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FUNRZFBE (LT, AR Tk 20082 AL WEF LT VAT A (LUF, HIS) (BA
TA « B— - TAKRKESHEL VenusIl) . 74 VA VAV AT A (BATF, PACS) (EL£7A
VAT 4 B AR EHE Synapse) ZEA L, FHIER 1900 &0 HIS ¥R & 245 D PACS
R IERE L T\ B, HIS HiK TiE PACS Hr—"— T I N TV 2 EBROSRMR T | PACS
WRTCIXBEBFINT « F—F—VATLOERAEARLELTEY, HEDODT AV r— 3
VOBERANRTETHD, —HbDBKRITEF2VTF 4 L, ABLEOXRy FU— 7 EEHFEE
WL, £72USBAEY, CD+DVD, 7B v "EONEAT 4+ TOERAEFRATE LR
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FF— 2PN TREL-ETFT — % &8I HIS MK, PACS MR CZHBTAHZ EMNT
X\, HIS NOREF#RE OB THEEN TERVWI L PMELE RoT, EOHKRL
LT, SS-MIXWeb 7—HA T 2—THEA LI LR, PACS ~DORV IAHZREEITo T2
DTEFOEAIZSONWTEHE TS, M2 T, AHEFEHRZ IS ~HTEHEESOER. 2
% Y HIS A& PACS fE 2 /M EER ~ETHICEE T2 FEOEA L THRET 5,
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LRoOMEMREE BE L LAR TR, BEAFBE ORRIEHRTHMMEEREE THDH Z & HLT
v2.5 BRI THRMES AT, B, REREZODREREZSMTELH LR END,
2009 £E 2 A L v, EAFBHEDEEHRZHMEETE SS-MIX Web 7—HA 7 2—7 +EX
(A7 a & LTDICOM, HL7 AAOHE GSRFIE) #BAL, BEICLVELAEN
BFT—HICTANAF =y 7 2TV, BENIY——ICR VAR, ZERIZ Web T
SR UEGRERE., BELSLELBbh3 DICOM ERICE LTIk, Bl& HIS Eod—&—
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RS HRIRHLE CD BV AABR L W —_—~BVABZEITIERAEERL TN 5, DEE
BEESNRSETIE, FTHYENR D OT 4 VAF =y 7 21TV, SSMIX BEIEHRIEMLE
CDRVIABZIR L VB|T —F 2V —"—TEBMNT D, SSMXT—AA 7T E=2—7 THY
JAY 72N MS-WORD, EXCEL, PDF 72 & @ DICOM, HL7 SAAAO#MICEA L Tid, MBIk D (FEaR
TZrAN) MORABA=2—8D, Y——~DEVAZREToTVD, £FZTYL/IVA
Frxvl 2ELBFT—F OBV IAHMEEFBCETFFROMYV IALDOFELERL, K1
CATEREIT2TVD, BMENEBET—F 13, & HIS iR, PACS HiRDT A =27
B SS-MIX 7—HA 7T a—T7TDBRERBERL LD LIFbND L3 ITRELBY ., BEE
ENE IDEANTAZLICEY, Wb CTHBEZBRTEXEL5R>TN3,
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200942 H24 BL V. SS-MIX Web 7—HA 7 2—T7 +EX DERE{To 7, ARD
F— 2 ZRBARER L EHEERMER 1 IR,
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COgSEEH | CDIUARE LB RER sRAEH% | SBIREEC) | FIHERIERG)
200942 B 24 22 14 8 53.8% 137
200843 A 103 104 73 3 70.2% 73
200944 A 167 181 141 31 77.9% 77
200845 A 148 161 126 35 78.3% 8.8
200956 A 188 191 155 36 81.2% 100

2009 4E 2 B OEAMBE ST, BAMEECTENR Z LRXRERSREOY —/—0
RSTARERB D . 2009 4 2 HOBBEEERN 53.8%& BV, EORIEEOHRILD
K. BREERITITEY 76.9%. — K=Y OFEHEERBRL D2 2Y, BRATESR
LEL fen TS, £72 2009 4E 4 BICH—"—DFEVa—LE2—HBBEL. 4 AUESR
EREE L, BHIAENT JPEG 2 COEFEGST —F 2 DEMRICHER TE, HIS [TER
= g BRETATRE L fe o 7n, LA L. SS-MIX, IHE PDI IZ#EHL L TV 2\ CD o R L R JPEG
ez P b 2L SSMIX Web 7—H A 7 Ea—7 CBRATERRBEDN 20%BHFETD
7. BHIALEGLS SSMIX THRARRESICE. BRAOEZIC LV BEMNICBUALT
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AR TIXEBREAICBI LT, IHE-PDI Lo E R E&H I8 LTV A2, 2009 4EE
RETITIESS-MIX IZ K 2 ZFIEREBUET - I HAICHETER Y, 5% EFEEES
DIEENMIIBDETFETHD, 5. FHiAR D EIIE4«ENT 5L Bbhad, EF
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(1) SS-MIX ¥ RHt= > ) —3 7 A, http://www. hei-be. com/ss—mix/ssmix/index. html.

() AMFZ, KAES, DY . BARBEFILTOE LR ERICHITTORE.
EFRIEHRSE 28 (Suppl. ). 2008 pp. 215-216, 2008.

(3) HEER. FEEZHIEICEITS HLTCDA & SS-MIX. ERIE®S 28(Suppl.). 2008
pp. 220-221, 2008.

@ ANEE. SRODEFRRBEODL VYV F. ERERFE 28 Suppl.). 2008
pp. 127-130, 2008.

(6) Wz nfkE, REEMS. Bk, KHERE, BAESE, HPER. REEHR 2T
LATD SS-MIX Web BRI AT AEAVEMENLORNT —FZBBOER. ERE
=% 29(Suppl.): 631-633, 2009.
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9. M.Kimura, K.Takenouchi:
Adverse Event Report on IHE RFD

(Retrieve Form for Data Capture)

with Japan s Ministry Project SS-MIX.

an HL7 Standardized HIS Data Export Promotion,
CDISC Interchange North America 2009,
Baltimore, MD, USA, Nov.12, 2009.
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Today’s
Experience
and
Tomorrow’s
Expectations

DISC

9 - 13 November 2009

Baltimore Marriott Waterfront

Baltimore, MD




THURSDAY. 12 NOVEMBER 2009

07:30 - 16:00 Exhibition Open

CDISC Heaithcare Link Demo in the Exhibition Area Today

130 - 10:00 Parallel Track 1
Session 5A: Analysis of Clinical Data

Chair: Lynn Difinizio, Biogen Idec

Lol
o
fad

« ADaM Presentation
John Roth, Lundbeck

* Navigating the Roadblocks: Constructing an Analysis Database from SDTM
Susan Boyer, Ben Vaughn & Jeff Abolafia, Rho

* Patient Evaluability in the CDISC World
Nate Freimark, Omnicare Clinical Research

Parallel Track 2
Session 5B: ODM & RFD

Chair: Gary Walker, Quintiles

+ Shortening the CRF Design and Database Set-up Process with a CDISC
ODM Metadata-driven Approach
Claus Lindenau, XClinical

* Lessons Learned from Implementing RFD for a Multi-Site Clinical Study:
Perspectives from both EHR and EDC
llya Sterin, Nextrials, Jason Colquitt, Greenway Medical

* Adverse Event Report on IHE RFD (Retrieve Form for Data capture) with
Japan’s Ministry Project SS-MIX. an HL7 Standardized HIS Data Export
Promotion
Michio Kimura;, Hamamatsu University , Kiyoteru Takenouchi, Medical Front
Corporation

10:00 - 10:30 Hraak

10030 - 12:30 Parallel Track 1
Session 6A: ODM
Chair: Dave Handelsman, SAS

+ Standards-Based Approach to Creating One Elegant Multi-System Solution
Carl Labb, Almac Clinical Technologies, Joseph Dustin, Medidata & Scott
Bradley, PHT

« Technical Aspects of Conversion to ODM
Michael J. Ward, Eli Lilly & Company

* Using ODM to Manage Clinical Data Content Standards
Bruce R. Basson, Eli Lilly & Company ,

* Using Incremental ODM Transactions in Systems Integration
Andrew Smith, Medidata

Parallel Track 2
Session 6B: CDISC in a Data Management System, Define.xml and SDTM
Chair: Steve Kopko, Wyeth

+ CDISC integration in the Oracle Clinical/Remote Data Capture® (OC/RDC)
clinical data management system
Peter Van Reusel, Business & Decision

+ Converting the Define.xml to a Relational Database to Enable Printing and
Validation
Lex Jansen, Octagon Research Solutions

« Backward Compatibility of SDTMIG
Tang Li, TechData Service Company .

* Our Experience with Transitioning from SDTM Version 3.1.1 to 3.1.2
Sarah McLaughlin, Biogen idec
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IHE RFD (Retrieve Form for Data
capture)
Connection Test (Adverse Event Report)

with Ministry Project SS MIX,
at HL7 Kyoto Working Group Meetings

IHE Japan vice-chair
HL7 Japan chair
Michio Kimura, MD, PhD
Hamamatsu University

iHEd

HL7 Working Group Meeting
10-15 May, 20{09, Kyoto Japan

RFD connection demo

S

“ Form Manager by Medical Front prepares
report form in CDA and sends to Form
Filler

= Form Filler by SBS Information System
receives the form and fills it, most of
which are pre-populated by CPOE data,
archives it at Form Archiver by SBS, and
submits to Form Receiver by Medical
Front.

Michwo Firnira M 0. Ph O Hemamatsu Lioivensity Schost of Meuicing

Post Market Adverse Event “Report_

i Paper-based

#Manually
collected in
busy clinics

Michio tumurs MO FhD. Hamanesles Universds Schaol of Madicine

90




Form

Filling
“Manually
“But, most

items are in

CPOE and
EMR

&L R R L iy S U DR

CPOE in Japan

S A R AR

290%-+ in large hospitals (400+ beds)

“Top 2 vendors became able to export
patient demographics, prescriptions, lab
results, diagnoses, in HL7 v.2 messages

:by appointment of Ministry of Health Labor
Welfare project : SS-MIX

i Standardized Medical Information Exchange
Promotion

Sinhin Ki Hamamata Unseesniy S

S5-MIX standardized repository (A):HIS Gateway
in the structure of Shizuoka prefecture EHR

; | (8) Reterral Doc. & Data CD
i each HIS :

CR.CT MR, etc. |
/PACS)

(DICOM Datay

Wide variety of applications on HL7
standardized storage by SS-MIX, a Ministry
project ,
“ We have patient demographics, prescnptroné’&“m"iécﬁﬁﬁs
lab results, diagnosis dlassifications in HL7 v2.5
‘PHR
i Making documents
“‘Data retrieval
i Interoperability with peripheral systems
ERepIacmg & upgrading of HIS.

each HIS ( {A) HLT Storage 31
g ) Referral doc. & Dala 0O
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Demo at CDISC Interchange 2008,
Arlington

“ IHE

Demo at
HIMSS 2009
Chicago

Interoperability
Showcase

S A S

IHE Japan Connect-a-thon

*20ct 26-30, 2009, Tokyo
“:Radiology, Laboratory, Cardiology, IT
Infrastructure which will include RFD

= http://www.ihe-j.org/en/

Hicho Kimurs BT #al

HIS

Guideline Compliant

Comp

Current Status

“ 20 Hospitals mainly in Shizuoka prefecture are
ready with SS-MIX standardized repository
“ About 50% of all large hospitals in Japan has
HL7 v2.5 export feature (EMR: Fujitsu GX series,
FX series, NEC HR series, SBS Prime-Karte
series, Software Service e-Karte series)
~They only need to add hardware for the repository,
as repository software is provided from Ministry
project SS-MIX
“ This form filler can be 21 CFR Part 11 compliant

e ML PRD. Hamamsisy Lalvarsty Schooi of Madoing

i
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Current Status(Z) B

““PMDA (FDA in Japan) launched a 5 year
project for "Safety Data Extraction from
HIS through IT" with 4 subgroups

~e~Claim data, HIS data through SS-MIX, Post
market form, Voluntary report submission

/$S-MIX team uses high-speed clinical
information retrieval system D*D, which is
working at 5 Shizuoka hospitals.

AR

End of presentation

“Correspondence : |
“*Michio Kimura, MD, PhD.
“kimura@mi.hama-med.ac.jp

Michie Stmura B DL P Hamamain
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6. N. Cheung, S. C. Muttitt, M.Kimura,
M.Lin, E.H.Shorliffe:

AsiaPac Informatics-Update on Informatics Activities

form Pacific Rim Countries,
AMIA 2009 ANNUAL SYMPOSIUM,
San Francisco, CA, USA, Nov. 16, 2009.
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§22 - Demonsirations: Colluborative Technologies
Roon: Continental 1/2/3
Theme: Public Health Informatics and Biosurveillance

Session Chair: Gilad Kupermaon

A Web Site for Informatics Implementation Lessons
and Research Outcomes

B. Dixon, Regensirief Institute; A. Zafar, Indiana University

The Agency for Healthcare Research and Quality (AHRQ) has
made a major investment in health information technology
implementation and research, including the creation of o
National Resource Center for Health IT (NRC). The primary
goal of the NRC is to disseminate lessons learned and
research outcomes from AHRQ-funded health IT projects. To
effectively achieve its mission, the NRC created a public Web
site [http://healthit.ahrg.gov). The site features up-to-date
information on each AHRG-funded project, and it synthesizes
~ knowledge across the portfolio. Newer functionality includes
the ability to download artifacts (e.g., surveys, decision
support rules) created and used during the course of these
projects. This web site has the potential to inform future
informatics application implementation and research.

Web-based Dictation Portal for Management and
Integration of Digital Dictation Files into Anatomic
Pathology Workflow '

P. Gershkovich, J. H. Sinard, Yale Medical School

Reducing cost of health care is on top of national agendas in
the US and throughout the world and healthcare professionals
are forced to search for befter and less expensive solutions in
all areas of clinical care. One of these areas is the
Dictation/Transcription process. Existing commercial dictation
solutions are expensive and do not easily integrate with current
laboratory information systems. Using o rapid application
development process, this demonsiration uses modern software
development tools and methodologies along with Open Source
software components allow creation of a highly reliable Web-
based integration portal that is scalable by design and works
well with offthe-shelf dictation products. In addition, this system
is internafionalized and can be used elsewhere in the world.
The presenters use Google Web Toolkit and serverside J2EE
technology fo create a solution that links fogether offthe-shelf,
low cost franscription software and our existing Laboratory
Information System for Anatomic Pathology. The dictation portal
provides file management and routing, error handling, and o
dashboard-ike status display. Lastly this presentation will
demonsirate how this system has saved the department
$150,000 dollars and reduced ongoing cost of maintenance
by $25,000 per year.

LB2 Late Breaking Session
Room: Yosemite €

AsiaPac Informatics—Update on Informatics
Activities from Pacific Rim Countries

NT Cheung, Hong Kong Hospital Authority, Hong Kong,
Sarah C. Muttitt, MOH Holdings Pre. Ltd., Singapore, Michio
Kimura, Hamamatsu University School of Medicine, Japan,
Mark Lin, Toiwon, and Edward H. Shoriliffe, AMIA

This late breaking session will feature several of the leading
authorities on the informatics activifies from countries in the
Pacific Rim. Panelists from Hong Kong, Singapore, Japan, and
Taiwan will discuss current state of Informatics and eHealth in
their region.

10:30 AM-1:30 PM POSTERS

Poster Session 1 Preview

Room: Grand Ballroom

The poster preview runs from 10:30 am to 1:30 pm with
attendance by authors optional and is designed to allow
registrants to browse posters at their leisure. The poster
session, with all authors present, will take place from

5:15 pm 1o 7:00 pm. Numbers represent board assignments.

Theme: 20/20 Global e-Heulth Informatics
Capacity Building

1. Avatars: A Review of Their Use in Patient or
Provider Education
K. Hopkins, H. Donovan, University of Piitsburgh; J.
Osborn, Carnegie Mellon University

2. Connecting the One Laptop per Child {OLPC)
Computer to the infernet: A Model for
Developing Countries
K. Kasiviswanathan, University of Marylond; P. Fontelo,
National Library of Medicine

Theme: Clinical Decision Support, Ouicomes, and
Patient Safety

3. Affect of an EHR Based Early Warning System
for Potentially Critically Il Ward Patients on
Patient Ouicomes
B. Aaronson, D. Stone, G. Fletcher, M. Schaft, D.
McMahon, L. Nelson, Universify of Washington

4. “Smart” Electronic Discharge Summary to
Improve Care of Heart Failure and Myocardial
Infarction Patients af Discharge
A. Agrawal, I. McFarlane, S. Weiss, K. Rones, Kings
County Hospital

On-site Program




Survey to Asia-Pacific
Countries/Regions

On Medical Records & EHR

Michio Kimura, MD, PhD
Hamamatsu University

Survey for APAMI 2009 APAsi2008"
Conference at Hiroshima, Nov 22-24

“ President’s Panel
“What are the Medical Records for?”
:Sent to Asia-Pacific Delegates of IMIA
12 returns
AU, CN, HK, ID, IN, JP, KR, NZ, PH, SG, TH, TW
“Contents
Purpose of Medical Records
‘National ID? National Health ID?

JAMI vice—president EHR Project Status, and Purpose
~ Disclosure and Secondary Use Regulations.
National ID?

EHR Pro;ect Status National Healthcare lD?

: Australia; Being partially o g  Australia: No, No o
% China:  Being partially tested = China:  Yes, Social Sec. # is used

“ Hong Kong: Almost accomplished “ HK: Yes, National ID is used

= India: No plan  India: No, No

« Indonesia: Being partially tested = Indonesia: Yes, Yes

# Japan: Being partially tested % Japan: No, No

“ Korea: Being partially tested Korea: Yes, No

“ NZ: Being partially tested £ NZ: No, Yes

: Philippines: No plan

* Singapore: Being partially tested
“ Thailand: Being partially tested
“ Taiwan: Being partially tested

Michio Kirmra M.O. PRD. Hamarasteu Urisersity Soimel of Medicing

“ Philippines: No, No
* Singapore: Yes, National ID is used
“ Thailand: Yes, No
3 Taiwan: Yes, National ID is used
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Purpose of EHR Primary is for

contmuatlon of care. What comes after lt’?
Pnontize among: ¢
“!Public Health/Disease Cantrol,
“IHealthcare Cost Cut,
..... -Clincal Research
i Australia: 2:HCC, 3:CR, 4:PH
* China: 2:PH, 3:HCC, 4:CR
HK: 2:HCC, 3:PH
« Indonesia: 2:HCC, 3:PH, 4:CR
© Japan: 2:HCC, 3:CR, 4:PH
* Korea: 2:HCC, 3:PH, 4:CR
Singapore: 2:HCC, 3:PH, 4:CR
“ Thailand: 2:PH, 3:CR, 4:HCC

Purpose of Medical Records, Primary is
for Healthcare itself. What comes after it?

% Prioritize among

“Clinical Research, Medical Education, Provider
Management, Billing/Claiming, Public
Health/Disease Control
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Purpose of Medical Records, Primary is
for Healthcare itself. What comes after it?

SES

- Australia: Bill, Research, Manége; EéuPH e

China: Manage, Bill, Research, PH, Edu
< HK: Manage, PH, Bill, Research, Edu
“ India: Bill, “Protection against Litigation”, Manage, PH, Edu

indonesia: Bill, PH, Manage, Edu, Research

Japan:  Bill, Edu, Research, Manage, PH
“ Korea: Bill, Edu, Research, Manage, PH, “Legal Document”
i NZ: Manage, Bill, “Health Policy”, PH, Edu, Research
FPH: Bill, Research, PH, Manage, Edu

“ Singapore: Bill, PH, Manage, Research, Edu
“ Thailand: Bill, Manage, Edu, Research, PH
Taiwan:  Bill, Man.

i

Disclosure (patient name identified)
to; )

0t Unconditional, C: Conditional, X: Not
done/prohibited

The patient |Referred physician | Insurance payer |PH Dept. [Health Policy Dept

CH [s] Q o] ClAct) IX

HK Q [¢] X o ¢}

N Q &) X GClAct) - 10

4P Q g o ClAct)  |ClAct)

KR [e] X 9] (5] X

PR Q (¢] Q C{de~ID) |Clde~iD}

ie] [¢] CPt's gonsent) _{O(PY's consant) |GiAct)  |CAct

TH X [¢] X 8] L8]

Secondary Use (patient name enough
anonymized, without con:se»‘nt)(by ;

=01 Unconditional, C: Conditional, X: Not
done/prohibited

Health IT Acceptance by Citizens (not

patients): Survey at Japan and US
{Definitely Yes-Probably Yes-Neutral-,E{ol‘zabtxuﬁo-ggﬁnﬁely No)

*:"Only you can view your medical record
through internet”
“Japan 35%-19%-21%-12%-12%

i PH Dept [Health Folicy Deot [Non-profit_|For-Profit !Nw regulation for sacondary use?
[ Joe o i US 51%-6%-7%-5%-30%
[% 1 S — :"Do you prefer to have your EHR (lifelong
PR - i health record)?”
o gf"“) Cited é:m gm‘i‘; “Japan 33%-41%-14%-7%-5%

‘ /US 18%-25%-15%-17%-25%
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IT Hype Cycle Endof }
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