Safety Issues

Possible Solution: a Sentinel Network System

B Network system between hospitals in Japan
® EDC Network system within hospitals to monitor patients
® Detection of unexpected AEs

® Build data base of pats” background for signal detection and
pharmacoepidemiology

§ Kitasato University , Division of Biostatistics & Division of Pharmaceutical Medicine

Safety Issues

B Network system between Hospitals

€ Research Grant from MHLW
® EDC Network system within hospitals to monitor patients
® Detection of unexpected AEs

® Build data base of pats’ background for signal detection and
pharmacoepidemiology

.' Kitasato University Division of Biostatistics & Division of Pharmaceutical Medicine
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Overall Picture

pdical Facility 5

" Kitasato University . Division of Biostatistics & Division of Pharmaceutical Medicine

Step 1:

Connect Necessary Medical Records per Patient

Unification of Medical Records regarding:
-Patient’s background
-Dosage and duration
-Efficacy

-Safety

f Kitasato University - Division of Biostatistics & Division of Pharmaceutical Medicine




Step 2:
Among Medical Facilities

Data Center

(i) Unification of Data base from different MFs and
establishment of Patients™ data base at Data Center

(i) Detect unexpected AEs and analyze safety profile
according to actual dosage and duration

§ Kitasato University Division of Biostatistics & Division of Pharmaceutical Medicine

FDA: Sentinel Network System

B Sentinel Network Public Meeting
@ The Public Meeting was held on March 7, 2007

l" Kitasato University Diasion of Biostatist.cs & Division of Pharmaceutical Medicine
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[ssues:

B Each medical facility might not have the same EDC
system

B Personal Information Protection Law:
@ Between Hospitals

B The adverse events may not be electronically
captured easily

N Kitasato University , Division of Biostatistics & Division of Pharmaceutical Medicine
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(HL7. org: Electronic Health Record (EHR) / Clinical Research (CR)
Functional Profile (based on HL7 EHR-S Functional Model, Release 1 Feb 2007)
Committee Level Ballot Release 1 March 2008 page9)

Emerging and Future EHR-Research Connectivity and
Complexity

m
Tier 0 o "I T Tier 3
Tler 1
Core Tler 2 Interoperable
{Mirimum Requiremeni) Connected (Future ideal)

» EHR systems holding (Emerging Future) I a +» EHR and Research systems
some source data usedin = Patient study data collected ntegrate work seamiessly together
Clinical Research mest via EHR structured data ' {Futirs Vision) and e on same intemational
sssential regul atory slements and transferred * Relevant data fom EHR and Research netwaork

System components are seamiessly
requirements from EHR via 2 S S = Dsta access & mining

« Electronic data can be automatic/electronic industry transferred in both directions with no capabilities across
electronically extracted standards need for data transcription, heslthcare & research
such that it can be = No further duplication of + EHR System can capture healthcare + EHR holds the complete
transferred and icaded it EHR data s My TpacHc dss . patient medical record
a research system » Study-specific data and * Sy diteant ";'_:’Ib:"d "o including all clinical study /

* Research systems must gueries hancled via transfomad 10 EHR research dala
still collect study-specific Research system

data

o1 ERRE (B hESRN) ER 2 HoELMEETT — 2% (RICTFETEA
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Standards

Quick Links to Models:

Standards in Production

Submission Data Standards Team

Operational Data Modeling Team

Analysis Dataset Model Team
Laboratory Standards Team

Standard for Exchange of
Non-clinical Data

Clinical Data Acquisition Standards
Harmonization (CDASH)

Case Report Tabulation Data
Definition Specification (define
amil)

Terminology
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FDA Announce ‘] Human Drug Glin

waft Internet Fxplorer
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FDA News
FiOR WMEDIATE RELEASE
PO4-73
luly 21 2004

Media Ingumes 301.347 L .42
Corzumer Inguine: 888 INFC FDA

FDA Announces Standard Format That Drug Sponsors Can Use to Submit Human Drug Clinical Trial
Data

The Food and Drug Adm nistration (FCA) today announced a standard format called the Study Data Tstulation Mozel (SCTM) developed
by the . imcal Data Intercrarge Stangards Conscrum (COISC), that sponsors of numan drug chincal tnals cas e 1o cubmnt dala to the
agency It 15 2upecied that this step will 2ad 10 greater efic encies 1 cimical rezearch and FDA reviews ot New Drug Apphzstions (NDAs

Ym annauncement waz made at the Serretanal Summit on Healtn Information # Washington D C At the Sumit ARS Secretary Tommy
3. Thompscr brought 1ogether technolegy and health leaders and others to plar for nation-wide systems of health infarmat cn technolagy
ncluding clincal as well as research-crented developments

“The importance ~f a standard for the exchange of clinical trial 3313 cannot be overstated” said Or [ester M Crawtnrd Acting FIA

L omrigsioner F DA reviewers spend far too much valuabie time simply reargarizing large amounts of data suzmitled in varying formals
Haang the data presented in a standarg structure wall improve FOA's abilty aluate tne data and help speed new d scovenes 1o the
publ ©

SOTM represents ar rporant step by gusemment, academia and indusiry it working togelner (o sccelerate reseascr ihvogh Ibe use of

standards and Fealth infarmation technology In addition, the adoption of the standars £ consis*ent with the FDA's Crtical Fath initiat v
because 1 will help automate the largely paper-based cimical tnals research plu( ard foster easier communic ation colla
among chnical resear-rers By prowding s Consstent framework and formst for Chmcs tal nfurmation s slandard 15 exyeclad
enhance 0al3 iMeqration apr n o-mes and therehy Felp ta 1educe data management barmers for shanng ke latest clin cal tial dars

FD&'s Crtical Falh intiatre s 1oz used onident 1ying both the problems and potential solutions 12 the csunting task of ersuning that the
unpreceder led bieskthioughs « ical science are demons 10 be zafe and eFecinve for patier qu ckly and incepensively a
possit'e FOWA launched the Crtical Path initatve or March 16, 2004, witr Tre release of 3 mayrr reand erttled “Innovation or Stagnatinn®

Lhalenge and "pporurity on the Crical Fath 1o New Medic 3 Products
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Clinical trial-related information systems
in Japanese hospitals
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Clinical trial support, dealing with trial-related information
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Recent Progress
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