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Diovan Data Was Fabricated, Sas
Japanese Health Minister And
University Officials

¥ Lt S § i Ltk

“c{}a\x ing & fong serkes of fony, retrections. and the resfenation of
r. ftrene s cleer that date fromt & large Jupenese sodv of
Seated. Om Thursias cffiviats mt kvote
 thst “had patieni 5 o
!}mr entirety” the &Mas Hest k*ﬂdy *wontd heve had s differont
conchusion reported AL,

Inzoogthe «
E 7 reported 1

P e b
Tesultad iat ben

of thrdruy’s Wood
s the papersity sav the drog badno

¥
such effect,

Oty Bvad 31 £2 T3¢

FBHE er EEOTEGRHTHEIIEOCHT IR

HPEFHTITREFREEO
EEHIEEEEDRE
ozt @R ax BT A

Be s 4 BT #E AR
SHMIBHA RIS RGN Y o

Prerequisites to reclaim global reliance
on academic clinical trials in Japan
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Japan
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United States
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+ Randomized trials vs. observational studies

- Primary data collection vs. database studies

+ Qualitative vs. quantitative studies

« Descriptive vs. etiologic studies

« Small hospital based vs. large population based studies

* Questions related to patients vs. health care policy or
economics

» Multiple disciplines involved: clinical medicine,
pharmacology, epidemiology, biostatistics, medical
informatics, behavioral and social sciences health
services and outcome research, health economics

USA JAPAN
» $130 billion dollars ($313 - ?? A
OO{&KJL)in 2012 per
year including basic and
clinical research
» Funding sources
— Industry>government>
others
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U.S. Medical and Health Research
Investment by Sector
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Patient-Centered Outcome Research

Institute (PCORI)

¢ With the Patient Protection and Affordable
Care Act, the Patient-Centered Outcomes
Research Institute (PCORI) was established
(March 2010)

* Funding for FYs 2014-2019 averages $650
million(65{8 K JL) per year.

» PCORI just announced for >$200 million (201&
K JL) funding opportunities for Spring 2014
cycle
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Administrative Databases

« Claims databases or health care utilization
databases’

» Examples in North America
— Medicaid
- Medicare + State Pharmacy Assistance Programs or Part D
- Commercial insurance companies
+ United Health
+ Blue Cross Blue Shield
— Canadian Provincial claims data
* Ontario
* Quebec
+ British Columbia
+ Saskatchewan
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BFHI/LT(EHR) Database

« Examples
— Single provider
- DEDUCE (Duke)
* RPRD (Brigham and Women's Hospital)
— Multiple providers

« Geisinger Clinic Electronic Health Records- 41
Clinics covering ~3 million patients

» Kaiser Permanente

5222014 Setoguchi S

LAY - 45

ala System. -

e e | R, GUIDELINES.
ﬁf; %{RA

Registry STS .
Nation

Using dotn o drive

12

51222014

132



1RER. AH
(FT—RR—ZAHFEIZELT)

USA JAPAN
s NITOERDET—HA— o JL—LF—ER—-2DH
ARRMBITHNTETINS FLERITBE10FEE
© BHOBEESBOKSE ?
RHY (Pl >44D/REE  » DBRHEKRERTIOUT
RERR, 75N EREBRS ?
R LBHYBESBORE . yy—RRTHHE—FR
BEEFELTETLNS BTN ?
s BIREYHR—FTEREYT
*BR. BATAEIT0)
Y—2ANH5
s Setooue® " 51222014 WHO Health Technology Assessment of Medical Devices 14
EESETMmIcB TS i AR AT ER PRELER &
— W~ = whe
T—RN—ADERE| ERE#BODIRELZ SN
5/22/2014 Setoguchi S 18 5/22/2014 Setoguchi S 16
ARFFULR RCTO)EFE(‘:EFE
RIELBERAR BB
A i

R—bRR \
Sr—RavbO—)LER

F—ER—2HR

=R —=Z(—EDEF OHE)

ir—ALR—h (EFIERE)

RH.EMROBEROER
gEONOI-HAE
AEha (?ﬁﬁﬁ%‘)@aﬁ?ﬁ

5/4914

FAEAGISRY RS L—TRELE-TRYRE
BOYATHREEAELL

R ShFERIZBETNTEIESIENTED

BRACEMADSS

HEMPROEDITALNGEELHD

EOYBRELAT BI-DOT—LEZE L~

CEEOATID RV NRM, B THS

FAPUHBRBOZVNED, T8, RSN
BrrhER e
BEOFVETOERLRCTORAMN LLD

TSEFRRELEL EBEOSMIETEY

BERT I AL GEE O R b)) T{Ha s~
ForhL (BAERE, SLRFO—LE)
ELETHIELEL

5/22/2014 Sets T NEJM 2009£Y N

133




