
!

e 2

:l)‘s/l‘ﬁ‘ﬁé Ak Etlj
BAERT S—

3 weeks

EFOAV DA
OARMDIEM

AV MEH

4 weeks ERFREEBR CTEAMICINES
NAHIEE QKT RN AT
> OPEARY VARV IE

PMDAEHI&Y



CDISCIZ# 1T B Therapeutic Area Standards® £ Bl IR

{E R T D TAS

DIMEAA—D T (IHhTa—)

Hi] I R I2

pNZEE

DIF

KRB F RO

7 Bk B (TCM)

$aE (TCm)

FTavIXBGHFORAMAT4—

PTSD

iz

TCM: Traditional Chinese Medicine

DNFRFHDTAS
TILIINAI—IF e L AE
i S fEEERIE
EE SME RN EE
5% IN—F YR
4 )L R R EEAT 1214 BAZE 14 i & (COPD)
ZRMEERTER ZLEE*
% FMEREILAE FAEi) o< F
HEPR R 5 PR IR T B
i I B 7R 8B D ER PR 5 BR ROIDRMHEES
QTR BR B HE
ALY IR
CRIFF % <37

*PR(ZKBLELI—DH

FFE EEF(BAEFE -G -PMDA) IZEBLEA—FEE(FTEEZEE)
RE ERNOEEBERUVERRTEEZEZEELLE L —FEEET
26 EEFICKSLE A —FBANIARIN-ED (LEA—XKFEH)

PMDAEHILY ¥




AMED®ZE HHEIE (2016F ~)

» BFOZEEME—AIITER

A] BE7HIE 5 &

53 AT LDBELT M LIEBZE DS -

FERIZCET 5%
— F1{F
« LAXZE EFHEFFHE
- Hix OHE LE
— FRid

» BIREDBRKRME - TOMLEESHEEE

« ODMZRW-EFDILT LRI DBMDEE
— BFBRT—AR—X(NCD) ~NDEFAT—I4 /K
— N REBREFZFET—AIR—IXDEEIZBET B (TAUG

FCRIFF X 1D A AMERET)



e . CRF:!‘\/j_‘
AMED®RZE /‘e‘{/c\;;
EEES

4 N N (2 )
FEBIIBHRAL EBEA RS - E&{tr7y REBIEER
it - SIRfKEE JO—k 1 b
— = ODM- —— =
oLy oz r=mmp "G |
e ODM CSV - XML
- FEGIESER  vwm| -XML -

¢ (e-CRF)

DPC

CRFES:&E
(EE OIS

RIS
(e-CRF) |+—




AHITHOEEFE

BFHILTTOEEANZTUOIL—FR

TLZERT 5,

— ODMTAAEBZ&dh

— ANFERIESS-MIXTLR AL —T 2R TF (ODM
2 T)

— BRI FADBADH D EKIXODM

e NCDAD 7y 7A—KILCSVI7ZAILTER




EEIEEHRITE TODEEEAD
EFAN— 3y

T AR - RETEDEEL

— VAT LEGERDEREIE
« EERBEHRATLTIESS-MIX(HL7) hNE &
* SS-MIXECDISCODMMD A S IZXK ST —3EZ D ER L

_\\_QW%_\:O) m—%'“ﬁ

— [BHRD R EETRIFI R ED R L
« EEIFHRATLTIXICD-10-LETMVEEI—FZIRIZFETDH
fRiEAMERAL TS,
« EIZEALTIX. BFSELFDLEMENS, EHTRITEFIFER
*EHNEYY—E REEATIREAEZ TN,
o CDISCEZ#EFEGRRIAZEZBMICLI=a T YTHY . BREKRTOD

T—ATAREDETIVEL T BRBEITH S, RIS ##Ea’m
7_"—’5!0)?)3’&\77'!:%&LT:TASI:,HH?#h‘Eﬁio’CL\éO




WE. BIIKENENLTLS R

j:%ﬂo%&ﬁfﬁf:ﬁi%ﬁamé: LTIz
3H5IvEVY ?S'ZTTTO)#%:T
—~BTEITOANRDEBFHAAZI
* CDISCCT: 35 A
« MID-NET(TIRBRZ2BEHRINERL AT L)

— EELRHOTO—KTRA—: 1A B (ZFE)
- ERRRETRAI— (A BB EREZET) 1vAEB(ZF

%)
- IVEV T Fik
- AFHES

« DT —H-2Y—ZXADFI A
- HEWFE DT A




BFHILTHODMERT—2HHH
B [ ] JL451
F D DELEL F K % %
BIEEAEE e
T ARA
= E?(Eﬁ'}bb[:%‘g@ -—-_—-_—_ IIELH
BEDAANTA—L F—J)
EMR EEDAN
Mapping
Meta|DB DM .
Iociil policy W system
Z8C --_:-_:__ Load
%
—
Mapping CDISC ODM
R or STDM
SS—-MIX = B
( I
[—1 Convert
STl VIID-NET
HOT (E&F M) PMDA® T
JLAC10 ($&FE) Ry — J—R

CD10 (Jm4 72 %8)



CDISCiE FA D E[E

TAUGEWTIZT -5ty b -Z# - TerminologyDEEIL— IV H w3 UEBAREICEH#HUN

N 3 N B E.—- M )\ i \“ V — PPN =
Semplet AU for G s o ome [T ar
' RIZFERLSN TUVRL)
« SDTMIG V3.2 « TAUG for QT Studies V1.0 .
« SOTMIG-MD V1.0 - EG,TS,TA, TE, DO SDTM Terminology
yyyy-MM-dd
. SDTMIG-PGxV1.0 - QT, RELDEV
Pull i Pull FTP
‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘ Contents =~~~ SHARE API """ Contents """ "7}

. SDTMIG V3.2 . TAUG for QT Studies V1.0 -
« SDOTMIG-MDV1.0 - EG,TS,TA, TE, DO SDTM Terminology
yyyy-MM-dd
. SDTMIG-PGxV1.0 - QT RELDEV
MDR_EDEXH DT> MHERI-RUZ D
Sponsor MDR L— R MEEFEDET Merge HEU> B THS F Subset
(Metadata | TART—9iZ#%E3

Repository)

‘Bookmarked’ SDTM
Terminology yyyy-
MM-dd

‘Company A’ Standard for QT Studies Ea
(RRLI-EEIL—IILERBLIZED) clate

COBIEFTRHL TS THATRERSN
TA Standard3FEREZLDEDTHY., ZI\@/(‘-DH?’ZB@EF}U
SSICCTZBEMTEN-S3EBINEE




= FHILTIZHR I+ ACDISCiE FH DR RE

o CDISCRIFADEFARA—aoNHKET LS
— ZHEMEICHL TR T LMGBIEGOLEELH D
— BFAIILTEZEHTOREBEERZEELTLS
« f[RADANE-KHIDERE
- ERERERENERKRAE -COISGERIZDWLNTrL—=24
Z 2T HRMBMIELY, el@?@l%*&@&x%Mﬁﬁ-vx@—%
BIZBRLT. CDISCEEET AL HETH S,
— ERPR B 71,5513?‘%‘! CDISCGERADIX R/ N\—rABNTH. BN
BRI AR -TIEIZLATEHT HFEBHLELN,
— FH. —EDIVELTHITHhN TV, HELLIXBEEDTY
t/7‘F—“%’&ﬁiﬁlﬁi'C%*LIM’E%gmﬁ,ﬂwﬁﬂﬁfééh\
5(177'0):/7'/‘J75\LL\ Eﬂfﬁi‘ﬁéhéd)’c 7Jt/7"f‘*

ENEBIELTLEIBNDH D, ‘f*ﬁnsiﬁ%-flu VE2(Z7ED
FlEITHEREET HUAEL, EUNSHES l:EéﬁlﬁE'lib\%éo




UMIN CDISC ¥ v ¥ 7 L 2017

CDISC Z#H L 7z A.

A Y

TILT

1

Ll

N

I DWW

(Inter-operability using CDISC)

37 BRI e & v & —

K

ZS



National Center for Global Health and Medicine

LIJI

COISCZ=FA L 7-MHAERMEICDNT
(Interoperability using CDISC)

National Center for Global Health and Medicine,
Center for Clinical Sciences, Dep. of Data Science
Clinical Epidemiology/ JCRAC Data Center

*32 ¥ (Hiroshi Ohtsu)



About Data
Standards

e Clinical Trial : CDISC statndards
( CDASH/ODM/SDTM/ADaM --- et.
Al)

« Sentinel -> PCORInet (HTA) :
Common Data Model (CDM)

Not only CDISC standard, we also have

to investigate other standards. ( e.g.
Clinical Innovation Network )

http://www.pcornet.org/pcornet-common-
data-model/



Model of Clinical Research

m Store/Data Mgt. Analysis/Reports
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Clinical Research and CDISC standards

m Store/Data Mgt. Analysis/Reports

CDASH

AR R QY

SDTM
PMDA guidance

From
Hospital Information System
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Motivation

« SDTM/ADaM %, MABAEI - N T E7-(PMDA,J3C)
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From EMR & HIPPA (2017/1)

e http://www.emrandhipaa.co
m/katherine/2017/01/23/a
mia-asks-nih-to-push-for-
research-data-sharing/

“‘For example, look at this project at
Vanderbilt University Medical Center
which collects and manages
translational and clinical research data

via an intertace with Its EMIR system.

At Vanderbilt, research data collection
is integrated with clinical EMR use.
Doctors there use a module within th
research platform (known as RE_DCap%
to collect data for prospective clinical
studies. Once they get their research
project approved, clinicians use
menus to map health record data
fields to REDCap. Then, REDCap
automatically retrieves health record
data for selected patients.”


https://news.vanderbilt.edu/2016/01/27/effort-seeks-to-integrate-clinical-research-data-systems/

Method *EDCaP

Research Electronic Data Capture

. JCRAC75\74*E/X 2% L TWLWAREDCap (Ver7.0.3) #FHW\ T,
T—XEEERAEEEEIRET L 7=,

« Data interoperability was examined using REDCap (Ver.
7.0.3) which JCRAC has licensed.




Q{ C:¥Users¥stati¥AppData¥Local¥Temp¥TESTPROJECT_CDISC_ODM_2017-10-12_1416.xml - Notepad++
. JALE REE BES FENV IvI-FM EEL BED Y-M0o) 70 =T TV MUEIEE ¢
FRIOAR - HHR LG sMkPe a2 BE =1 [ EiEhe I BB

[=] TESTPROJECT CDISC_ ODM_2017-10-12_1416:xml E3 |

WML

ZDELa — ) IS
tzo FEREEELIL 15
LT =2 EL
16T (Excel, SAS

My Reports & Ex;
L-#—t5

A All data

E Selected
(L

1 k?xml versicn="1.0" encoding="UTF-8" 2>
2 H<0DM zmlns="http://www.cdisc.org/ns/odm/v1.3" zmlns:ds="http://www.w3.0org/2000/09/xmldsig#" xmlns:xsi="http://www.w3.
3 [H<«ClinicalData Study0ID="Project.TESTPROJECT" MetaDataVersicnOID="Metadata.TESTPROJECT 2017-10-12 1416">
4 [ <SubjectData SubjectKey="1" redcap:ReccrdIdField="record id">
5 [ <FormData FormOID="Form.init" FormRepeatFey="1">
& [ <ItemGroupData ItemGroupCID="init.record id" ItemGroupRepeatKey="1">
7 <ItemData ItemOID="record id" Value="1"/>
8 <ItemData ItemOID="redcap data access group" Value=""/>
9 <ItemData ItemOID="entdat" Value="2016-04-08"/>
10 </ItemGroupData>
11 o <ItemzroupData ItemGroupOID="init.gl" ItemGroupRepeatFKey="1">
12 <ItemData ItemOID="gl" Value=""/>
13 </ItemGroupData>
14 H <ItemzroupData ItemGroupOID="init.g2" ItemGroupRepeatFey="1">
15 <ItemData ItemOID="g2" Value=""/>
le <ItemData ItemOID="name" Value=" k4"
17 <ItemData ItemOID="sex" Valus="0"/>
18 <ItemData ItemOID="birth" Valus="2008-04-21"/>
19 <ItemData ItemOID="age" Valus="8"/>
2 <ItemData ItemOID="biko" Valus=""/>
2 - </ItemcroupData>
22 H <ItemGroupData ItemGroupCID="init.init complete" ItemGroupRepeatFey="1">

»]

<ItemData

§

3

Iy

>

- </FormData>

Iy

I3 3
-

ItemOID="init complete" Value="0"/>

- </ItemsroupData>

<FormData FormOID="Form.init" FormRepeatREey="2">
<ItemGroupData ItemGroupOID="init.record id" ItemGroupRepeatKey="1">

2 <ItemData ItemOID="record id" Valueﬁﬁl"/>
2 <ItemData ItemOID="redcap data access group" Value=""/>
30 <ItemData ItemOID="entdat" Value="2017-03-01"/>
31 - </ItemGroupData>
2 o <ItemGroupData ItemCroupOID="init.gql" ItemGroupRepeatRey="1">
33 <ItemData ItemOID="gl" Valus="2"/>
34 : </ItemsroupData>
35 o <ItemGroupData ItemCroupOID="init.g2" ItemGroupRepeatRey="1">
36 <ItemData ItemOID="g2" Valus="1"/>
37 <ItemData ItemOID="name" Valus=""/>
38 <ItemData ItemOID="sex" Valus=""/>
39 <ItemData ItemOID="birth" Value="1983-03-10"/>
40 <ItemData ItemOID="age" Valus="33"/>
41 <ItemData ItemOID="biko" Value=""/>
42 - </ItemGroupData>

W
w
—{1}

<ItemGroupData ItemGroupOID="init.init complete" ItemGroupRepeatKey="1">

L
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Download:Data and Metadata

[ C¥serséstati¥Deskiop¥TESTPROJECT_2017-10-12_1420REDCap.xml - Notepad ++ - O X
IR BEE BEE =RV IYI-FM EZWL EM Y-LO) ¥/0 =T OTHY oqUEEER 7
HHERGE| s MEIPe(hlp ®x|EE FEAE® @D W B

[ TESTPROJECT 2017-10-12_1420 REDGapxml E3 |

=1

<?xml version="1.0" encoding="UTF-8" 2>
<ODM xmlns="http://www.cdisc.org/ns/odm/v1l.3" zmlns:ds="http://www.w3.org/2000/09/xmldsig#" xmlns:xsi
<Study OID="Project.TESTPROJECT">
C<GlobalVariables>
<StudyName>TEST PROJECT</StudyName>
<StudyDescriptign>This file contains the metadata, events, and data for REDCap project "TEST PROJECT".</StudyDescription>
<ProtocolName>TEST PROJECT</ProtocolName>
<redcap:RecordAuto;umberingEnahled)D(/redcap:RecordAutonumberingEnabled)
<redcap:CustomRecordLabel></redcap:CustomRecordLabel>
<redcap:SecondaryUniqueField></redcap:SecondaryUniqueField>
<redcap:SchedulingEnabled>0</redcap: SchedulingEnabled>
<redcap:Purpose>0</redcap: Purpose>
<redcap:PurposeOther></redcap: PurposeOther>
<redcap:ProjectNotes></redcap: ProjectNotas>
= <redcap:RepeatingInstrumentsAndEvents>
g <redcap:RepeatingInstruments>
<redcap:RepeatingInstrument redcap:
<redcap:RepeatingInstrument redcap:
F </redcap:RepeatingInstruments>
r </redcap:RepeatingInstrumentsAndEvents>
r</GlobalVariables>
H<MetaDataVersion OID="Metadata.TESTPROJECT 2017-10-12_ 1420" Name="TEST PROJECT" redcap:RecordIdfield="record id">
g <FormDef OID="Form.init" Name="init" Repeating="Neo" redcap:FormName="init">
<ItemGroupRef ItemGroupOI 'init.record id" Mandatory="No"/>
<ItemGroupRef ItemGroupOI init.gl" Mandator "No" />

"http://www.w3.0rg/2001/XMLSchema-instance"” zmlns:redcap

1
3
4
]

JueEventName="event 1 arm 1" redc RepeatInstrument="init" redcap:CustomLabel=""/>
ueEventName="event 1 arm 1" redcap:RepeatInstrument="adolescent questionnaire self reported" re

:CustomLabel=""

26 <ItemGroupRef ItemGroupol 'init.g2" Mandatory="No"/>
27 <ItemGroupRef ItemGroupOID="init.init complete" Mandatory="No"/>
2 E </FormDef>
= <FormDef OID="Form.adolescent questionnaire self reported" Name="Adolescent Questionnaire Self Reported" Repeating="No" redc FormName="adolescent questionnaire

<ItemGroupRef ItemGroupol
<ItemGroupRef ItemGroupOID:
<ItemGroupRef ItemGroupOI
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOI
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOl
<ItemGroupRef ItemGroupOID:

'adolescent questionnaire self reported.aogsr podci form name" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr clnicn id" Mandatory="No'"/>
'adolescent gquestionnaire self reported.aogsr lname" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr dx1" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr_icd9 1" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr dx2" Mandatory="No"/>
'adolescent gquestionnaire self reported.aogsr_icd9 2" Mandatory="No"/>
'adolescent questionnaire self reported.aogsr dx3" Mandatory="No"/>
="adolescent guestionnaire self reported.aocgsr_icd9 3" Mandatory="No"/>
'adolescent_questionnaire self reported.aogsr_dx4" Mandatory="No"/>
<ItemGroupRef ItemGroupOl 'adolescent gquestionnaire self reported.aogsr_icd9 4" Mandatory="No"/>
<ItemGroupRef ItemGroupOl 'adolescent_questionnaire_self reported.aogsr_dx5" Mandatory="No"/>
<ItemGroupRef ItemGroupOID="adolescent questionnaire self reported.aogsr icd9 5" Mandatory="No"/>
<ItemGroupRef ItemGroupOID="adolescent questionnaire_self reported.aogsr_dob_ch" Mandatory="No"/>




scenario:  CDISC ODM verification using EDC system (REDCap)
FDC system ( REDCap) = #JFH L T®»CDISC ODM #&REE

-~ Example

o 1. /25 J0MIJLIERL ( Create sample protocol)
e 2. REDCap LICER ( Create “REDCap project” + “sample data” )

——  Check interoperability

e 3.CDISC_ODMI7A I DERK . AT LATOEMEIREE ( Create ODM file/ Import data
based on ODM)

e 4. ODMI7A I DXMLIREEAEATAREE (RY1)>—MERR) ( Check XML files / Create
CSV file from ODM file )




Result #1

e Consistency check of ODM
and CSV

1). ODMECSVIZ7MILDEBSFvY

ODM7T—%

<Study OID="Project. REDCapCDISC2">
<GlobalVariables>
<StudyName>REDCap_CDISC_2</StudyName=

XZ&—XG)EB%JL OD Mii_gﬂé‘%tb‘lﬂ_o
#AdminDataldSEIOEETE. MbEnEEATL

<redcap:ProjectNotes>RREE F & (CHIFBCDISCi#sE </redcap:ProjectNotes>

</GlobalVariables>

<MetaDataVersion QlID="Metadata. REDCapCDISC2_2017-01-13_1104" Name="REDCap_CDISC_2"redcap:RecordIdFi

"record_id"> :

<ClinicalData StudyOID="Project. REDCapCDISC2"MetaDataVersionO|D="Metadata. REDCapCDISC2_2017-01-13_110:

<SubjectData SubjectkKey="001"redcap:RecordldField="record_id">
<FormData FormOID="Form.entry" FormRepeatKey="1">

<ltemGroupData [temGroupOID="entry.record_id" temGroupRepeatKey="1">

<ltemData ItemOID[=”record_id"Value=”001"f>]1+@en%>

<ltemGroupData ItemGroupOID="entry.epoch” ItemGroupRepdatKey="1">

<ltemData ItemOlI Df”epoch”VaIue=”201 7-01-1 SW e

<ltemGroupData ItemGroupOIE)="entry.dsdecod" ltemGroupRepeatKey="1"> CSVT—Q

<ltemData ItemQID =”dsdecod"Value=”cdisc=01 "/ B RENCApCOTSCZ DATA_Z0T7-0] -13.xlsx

<ltemData ltemOID§"dsterm" Value="hosp_a"/> 7 : = ) E £

bty rebordjd |epoch | |dsdbood [dstdrm [brindat  |age

emData [temOID="age" Value= : ;

lomData ltomOID="eor" Values" 15 2Loot 2017/1/13fcdisc 01lbospa [ 1970/1/10] 4
3 002 2017/1/8|cdisc 01 |hospa | 1974/8/14| 4
4 003 2016/12/24|cdisc 12 |hosp k 1951/4/1| 6
5 004 2016/11/29|cdisc 09 |hosp.m | 1958/3/19| ©




2). REDCap TODMZ77 M ILHO\RI A TESHH

Result #7

o RO TIMERRERC. YERLUIZODM _XMLIJ7A )L 2{ERLTIE—
JO0217 MYER A NMMREEZITHOTHIZ.

IIH PR XWREOREE

RU GBEJO0SIIH)

2 Elfg O #1 X
3 ANVHEE (BBE&RZEAND) @) X
4 Y-ra (72T-1H) O = X
5 DAGs (fzz@BAN) @) X

ODM_XMLI7A ). SIISTYERENTZ 7 IUDIE S kEsE LR ofe, UTFBICE IR T 2 EN D5,

1 BT —D)EIN R BRI RENRY (BEENNE)
2 A OETERRERBENZ) (BEEN nE)

CRFYP I NFT (B BELLA Vih— N TEBN, hAAVA ZiEen s EL TWAIES
N EIBHRETCERENLVEDNHS.
ODM_E(FIFU TCORBWBIRCTHD., IE—UREICHERNRE,



(aenerate data

Using Schema

N
P4 iF — | L/ — 7— &
-
]( xml version="1.0" encoding="utf-8"?>
<1-- ItemDatal)/BEOTXTI SIS —b . Last updated: 2017-01-19 S.Matsuya -->
<1-- oD BRIERE BOTHC TN BRZERCLEOTEIBEES S, -
<xsl:stylesheet xm ="http://www.w3.0rq/1999/XSL/Transform"
1.0"
=] ="http://www.cdisc.orqg/ns/odm/vl.3">
<1-- csvERESF ourputencoding(d shife-g1stiliihé .
<xsl:output method="text" ",
<l-- <xsl: method="text" encoding="utf-8"/> -->
<1-- BRBCIEIIE 50 NIBENG . xparn® (EHE, ——>
F] <xslitemplate match="/">
<xsl:apply-templates select="//odm:SubjectData"/>
</xsl:template>
<xsl:template match="odm:SubjectData"> S -~ s out - Excel
<tem N IBLTBHADMIE, 1717 0 > @ v
<xsl:choose> SyF v A R=Z LA7PIb T4 Eitics| f-od Mp
<xsl:when test="ESubjectKey='001""> MS PIoab . - [L ‘-.
= <xsl:for-each select="odm:FormData/odm:ItemGroupData/odm:ItemData"> Sl t! . =t (% U
J] <xs8l:value-of select="EItemOID"/><xsl:text>,</xsl:text> ﬁ 11 - A A l_ Q _—‘
= <xsl:if test="@ItemOID="report_complete'"><xsl:text> TET WERK =R T ~ 4l aF- EEhit tIDERD 8B EF -
F</xsl:text> - - - ]
F </xsl:if> —= - = 4F, -
L </xsl:for-each> TET JAvb FhE wRE BEx
- </xsl:when> )
r </xsl:choose> Al - record,_id
<1-- 7 -RCIBRTEEBHOMIG. -->
= <xsl:for-each select="odm:FormData/odm:ItemGroupData/odm:ItemData"> A 8 - ! ] K - M N
E <xsl:value-of select="EValue"/><xsl:text>,</xslitext> 1 |record id .lentryday site_id  site_name born entage sex age mail weight height bmi  tekikaku 1 tekikaku,
= <xsliif test="@ItemOID='report complete'"><xslitext> 2 1 2016/12/16 NCGM JCRAC 1989/2/13 27 2 1 ion@jcrac.ac 40 154 168 2
7““‘51:2:"‘;_ o 3 2 2016/12/186 1 NCGM 2000/1 /1 2 2 60 150 267 1
[ c/mslitorocachs 4 3 2016/11/2 1 NCGM 1903/12/1 22 1 1 metam@nogm.jp 80 170 277 1
</xsl:template> 5 4 2016/12/16 1 NCGM 1980/12/21 35 2 1 60 173 20 1
L</xsl:stylesheet> 6 5 2016/9/27 1 NCGM 1008/6/6 2 1 ocdisc@orgjp 60 170 208 1
7 G 2016/8/1 b 1 X O el 1897/12/24 2 3 80 167 287 1
2 DO = 1987/12/21 11 90 180 278 1
3 600809 1936/2/5 1 4 60 170 208 1
reate a Style sneet and conver e ALBOU=H 1960/3/3 1 2 abodyahoo.ne jo B0 172 27 :
99009 1950/7/8 2 3 asa@docomo.jp 58 151 254 1
= —wh 1952/12/4 1 3 bbb@mail.ru 70 160 273 1
O D I\/l f| | e to ‘ SV 1980/8/8 2 1 asa@gzcom 74 173 247 2
2000/12/6 1 1 KA 173 237 2
0 1899/3/2 1 1 ww@gggcom 85 1656 312 1
eX u S I n m SXS I exe 1959./2/11 2 2 uuu@ddd.com 69 171 236 2
[ ] [ | 1964/6/16 52 2 2 ooo@jjcom 65 158 26 1
i ) ) 1958/4/6 58 2 2 asaa@yahoo.co.jp 60 154 253 1
1o 18 2016/12/22 222 SBSEE®® 1981/11/9 B 1 SRS 60 168 213 2
20 18 2016/12/22 1010 SO SW® 1991/9/8 25 2 1 0eessee 56 169 196 2




Result (summary)

« REDCap7—% (CSVI7()l) £ODMI7AILDIREE &
ODMJ7A )L OB F

REDCaph5CSVEODMEHU., SN TVWST—YICEAULTERE
hViE LLU@I‘%EL/EO JO>1 s AAUEODMI A IV, FiiRTJT
S14 MERESICCRFET — AFINRTREDCaplc 7yvIO—RTEBREN
MREAECElc. (—BPEMTIERTE. U—15% E(cﬂ” o])

ZNUCED. REDCapT(EODMI71 LDk Veone-way CR{two-
Way CiTOZENTED,




Result (summary)

« REDCaphsiiicNizODMI7A JLHY, CDISCEEAEFRIZI(C
HOWTWAHREE

REDCa pb\bODl\/DM)l/%i}EE HURIES . CDISCIEEIRIGICERS
NTW3. AdminDataE s (BIBBHR : tAFREDPT -AIVR—Tv—.
s, BEAEHE) b\Lménm\ REDCapDiz&(EStudydATAIC
SCEENTUE RDAT(ICDUVWTIE. ODMICEHEINTLWARETH A
CTETVWACEMREETEL,




Result (summary)

« ODMI71 L OFEF:

MS ExcellCTXMLI7M IV &aT —IR2\ CThEER I DCEIIRIBE TH BN,
REIREEFCR RSN TS,

7\’5"( IV — Na{ERR T BECEHT. CSVAEI N P2DMMDAZ T (CE A
EOJEERDT. CNEFTOT—AZEOTOT 3 LhhdN(E. eNZzEZNE
19 3EERIEE, SAS proc xmIBFIFABRIEECH. Hik—bMLTULVS
ODM VersionlSEENINE,




notice

« REDCapZzFBUIEH., LKDOHhDIEHR(E. AR EFUVESEEITEENTT
iaFﬁ(JyE)JLfCL\é RELUTWBZENHDDT. NL—HEUT DR
@h&b(35:’1\)__5%(Jiﬁd)-l-ﬁm%cpb‘ué\% (12U, AFLogld#R4&
DEEH o

» SMEBY T MOFREEF(CXMLRSA LS — MMEL)(CEednA NN OIE
alc. *Eménfci—é"@ﬂ?'é‘tjjjéﬂti(\ BEULEDXEY, EFT—4
E(LE%L&D‘@%O

« REDCap®CDISC ODM (4. Version 1.3.1 #&8BU T, T -0

Hx17oT318. SAS Ver9.4 IRETHIAITBIRIC(ZE. Clinical
Standards toolkit 1.7 A ETHACENELEFLLY,
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Format: Abstract =

J Biomed Inform. 2017 Jun;70:65-76. doi: 10.1016/.jbi.2017.05.003. Epub 2017 May 6.

A pragmatic method for transforming clinical research data
the research electronic data capture "REDCap" to Clinical C
Interchange Standards Consortium (CDISC) Study Data
Tabulation Model (SDTM): Development and evaluation of
REDCap2SDTM.

Yamamoto K1, Ota K2, Akiya I3, Shintani A%,

i+ Author information

Abstract
The Clinical Data Interchange Standards Consortium (CDISC) Study Data Tabulation |

(SDTM) can be used for new drug application studies as well as secondarily for creatir
clinical research data warehouse to leverage clinical research study data across studie
conducted within the same disease area. However, currently not all clinical research u
Clinical Data Acquisition Standards Harmonization (CDASH) beginning in the set-up p
the study. Once already initiated, clinical studies that have not utilized CDASH are diffi
map in the SDTM format. In addition, most electronic data capture (EDC) systems are
equipped to export data in SDTM format; therefore, in many cases, statistical software
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The SCRUM-Japan Registry for Oncology Agent Development
and CDISC Standardization
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Nation-wide genome screening consortium: SCRUM-Japan
(n= 4,800 : 2015/02-2017/03)

More than 240 participating institutions pan-cancer panel Molecular-profile base.d IND reg. trials :
(OCP) analysis LC (24 trials)

Target J\gent Sponsor Status

RET fusion T Completed

Vandetanib P2

|S:Crl:'U_M -‘:'apal;l ital A - s lw RET fusion Lenvatinib (E7080) P2 Esai Completed
(M:r. zlg!,}))a i S = Sgs=agges Saghss = ] ROSt fusion Crizotini P2 OxOnc Completed
== et L ALK fusion CH5424802vs. Crizotinib P3  Chugai Completed
LC-SCRUM GI-SCREEN e S - = H - .

B ; e o O
2 45 20 = X == T _-r ALK fusion (crizotinib induced NV) Granisetron+dexamethasone P2 I Ongoing

O 20 core BT T— - BRAF mutation Dabrafenib + Trametinib P2 GSK(Novartis)  Ongoing

Taw i PR e e -f‘ PIK3CA mutation, AKT1 mutation AZD 5363 PL  Astraleneca  Ongoing

N Sc Lc PIK3CA mutation BYL719 P1  Novartis Ongoing

M- 058 T —— PL3K/AKT mutation Ths-117 PL  Taito Ongoing

8%. 0.2%,
\

[ [ os% FGFR mutztion TAS-120 PL  Taiho Ongoing
/

FGFR mutation ASP5878 Pl Astellas Ongoing
FGFR alterations 861398 PL  Novartis Onging
SCRUM_Japan HQ ?7:, MET amplification INC280 P2 Novartis Ongoing
(National Cancer Center HER?2 alterations Trastuzumab P2 1T Ongoing
Kashiwa) BRAF+PIK3CA HER2 alterations TrastuzumabEmtansine P2 I Ongoing
KRAS mutation Abemaciclibvs. erlotinib 3 Eililly Ongoing
FGFR1 amp.
0.3%
MET amp 2% -\
. . ERBB2 amp 2%. Y . " "
Collaboration with 15 pharma ™ - Molecular-profile based IND reg. trials :

Gl (11 trials)
E$ESLENAY /LR -5 BE -SCRUM-Japan- Gl (CRC) [
otverit [ PEIT

= [— +Panitumumab
Multiplex;& {72 ¥3 (Oncomine® Cancer Research Panel) % fL\=h 2 8I5% KRASSZR 20% b e —
4+ ' 45 nBTR— 2 4 “Colrectl |:>
® SHEADTEFR LBk BRAFZR 6% .‘
X ¥ W ¥ MH ilﬁiﬂn:d‘mi‘!vzm M:‘Pﬁ?‘ﬁle BN planned RXDK-101
‘emorolizumal NIRK1-3
SCRUM-Japan W PIKICAZE % .
LC-SCRUM- GI-SCREEN-
o | L= 2 & KRASZR+PIKICAZR
: Japan SCRUM-Japan | TRE{EZ Japan : -
EER
b il 12 =
nHER B oS FLMEFT EGRR
&5 | o | o e o) - -
B £ F—ga—z il | oo Bmmsist cocer . A G
i ; FOFRIZZ+PIKICAZE 1% NRASSER 2%
ry = e ™ HERIZR + KRASZR 1% PTENER 1%
iy B B T o BRAFZSL+AKT2ZR 1% PIKICAYEGFRIZIR 1%
BRAFZE+EGFREE 1% = AKTIZE 1% o
A J h b A J = = FGFRIIEE . FGRR. PIbGARTHI G 5L
- ) ;
e e e e e R s KRASIEIE 1% | MTORER . HERER 1% ~Colorectal — s —' [erui:a;.;;svssm
| N CONELSIE T ¢ METER1% .
B +Gastric > )
—_— — PIb-ATDS363 nd PIb:ZSTRETS
LC-SCRUM -z | amEs | RoEs | esmE |20 ozl 1577 GI-SCREEN m - il -
MG ole - SmER Other Gl fract
o @ e @ o | Sty {esophagus, small " .
intestine, anal, NEC) — PIBIREST P — PLTASILG




In

ormation of IND registration trials are available in HP: SCRUM-Japan
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© LC-SCRUM-Japan
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Introduction
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New oncology agent/biomarker development platform with SCRUM-Japan

Japan Agency for Medical Research 3
Prnda ==

SCRUM-Japan registry

« ’ and Development

AMED
Frequency of genomic alterations by cancer type 'ﬁmw "ﬁ";:f__i —
Regional distribution of the relevant patient sw - L N Discussion for regulatory
e — 5 S | B evaluation
) ; = - }' i ‘ Making natural history data as a control
= in efficacy data (ORR, OS/PFS) for CTD
Fomg) e — B e, )| [mmia | application
il L_W ] ' -external control
mpmmant T —;é—"%’}?;_ f : --‘/ -internal control
By i g S . -
8. e Clinical-genome database Proposing trial — —
Data sharlng with academia/industry with CDISC based design Providing control data for
On-line data access examination for the approval

*

Using I
clinical/genome SCRUM-Japan — :
data Collaboration with 240 hospitals and 15 pharms ‘ CTD application and evaluation

International
collaboration

NCI-MATCH (US)

LUNG-MATRIX (UK)

Secondafy focusing on rare fractions in Lung/Gl cancers
analysis

)

Providing

Approval for new agents

Next new agent
development by
pharma/academia

Iloleculu»prnﬁle based IND reg. trials:
(0CP) analysis LC (24 trials)

More than 200 participating institutions

[SCRUM-Japan Participating
Hospral Network cun 2016

pan-cancer panel

sug

L
EEEEERRTERERALLT

!
i

Education/ training for precision medicine

Collaboration with 15 pharma

Liquid biopsy

Immune genome panel

Iloieculalwom based ND reg. vl
new agents ) \
HSAREBYAH /629227 B2 -SCRUM-Japan- Gl (CRC)
e - :—.l—. / i [
! ‘ — .._- / 21%@5 ﬁlg:ﬂﬂﬁ .-—‘::
i \ - oEE - ‘ bR — f%\ u-r =2 ‘W/ =
ﬁ s T - 90‘ ‘ &wﬁﬁéﬁ\ IR
i - - SREsE L @'
SIS = FEERE UR-tER ouy muz
. / \J; I ﬂ
-More than 2,000 patients enrolled per year ] maz L weE JEN &
- Associated with a total of 35 IND registration trials o= o3 %
k WN BR 7 J LBHHRRE




SCRUM-Japan Reqistry
Registry data collection/tabulation/analysis with CDISC

N

+ : Data Capture Regulatory
L L | Hospitals P Data Center —smm I N
- Secure Data Storage \ ooroual
Electronic medical records /4 > SDTM ) 0
[ Dictionary ] EDC @ cpisc
J|-|If,)6:|(-:(1dor Lzlga)b test) CIBlSe Define-XML
-ICD-10 (disease) Data t:"‘c'“j:fr . m Egt: IVISet m: _‘
o . | J , e
CDISC ) o A :
Collection Template ] %g | Vv i ]
data inEMR | ®, 8@ Report file SCRUM-J |
= = S & (Qctie) nalvss_ Registry |  §o
9 = & D
b | _ o g, 88 Validation Sevelommen,
Electronic medical chart o, Yo, @ o
8
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specification| |specification

SDTM
@coisc | specification

Data Metadata management
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Research
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SHARE .CDISC Data share




SCRUM-Japan Reqistry
Registry data collection/tabulation/analysis with CDISC

Data Capture

E-I-b .
L L L|Hospitals

[ Dictionary ]
*HOT (drug)

*JLAC10 (lab test)
*ICD-10 (disease)

Electronic medical records
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Data transfer

r
@coisc

Collection
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Focus My presentation
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How effective Using Hospital information System of Our
Experiment (Previous study)

Direct Data Transfer from Hospital Information System (HI

to Sponsor for clinical trials 2
OYoshihiro Aoyagi?), Yuki Haradal), Mirai Kikawa?2), Miyako Tanada?), Nobuyuki Funami?), Eri Sekine?,

Kyouichi Motomura3), Takako Kuwakil), Koichi Goto?!), Toshihiko Doil), Toshirou Nishida®)
1) National Cancer Center Hospital East, 2) Novartis Pharma K.K. 3) Fujitsu Limited

‘\‘ DIA JAPAN 2015
Development.

] [ ] National Cancer Center Hospital East
; : , Plans for operation
By directly transferring jche dat:?\ to the sponsor’s ) To establish data extraction and transfer process . : ;
system from the HIS which retains the source data, it . : ) Validates the computerized system
) o ’ To identify challenges and potential . Sraviea b aliies| dere
1S expecl:)te .'d linical data f h countermeasures of the implementation and . e
rovide ¢ n"ncfa ata faster to the sponsors the transfer process for practical use in clinical
*No transcription errors trials ! ‘
*Less frequent monitoring visits to the hospital
by the sponsors
yImesp Sponsor HIS vendor
Provides the Implements the
clinical trial computerized
protocol
Increase the quality of clinical data, as well as . Vi e e syster-n' ]
efficiency and acceleration of clinical trial and e e e Identifies issues
safety review. . Identifies issues

2017/10/28 8



Computerized system implementation as per
Novartis specification (1-7)

Addition of clinical trial specific data

Hospital Information System at NCCE Sponsor system at Novartis

Sl | MISSION
(ums) (eMedical Record) gl
_____ Lab results NMGCP

(Clinical Trial
Management System)

(. Import/setting

______________ Clinical

Secure webdata >  data
: communication repositary
system

p e Sl __d

System function Details of function

Addition of Adds clinical trial specific data not originally in LIMS
clinical trial *Adds the protocol information (including code list)
specific data not - Reflects clinical trial schedule

originally in LIMS  Registers clinical trial subjects

Linking lab test
results

Conversion to Converts “2byte” characters to “1byte” characters
transferrable data acceptable to the sponsor system

Data export Exports as the data format as per the sponsor specification
Computerized Each function is applied in accordance with the validation
Systerre¥alidatinmiRreeessd >

Links lab test results to subject’s visit schedule

Q © @ @@@@.

. o
Exporting lab results Export lab

s == 25 eaus .
=) wea | _enrs | results as file

Registration of ‘n'iaI/Subject information

).~ select targeted lab test data
for the visit date

k Pull up scheduled lab dates for
this subject

EEEBEBLEEE’

2017)10/8 | E—

< Screen of eMedical Record >
posamun
2740E) BRE WA

DISH BN e

e on —_— Additional data required specifically for
il

End date of {Specimen} Collection (YYYY/MM/D0) 1. Fasting status

End time of {Specimen] Collection (HVD) I 2. End date of specimen collection

3. End time of specimen collection
Specimen Condition [AuToLYZED -] 4. Specimen condition

X1 GRS 03 AWMU 133
HARTRA

AReCITENTT amea NEEENT smafETEOOROEE _awem
T P weeo aRoooer e SWANT weemneeE




Handling of double-byte data

Data is recorded in Japanese which is
double-byte; while sponsor requirement is
ASCII format which allows single-byte

characters only.

Although the conversion is needed for most of data,

il Hemolysis
% %
mg.”d | mg/d|
F193 (blank)

this kind of data is not needed to be transferred to
Novartis. Therefore, this can be left as blank.

< Screen of eMedical Record >

At the time of data extraction, the confirmation window after the data
selection shows as below — the unit for APTT, “F)”, is converted to

“_n
s

APTT
Activated partial thromboplastin time

APTT
Activated partial thromboplastin time
200
200

s

%0
380
LOw

2017/10/28
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Transferred data for this research

* Clinical trial: Oncology phase |

* Number of patients: 16

* Transferred data: laboratory test results
(hematology, biochemistry, urinalysis, etc.)

* For 16 patients, 148 visits = 6518 data points

2017/10/28

Key benefits — high quality data with less efforts
NCCE Novartis
Clinical data
] repository
~ NO manual data entry NO SDV

NO query handling for NO data review and query
data entry error J handling for data entry error

EDC Process Direct transfer
process

73.7 hours 0.5 hour -73.2 hours

65.2 hr (data review for entry  (data reconciliation) for Novartis
error & querying)

2 hr (normal ranges handling)

6.5 hr (SDV & querying)

170 queries H 96% | 6 queries - 164 queries
Manual data entry to Data selection Easier task
eCRFs for NCCE
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Next Cha"enges for NCCE We applied the experiment to SCRUM-

Japan Registry collecting scheme using
CDISC-ODM.

. system

Import CDISC-ODM file

@ cDisc

______________

HOPE/EGMAIN-GX

N
N

wn
T
®]
>
7]
o
q

*CRF status: blank

————
’ ~

A

ABA\DILD) UOISISAUOD DSIAD

Export lab results data as per
CDISC-ODM defined visit information

T

*CRF status: entered
Convert to ODM Statlis: entere

2017/10/28 12



ldeal Model of This System

e Our system aim to convert disease registry data to CDISC standards in order to refer disease registry data as control
group data for clinical trial when we submit new medicine/diagnostic agent to authority in the reference.

Automatically
generation of CDASH
style collecting form

Define disease
registry data as
control group

File exchange by ODM

g ptrotcol

Manage CRF
specification as
CDASH style

Store CDASH style
case data

Data Center

Collect subject data
of treatment group
(TRIUMP study)

DTM ADaM TLFs

. |

Define-XML

Metadata
management
system

T O

[N
Final clinical
@ study report
. Regulatory authorities
\
Exchange from
CDASH to SDTM

eCTD
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The Method of Offering Data from Electric Medical Record to Case Data Base
@

Megqdata Management
-Output file i

Definition file
Excel
/2

Import File B

Case Data Bhse (EDC)

Cloud service

Definition file Transfert DM National Cancer Center Hospital East
Excel J> ODM File
(Definition data

On-Premise Enviroment

Jr—

@ 1
Import File 4}

eXChart NMGCP
-Import Definition file -Import definition file .
- Output template -Manage master ODM reference
- Acquire medical Import File -Manage event (visit) | ODM tool
record data | File -Refer ODM file

(Test result, Treatment )
-Progress management
+Output XML file

XMLfile

I; (subject data)

o

+Output ODM file

(Subject data

Output fi

Electric Medical Record (Fujistu)

14
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The Method of Offering Data from Electric Medical
Record to Case Data Base(Conclusion)

* Metadata management

* Manage data collecting form of SCRUM-Japan trials by CDISC standards
* Output data collecting form in Excel file format

* Use desk top tool in order to transfer from Excel data collecting form to
ODM(XML)

* Electric Medical Record System

e Import data collecting form metadata (Excel or ODM) from metadata
management, generate data collecting form

* Clinical Trials Management Systems
* Import ODM, output case data in ODM format using collecting form



Information in ONNM

This range is hopefully
included in metadata
management ODM.

General Study Basic information (e.g. study nam.

Unit Unit for the study
Metadata Event Designated events (e.g. Visit)
Form Data collecting form (implemented CDASH)
Field ltems included in data collecting form (implemented CDASH)
Codelist Code lists which are used by each items included in data collecting form
(implemented CDASH)
Method Deriving expression obtained from collecting data
Condition Conditional expression declared inputting condition for data collecting form
Presentation Layout information for data collecting form (This is appointed bv ODM now

but not defined yet.) This information has

Administration AdminData Information of users or cites dispersion by each

data system especially.
Reference:

Information from
cites

Annotation Association Annotation to collected case data

Case data ClinicalData Collected case data

Reference data ReferenceData Normal range of clinical trial items

COB\:E% 5Egl1g7r§g;[wsu L|MJEEED7§\60)%3¥4EE&%

.16 :
signature ds:Signature ure da




SCRUM-Japan registry: current status (Conclusion)

15 Pharmas and more than 240 hospitals are participating in Japan
A total of 35 IND registration trials (SIT and IIT) is referred to SCRUM Japan

More than 4,500 samples have been already enrolled in nation-wide

Now structuring data
collecting from electric

3 new agents are in preparation for new agent approval health record

On-time genome data sharing with Pharma & academia has been inixrated

Making a nation-wide registry for new agent trials have just started in collaboration with
regulatory authorities

» prospective cohort registry will start soon (07/2017)
» New IITs with registry data as a comparative natural history data are being planned
» Construct acollecting information system using electric health records

Activating new agent development and establishing precision medicine
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