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2006 |0M (Institute of Medicine) Report

<L L

The Future of Drug Safety: Promoting and
Protecting the Health of the Public
(EXSREHORE LBHEORELEN)

Strengthening the science that supports the FDA's medical product safety system at

every stage of the product life cycle from pre-market testing and development through
post-market surveillance and risk management;

FOA OESNBERERLATLEXASHPHNOAL. TENORE- MR, oTHEE
NE-J2ORBFELL:, BRI IHIILOBLDIRRAHREL D,

The Future of Drug Safety —

Promoting and Protecting
the Meaith of the Public

FOA's Response

1o the [ostitute of Medicine's
2008 Repert

Improving communication and information flow among all stakeholders engaged in
promoting the safe use of medical products;

ERPAORLLERREICMOLIT < TOHNEMEEMET 5032y —avs LU
Mz IO—DXE,

Improving operations and management to ensure implementation of the review,

analysis, consultation, and communication processes needed to strengthen the U.S
drug safety system.

KECETOEREXEH AT LRCIGBELLE a—, 24, Y, NRCIARERHT S
19,0ctorber, 2007 LRGN wRoan

L_HITACHI L1d /Medical Svstem Dept
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+ Sentinel Network Public Meeting

- The Public Meeting was held on March 7-8, 2007

10H Recommendations

For more detail see
Response section and

FDA Actions

page
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Plenary Session

Drug Safety Reform: Actions and Implications

Overview

This panel presentation brought regulatory
leadership together with industry and
academic leadership to review and discuss
the IOM recommendations and their myriad
implications.

More than 750 atrended Tuesday marning’s Multitia b Plenary sesuion

@CDER(FDA) M RRERE (427 1)

@ NV — LR OFEH
@®PhRMAASDrug Safety Reform TimelineZ #8471
@IOMMSFDA~ D3 it % S

19,0ctorber,2007

Session Title
Our Experience and Significance in a Japanese Sentinel Network System

Speaker (s)

The Impact of Sentinel Systems on New Drug Development in Japan
Masahiro Takeuchi, DrSc, MPH
Professor of Biostatistics and Pharmaceutical Medicine, School of Pharm Sciences
Kitasato University / Japan
\nnual Meeting
Sentinel Sysltems: FDA Perspectives e T:f;;br:::;‘;::::ems
Stephen E. Wilson, DrPH in Japan
Director, Division of Biometrics Ill, CDER : IT Perspectives
FDA / United States

Noriyuki Murakami
Senior Engineer & Chief Consuttant  HITACHI

Hitach. | Inspire the Next
19,0ctorber,2007 Pharmaceutcal Systems Dept m

L HITACHL Ltd./Medical Svstem Dept
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Ethical Issues
+ Informed Consent

* Privacy

Technical Issues
» Data Collection
+ Data Integration
+ Data Cleaning

Statistical Issues

+ Signal Detection

19.0ctorber, 2007

1

+ Denominator based Analysis

- MTRHOMRICHTIFENR
HHRMORYEH(5E &ATE)
*(ETHOEESORLHERORR
FDA : Sentinel Network System
439 DIA Annual Meeting

- Issues of Sentinel Network
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[Old XML Transform) [New XML Transform]
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The Possible Solution
for Sentinel Systems
in Japan
: IT Perspectives

Noriyuki Murakami

Senior Engineer & Chief Consultant g | BFAN®d g |
Hitachi, Ltd. Inspire the Next

Pharmaceutical Systems Dept.

Outline

Background in Japan

Our Experience

The Possible Solutions

« Validation of Technical Issues

Next Challenge
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Lifecycle of Drug and Safety

[Ideal World : Clinical Trial] [Real World - Treatment]
Sately Frofile Very Difficultto develop The Frequency of Adverse
New Drug Drug Reactions /"""’/
i
— nk
! N %
Pre -Marketing Launch Post -Marketing Lifecycle of Drug
Packaging = NewProf. Takeuchi's Concept
Simultaneous Global Study Pharmacovigilance
@ From Post Active To Pro Active
odb® + @
3

Background in Japan

« To use medical products safely at hospital is
very important thing in Japan too.

C

« Computerization in Hospital : Very Low.
- Standardization : Each Format. @

« Health Insurance : Public type. @A

« Research of Sentinel Network funded MHLW

g
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Outline

Background in Japan

Our Experience

The Possible Solutions

Validation of Technical Issues

Next Challenge

Overview of MHLW Research Project

[Study Design]
* Retrospective Cohort Study
[Model Drug]
* HMG-CoA reductase inhibitor drug
[Technical End Point]
+ Tointegrate the data captured form 6 hospitals.
[Hospital]
+ (DKitasato University Hospital @International Medical Center
of Japan(@Tokyo Medical Center @ Tokusima University

Hospital ®Hiroshima University Hospital ®National
Cardiovascular Center

[Period of Data)
+ From 1.April,2003 To 30.September.2004

6
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Issues of Sentinel Network

» Ethical Issues
« Informed Consent

« Privacy

» Technological Issues
+ Data Collection
« Data Integration
+ Data Cleaning

 Statistical Issues
+ Signal Detection
« Denominator based Analysis

7

<j My Presentation

Type of Network

Sentinel Network
(Pharmacovigilance Network)

Large Scale Trial Network

Study Type

Observational Study Interventional Study
Study Purpose Signal Detect Proof of Concept
Study Object All patients Conditional Sampling

on Patients

Data Capture

Periodical extraction

Write down CRFs

Data Size

Huge

Small




Treatment & Clinical Research

Patient Care World Clinical Research World
EDC
Target : Patient (Individually) - Target : Group of Diseases / Drug Efficacy
Purpose : Treatment for Patients . |Purpose :
¥ Establishment of Standardized Treatment
Standard : HLY +——| Standard : CDISC
System : Electronic Medical Chart (Record) |+ | System : CDM (Clinical Data Management)

Present State of Hospitals in Japan

« The penetration of Electronic Medical Chart is low.

+ About computerization in medical Facilities, receipt computer
& ordering system are main concerns.

+ Digitized data lacks related information among data.
(example; relation between medication & disease )

« The data that requires doctor’s diagnosis is not digitized yet.

+ The awareness of data-sharing among medical facilities is
lacked.

« The rate of missing data/observation is high.

10




