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Pharmaceutical Industry Perspective on EHR and

Pharmacoepidemiology
YAMAMOTO TAKANORI KIMURA TOMOMI MATSUSHITA YASUYUKI
KANEYAMA TATSUYA MATSUI KEITA URATA JUNKO YOSHINAGA TAKUNARI
KAGIMURA TATSUO

Japan Pharmaceutical Manufacturers Association, Drug Evaluation Commttee

The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human
Use (ICH) released the E2E guideline "Pharmacovigilance Planning” in 2005. Pharmaceutical companies are encouraged to
create and implement the Pharmacovigilance Plan, which summarizes the important identified/potential risks, important
missing or unknown information, and the post-licensure pharmacovigilance plan. Without access to large automated medical
databases representative of the Japanese population, pharmacovigilance planning faces operational limitations, including,
but not limited to, proactive readiness, timeliness, cost-effectiveness, developing appropriate and optimally designed studies,
and the ability to conduct studies with sufficient statistical power. Such databases should be developed in order to establish
proper usage of pharmaceutical agents—maximizing benefit and minimizing risk for patients—, as well as to promote public
health in Japan.

Electronic Health Record (EHR) and other types of databases (e.g. the General Practice Research Database (GPRD) in the
UK, various Health Maintenance Organizations in the US, population registries in Canada and the Nordic countries, claim
databases in Taiwan and Korea) are widely used abroad, by researchers in regulatory agencies, academia, and the
pharmaceutical industry, to plan and conduct pharmacoepidemiology studies. In the US, Food and Drug Administration
Amendments Act (FDAAA, 2007) will require the FDA to establish an active postmarketing risk identification system that
provides access to federal and private electronic medical records data. The system is to include 25 million patients by July 1,
2010, and 100 million by July 1, 2012. In addition, the Health Insurance Portability and Accountability Act (HIPAA)
requires the establishment of national standards for electronic health care transactions, national identifiers, and the security
and privacy of health data to improve public health.

In April 2008, we formed a taskforce within the Japan Pharmaceutical Manufacturers Association with the purpose of
promoting the use of large automated medical databases across the pharmaceutical industry. Considering the potential ethnic
differences and urgent need to establish and develop databases for epidemiology and drug safety research, the initial targets
will be domestic and existing EHR or other types of medical database consisting of electronic data on prescription/dispensed
drugs, clinical operations, claims, as well as the annual health check among the healthy population.

Here we summarize the pharmaceutical industry perspective about; 1) current challenge of doing (pharmaco)epidemiology
research in Japan; 2) advantage and limitation of using EHR and claims databases for (pharmaco)epidemiology research;
and 3) ideal specs of database for pharmaceutical industry and (pharmaco)epidemiology research.

Keywords: Large Automated Medical Database, Electronic Health Record, Secondary Use,
Phamacoepidemiology, Clinical Epidemiology, Drug, Pharmacovigilance Plan, Post-Marketing
Surveillance

1. BH 2.BR
EREBBLTIREIALDANOHRERKILLD 21 EXSReMEBIHES ERDB

O REURBEL T - BAMET DI BR EERZaMERD SR IROEBEEN. T4
B HP NS T SRS B BEANG  pa HALIEKARMATRI M BMER

EARI TRV IRHENABBETHE, ZORXT BT REHERATE ST F D E
. DABLEBE R T — 2 <2 (LT TER mﬁm»?&%zﬁﬂf)iamﬁ?\%’m%wﬁfoi
DB EMALEW, 4D EHRE ZRMALT 28520 T35S S F N ORIEBETEDEEH
WL, RIEOEE/ERARFOHERLTORRZ EizoWTIE, RIS EATEY Y B
BURL . QFURITR S % BIE R AL, RIS TR # £DB (AERS. VAERS, EudraVigilance 3 ¥)
WG ELARGLERDBALES e DR LREL, ARBTEIY Y F UM OB ADIRE X
HEOBNE VLK OPDOEEETOTHEL, MTwdY, —H Y7 FVOFRMEP L EMDMAD
QWK EREZ DB RS RAERDBIZEELLY P VRIDKEX RS- BT AEITIT R
BHERARTIELEANETS, S '

EE&EHE 28(Suppl.),2008 1



2

[y ar&F] [(Eyiavil

ZRFENEAVONEY AH TR BERSER
DEBDOI - ML EESTEY. HKIZBWT
BAXNBOTVWBIREABREREMODBE V%
MALAEREENFEOEBARF+4THET,

%2 B/ RREZHRICS T IERINES

/.

B/ RALEEMEORERINEAERITIE, AR X
ZE . B:EEDBOZXAA. TLTC:—HT>DF—
AINEWHE, FEA-CRENETHhIZEHURHY B
REXPARVNOREHE . HEPROONEF—4
DEBZE2EZEBLT. HL4DOABTILHIXDbLWHES
FWIZBIRTEIZZLABEANTHD[F]],
FERANBICIRBLINIBEB I IAMEI— BRI
A<B<CTH5, BIZ M- Bee M- AEM DR &R
T.RIIZR LA EHRFLRED—KANDD
ICHEEBRINIEERS, R AZ2ERURKHK
IZDBIEI N TWBIIBEIC, FOBAO IR KILINS,
REFBOBERFBRABE ISV TIIAECHKAL
b TEN . RUZET LIS AP HIRE. FE
B AXBONEBRNODADEBRINEL LY E
RARATARELZBNAD DD AEEOERB LY
INEIZ. FRIEIAMEFEASILI) . BHOBH?
ABREAENELNEDORAENDS,
BRINEDOEGNFEZLERTADE, HECTIE.
1) ERHBEE CREIAORMALATEB 2D
5 QYEMMRGFICEIBEIAREHTS; 3) *
DBREBEIADBRYEFREBICHATS; 4)5EH
WMEBLEANRU. T—AAH. T—EILVI VT (%
BEROBRAE)ETI; b)) BIWL.BRESB2EL 05,
DISBFFERELNE, ZNIZHL, FEBTIE, 1)
ERFBEECERPASOEHZ(I—R) 2R,
2) RA(FBTSA) BT, BEIARAIY—=
T453;3) BITL. REBEFEHBD. LH0 EWIC
FRBEBIROATYTIREETNRNIEBDONS,
23 EFEDBIRFBOAY YR EIEDE

“*
BRR/ BAEFEMEIZBIIHEREDBD KRR HDA

VYW AEWESIZOWTRUCEFLOAN, 222
IRDESBEEMRHS,

%?.1 DEEFAENZVIEES (KRESR

EHOAZRFEBIINRELIZLEBRSEIHIL.,
—BRIZEBAB AP BVEOCIENE N AD, BE
FERIB DI RD KE<RS, BRIF0.I%DRBAE S
DYVATARY N ISUDEBEE TR E 1K
HTBADITHBELERNBIZHN3,0008. XRES
MHL/10425, HEEMBUT10E 25, EEDBIC
2. T TILED—REMIZISCTT— 20 BB ERY
NTOBD, REEFABOBMZT—2INEICE
FTBHRIAN AV —RIZEBRE X RO A)YIHH
5,
232 ARABWIGNHBERIBS
ZEMBIFROBSIT. BESROERY. 58
MEXHAT, TOBROBELNIELTREL B A —
REEEZHFTFTHS, EFEDBEZRAVAMETIIDB
T TIEERENTVE T —RIOWTIRF A INET
SBBERBVD, FEMIZ+ o RERMEEERINE
FTRZLMNTES, , v
233 REBBHHIVLELRIZES
BEICDOAEIAEDE S, —HT 2. —EF>DOH
BINETIH. BEXADERBBADCEE. EMOR
RAELIZEY, —EDORBETHOT—2NENHET
HoD) IARCANIY AL EZRU - ERATREMN
ICRENEUAD T8 A0 HE, EEDBTIE—F
DERGTHBIFEHERING O, EEBELE
REBARBNEFNBETIE HBRNAZICERS
B REL RS, THhiZMEM N EELREBREL
LIZEERTHS,

23.4 HHOAEIFBERLTLNBIBE
BELCEIBHEBRIIB-TEH, BROERIZEH
LN TIBE»HS EFMDBIIEROER, XA
THRUM BETTRER R— e Ry PR - SN
IZENDZ A EHH S,

R B/ EALFRRICBIEEBBREEETOHRBLIURA X

EELEEE ] FIE T g PR EaRR.
| —?ig%ﬂ%%%k&&c&mmﬁﬁ ‘??T?@ﬂ’i??
Al RupEagsnrg DS OIRBES T N CHBRRC | - LY EACRRBSALE VTR |k ciempatiai
N 7o ) e el T T e B B Y Rk I A A
- RERBBLEL R AGOR | RS
R s »
AR OB L 5T, MR
Aol LA DS T 5
i T - - KA
s f L BB | R 0h 2 5 AATE | BRI LR
T EnD BV, ERDBICEENST 5 & | ~ BYOBE
i B s R Es | (PCOME CERORLR E) x> | MEOWELE L AT,
B | BE%DBO T HHIA b HR PR a R FARA b GRE, MR, LY | b AVERFCE L
ﬁg:" :';)715'5\ B B 5 — 8 B R LTI S o
S 5 - Sl s
e s B . ~ARICHDBH R B ML DB | - B L BREREN
‘if”ﬂe&bf FEBBUNFET | derss L EREFE AL A RIRAA T R BB 7
e
- BIEI&EIC G, ®AEE I LIEM LR "'
TBHILNBERTHE
C | =B 07— 24 B 2 A . N I PHDT. K BT — T AR B ¥ 2B A
—Ig;f"'ZDT YHEBRLAY v KT T DB EHETE
BOEEHBREEALRS 28th JCMI (Nov., 2008)

PR —

. - M A

ablien M el o



[eyav&E] vy ava)

fé‘i’s EYEEORRNATRAERT W
7

—FFODERNEZTOHESITIL. EMOH W
EBBIRNAATAOMBBENECD DD £/
HERBTIEM. BAO*BONLEMOBEBLN
%, EEDBEAWVWARETIE. BEN—EDRMHEIC
BT AIN)—= v T XNED. EVREDOHBIE
WF— A% BBEIENTED,

2.3.6 BB YRAROEE
NREEIZERANERINDIOBEEREH AL
DAMNIF— I EY BRIAIMICHAE - HEIWmS
DEFNENESTHD, '

AT ERE RIS T EAEBOERRRYY
BEEFEFNIRESIBV, EEDBEBVWARRIZE
22TCRRAEIEREELH I, S EHTHE
MR 2N Z UL RRGR - EE/ BRARFEEE
B0 KFIZBWTEEEDBOE R &
ATHD. FTITR*IZ HMEERMNETT HHRBE
MBI YOI BERDBIBEBRZDON, X
7-HBERLERDBYEAETILRELABAILE
ERRAREROTLE - EYHBEROREAR
FHEAL VOB DEIDIZIENINEME U,
3. A%
2OMIRMM LY FYAIZDVT, BYILEHEDB
(EHREAFLVEZ M 2R UL, RIZ.ENETIhD
VFVAIESNT. ODERDBRELEVES B4
. OBBUEERDBEEETILIRELAEES
LLEFAEEOBVEEREETFIL. BERE
FroOMEL,
3.1 F VA& fERBERE
3.1.1 > FIuFA1
FEY LU TARBINEBRERACIGT BARSIZRIE
BEABEINAVAZ IR BRI EOERLL
THILhBEERBERYATIBEFEETLILOL
T2, VAVBIRBSHE3rAURICREL. IBEKRE
TEZ-REAETHY, ThETIZHONTVSHE
BEYGECBITAHELS130.05%&F5, ZTX
RADREIZBITAVAIBORENELHDELL
L ENARBRAL ARIISBLITOVAIOARIIE
WMBLAVG ERARI. AERAMELERERETD
CIREULEFBEDS0.05%I2HLT. B5N1595%
(EHEEE LR, 0.1% RN RS EMMB L. BEK
# (HH)0.05. M H0.8xLTREMLA,
3.1.2>FrYA2
CHETIIAATCHREINTVWIEHRBRKERECH
JURSBREDE AP LIUCTOEREENRER
RV, EFEREDRIISVTIR. BADR 2
ALT.3EMoBEEBAORF 2T, HEBBE
OEHREREOEAEERFL, FHRICEDLLE
BEREOBBAMBESIIOVT, MMOBREELLE
BT 3, RS BMBEDBIFONF— K
0.003(E)DBAIERCOBHRMBRNY—FK
H)M50% % B BB EEFAMTIIEMBEEZ. ER
7k (RN 0.05. P08 UTEML,

- EEDBRRMALAVIE S : I R—bDB I,

FEHRCLTHU T EHBE20E & T, 3%
RIOBERIZS0%E L7,

- BENLSEHRDBEMATEESE 3D
W, BRCLIIHUT, BEHHESORA ST
75, 3EMOBRERIZA0%EL-,

4. FR

4.1 BETHEHEDBOBRORE

EHR. VM. BIUTFORMERII>VWTRHANL,
CHFVAIRREF IR BRETHY. BEERTH
BIrho—BILAREEEZERL T ABEYTAL
B DT — 2% SLEHREMAELA, Y F VA2
T BFREHYEEELRYOMBEBETH) . »OR
A REa e 2EIcBX BRETHEORARS
TAETAHEHRX LY 7 hORMARMERDBERAEL
770

g&.z EHEDBOBEICLIART IO

KIZ.IDIOSGLERDBEAAARETHILIREL
7B EIr ERMDBOBEIIELET VA DEVIID
WTHRE L[R2, %3],

4.2.1 ¥FVUA1

£20 XI5 EEDBOEEIZEEFF IV EOKRE
BERIZ NBE TALLAREEEROBRRO
BEYRLEEBEIARBICNETI)DOEELES
P dARB LAWY —AOE CEMDBE R AL
EEDNHENBVEEILN BBELREAITETA
DY AT DM (BRI OB LB RY) BT
TEXLFBRLETONA, —H. DBRRVIHEEII—
Bl O REINETRIE, AR MIHUTEMO
HffizBONDEMNAVYRELTETON,

4.2.2 oFYyx2

K3DEHZ EEDBRAALEVE S DR AL, 7T
BEB*HAZIAXTEZ LS, BELZHRE
T THLRBEOEH LY DSA7AXANVETF V&
CHXBEEORBERARYENETILIENET
L=, — HEMDBERH AT 2B I EHRD
BT ESTIARR ARYY — A HRMBAE K
LEWEMSHAELTEITF N A,

5 EZ®R

BROBEEK/ FREEZWRERIBVTERDBD
FARRATRTHS DY, RIBOTITH R ERIE T
BITICEDEHROBEREN KEBAFHLLTETFS
N LE7 22 AV SAVEB LU FOHANER
XhhiZ ERBRKBOERBEHEDBE RS, /21T
FIEBEDERAEBICBERL— NV IR0 S
SpETLVESEEROF2YF M IzonT
FBBMNEATWVD, X5IZ, IHE, CDISC. HL7R& ¥
TCF—ABEBICTORIOMRNEREAS LT
B A RY OTI—ROBEALBEEIIETLTS
D ABTLREZHEROF IRV
DEENFEERLTREEI LAY, UL, BRI
BELBEINIRIFEARS V. SEEHLIL.
BIERSERDBREAETILRELBAILER
RERAFRAEBORESY - EYHBEIOAENET
FAVORHBEDESTENEPERU.

BEH#E RS 28(Suppl.),2008

3



4

+5

tyiay tyiay
&2 2FUA
ERDBZH L2V E BRI ZERDBEAINT oBE
SRR N e e e L ) L
i THARE L5 A5 BE BT FmoRIE A RID . BHIARS YR IBORELHRET 5

¢ TOFETHRIMTE 5EBABE CERRBERT MRS S

%% (population)

AECRAOBOAEERICS VO TERASFRICLY

EFDBIC S EN 2 EFAZ H iR RRDEE FRCR S

SN MBS i [ R EnfAEEESREERY
B§#E (exposure) FEAIA FEAAE X PERLE
RER (outcomes) Y RIBORE Y A2BORE (BELECESR)

PR TEDHEBET

P, WU, WA 2O RET BRI DU R
_g‘unfounders) R — )
300,0008%
agﬁ%& 2400054 (BAADKEIE M 1524,000M 3 N DEFDBO T+ X)
e IS RO S, B0, 7y - im0 se) | REECAE CHDBAOURMEL LY L EAARE
AR ENCEYSY WX VPN ) B AL T Y 7 )

FHA L ORIE

o AREAKCAT S EHRECHBLBD LB TES

o EFREHSE L THRFIZT - 7 28 - Agir -T2 %
o VAIBBRINLBE, THUNEY 22 OWEH~BT
TED

FHA L ORI

s YZIBOBRANREINLFSIC, FERHELO
YRI7ORESOUBETLAZ

'"Z7B3¥ﬁbﬁwvakm0fﬁmh‘_wmﬁ
FHA ORISR Y oo Db, REORR
HESBELY EhoDd, ERTERN

YR7 A BEMTERLLRS. B0y i CORERT

TEDHH BRBLTBLENSHD

BONET—5D
® R

AEMER TR TERVALY, BERE: OBATEY
R TE A2

o BEDRR AL T &0

« EHDB TR 2 TR T OWRS R T 5

i§3_fo#2

ERDBEMH L 22V 88

EE‘H’J&EWDBz 284

FFAY

HIf & crhe— i

EAMETIR— K

w& (population)

HECHHOB SN A B b BB LD ﬁ‘*ﬂﬁm&
LHRETIBES » AMIC SHRERREORS 220
CUVR L vReE

E)FDB»: EENDO0B LA Lﬂ‘ﬁ'*ﬂfﬁﬂifctﬁﬁﬁ r,@,m,, A
BICAERERERORE LT CORVARE

RE#E (exposure)

BAC I HHEOFT M S

FERICK (1 RHBE O WRIA S

R (oucomes)

o AHBEERT. BRM-—b— BEE
o BHBEESTCEY 3 IR 0E
BRI, H, ABE. U B YY)

o BHMEERY, BRE~—b— FEE.
« BHBEIE T D ERE A
UBER, HomR, AR, Y YR L)

I CE BB T

UEHEFITOTE, REIHETTE. FH REOR

E!Er#ﬁfﬁﬂ'#rﬂ‘ﬁ‘% &‘i"‘liﬁﬁ“ﬁﬂi e &

{confounders) . @QVJQ”‘E fﬁéﬁfﬁ%ﬁﬁmmﬁfﬁ C

HAIEE

B s 17, 4oofnl (. FRICEES 3000 20, 200174 ( ;*J %ﬁlc#s 05070)
BT 6% MAZE, BROFE, T — 2 INE  BEFEE) o 1M WRDEENLERAEE T)
FIT A B (AL, AMY Y—2 ) B (=Ab e AMY V- B)

FHA o bOFUE

R 2 FORHCHAMIFBRRIC OV C, BEL
Hhi 53 FIGE

RS e FERC L >0 E0lTT— 5 2
oxB

FYA v EORRA

o MEEPTECH DS, BUHIE KAWL EY S
o BEREMOCBHARETHD . RESLEAELS
HBL B

e EASMEMETH DO BONDHT —F BEFOBUTIER
HAFTA 2 LBBEN A CDFEMERS D

BoEhAT—9OH
LR

EEBEIEBTERVAD, BRRERSORSHEN
Epvin

o BEORKRIITERTE 2L
o EE), RELETA T AL NOHERR 2
o EFLHLPRER S OBAUATNALVAERESL D

%%%Bw*ﬁ‘%:;éﬁ%?ﬁ#/aﬁmt

YFVAITIR. FK2D IS5, EEDBOEEIZLE T
YAV EOKRIBERR MBH(ARER) DR
Eho EFEDBEAALRWIESICH, WEREYE,
TRLLEBERZ2RIBIZNETLIILIRELAAT
BTHEIN,. SENIVAIDORERE R T, BEIIZIY
BT AVYMIBEHEINE, /2. 24,0008
DEFIBZERDBR2ABHEFIIINETI &3, &
ELEIIL>TEBEOAEBEMEBOTAI HESL
XNBEEPREIENIERBZIZYEEDBEAV~
AROFENETLEILNA, —H. S HIZMEE

BR8P EMMRFEES AR

28th JCMI (Nov., 2008)

TUAIBBEZETEILRELAN, ERIZIIEN
EEIZHUTH—F T ObNBIBRE TR Lo/
BEBRLIZI. EHRDBRAVEMEFEDOB A
IX.DBIZ&EFNDIBEIADIL HHLREBEX
h@ﬁﬁ"'}":ﬁ(ti’)fbib\ /h\?fh‘ito)&&jﬂip
"BohBZVwRRB B+ ICREINDG, TOHREHDB
ERAEY R oERFINETEHFETR. 20
BMEANOBHZEEEMIKBETIZLETBETH
570, XVEREMEHBEEULTONDIA) MDD
éo N
*/i"hrZ'GGzL EFHDBM IR B CTHEETSME
BAFEREOIERBELLAD, BTN

e Al s AR

.



[EyiarvBES] [tyviarR]

K MERZEIZONE IR ELEZLNA,
F RERECHIZRAELRHBTLIE. KRCHB
ZHEVEBENE. ZFCEBBEROLERN+5
IZBLNEVBETE. IRIKBREH2ETE LS.
SVFIEAEDBEDLRERBILTWSD, Zhit
EFDBEZHAVW/AHRTIIEMNBOBMIZIE->Ta
AR AV - HRBERINEALUZDN AV E
ERLATIERTHE SHIIEEREET —FNED
7D L7 IDBYEHRD /N Ty R RBEL A
D ENTNO—XKBUNRRRS/-, EEMIZE
MOoTERLHLZEDBGLOEAHOBRANBLE
THA A9,

5.2 BEMNLEEDBEIZ?
—XBHEIZECTENENOERDBORBIL R
5. EHROM A EEZHMEZOPRESENSEINS
T BARARELUTIIEZRBM TOREEANEA TV
WIZrRBYBRETONS, L SR B E L
HEATE) BBV AL F—8 2L I 0T
EEXINTVEIN, BHBOZYEBBAINTHER
WIE BMEERPIEANBEETNLCIERENBER
BEULTEITONS, SR BK | BRAREHEDR
REEROBERBELEANOBEMFBICEIT 2D
23, YOI -ERDBRSKESLES
M7

5.2.1 F—491EEDEAE
HERIMMEVESITIRE005251000 5 HED
() BBBLES, —DORBEE. —DDOER
BEICAThIBERTIXLETOEIS—TIE D, ¥
EIFDAB 4 (20074F) Tit. 252 520104F7
HETIZ2500F A, 2012 7THETIZ1BAOKE
EFATLIIEIE) BN ATHREYAIORE
ROSEMAE*RESITHIeBRINTVE Y, &
BOT—2V— Ak YBNIIHETIH BRI &
BOIT)EZIIR/IONBEIBT—RILTNTA
MHNIFE D, TOLDIE T — AR s IR L X
NTWABIENEXL,

522 A—FT4V 7 DEHILEHS

HR OER LB RELRYIEBOI-RMBEHEX
NED AULEERBBLBBTEDIENEEL
AN

5.2.3 7 —4908MIBE
EHEDBEHW /AR CTIXE G DOE B HEFIZEFST.
EFER2HLEOEFBRI-R REMOE. BEED
BE HAOBMETERIRVMERZLATAIE
BoRW-H EEDBORUEZ LI HENLRFLT
ZUMEAER TR . BIUEHETIZRE %
ARTHRERABRTWIEWEETCHD, BTKRD
EfDBTIRINITIIEROERIZIDWTZHA
PREMOZ SUMNBEAIN TN, 20

5.2.4 BABBF
SRAFICREINIEHRBRICE. EE TR
MREEAEFEYN, HABREESEThEV, EHD
BB BELRRECREYERTIE. EREBXTH
BETAEARNFIZED  ERPBEBRMEESDEEHIC
SHREERNBIZITES,

5.2.5 EEDBDERLE

ERBER _RAMBOVATALLT., Y- B2H
ZUMPBNTSERONRFERY*EBETES

- EBRAE LI BEERZAL* P EIIRUTRE
TEHIENEFLW, F—EBER FERI—F 427
DFMZERUA-ERFESIZESVT, EFDBOD
YTV b 2BENEHE TR HRBHHEA
N TR TE5. HAIVIIRF2E=EHBIH
MEATEIBAIENEFLW. BBATOZXFAT
HOoTE FTOEERNTEIEIMIVBLOHTHRRY
N BYUMPERINTHLEIENEELW, EEDB
DRAVTFF U A%TO5EE, MBEBRIEHIN
TWaIE, BIC. THTFIVI RSB E2eshE=
HIZLIRAMVTRTHY. EORBEELXSENIL.
EKHAINBIREELKRETHS,

5.3 EEDBERAVW IROEESR
EFEDBERAVWAHETI. BRE. SR BB, K8,
ARVRIBEYERBEDEEDBORKM*ERBLTES
TERENRDHD, U ->T EFEDB L CIVERRER
FHMEHCRERCEIRVIO>RAHER(XIIAEN
FERICESCESR BL. DA BA BEHER AL
VLTI EEDBERW-HEIZ—BICH
HTHD EFDBECNETELFIMELCTER
RPARYIEEETSH G BRNZ YOS
F=R(ANTEREEIVEFOES2HAVTHREBLA
BRr2HLHLUDHEL, %@i%ﬂiﬁn’&ﬁ’)’t
DOFLEMOFMMBEEL LS,

F BEAXWATI-REBOTHRELER I E
BEILTE AN ERPHUFICKSBEEICERmITAZ
LI AR, FOEHEDBIIEBHEHEORR
BEHoLUOBELNIIULE LT EEDBORMHE
FEAENBIZBALT IEERTEEL JUBEN
HEBOFEREBDELREEIIR)MAA. BROER
CEEREBEHRROLFIIZODEIENFETH S,
BB, INFTIZMMOAE(—HIFT>OEMNEL
EYCEHINAYAIHAEUEEOEELEREDB
EFROCAMRLEELTHRRTIBICER. +o8EE
MHETHDS,

5.4 BbYiC
BADOEHEETOREUNEIIBRTLIIHEATH
DSHBRIERERZEUHERFTEICE SR
BERITRTCOFENR D DFEARERRITHLT
Thhdrdhid BERNS0ARUN LT HhhERE
am:me”hg&%{e%%m?srﬁﬂ%%%
HBUTCHHATERI Y 7L UT RRITENER
BEOTF—aroR85TEHEDBIVY -V TAIOL
STABAERIN, RN - BREAOLE BT
LT HHEMANONIEIREB IR THS, E7/-. 5
HREREAE BICEBELRBRTIE. BAAREX
ADBRB -G -HEEBB*ALHENLEBON
RROSNZMN, ZJIHEEORWVEHFDBIZ AKX
HERBETHIITTHE, ILICEMERBOEEN
;«1.’@%**1%0)7(*%#%%%6?%! POTE BER
F—AZEHRPSMBLU, BF VT ETAN RE
LAY AT LARBRERTLIILIZED) . EMMBSHEE
MEDAEDIITF—R%2 B ANTIFEH BRI
NS HIEELR-TEAD,

E#E 8 28(Suppl.),.2008

5



6

Ly a BE

SEIZHELENSORELLUT, BAICEETDS
HPlE R R, ERDBE AWV BRI R - & F 0t
RFRIAENIIEROBREMETSARMEID
ARECERTIEDTHD, SR EFFZHBORR
Db, EFEDBOILF LT D ZKF A DA 8RN
H-REINDILEHETS,

SE W

[1] ERRZSMEEOHEIZOVThttp://www.pmda.go.
jp/ich/e/e2e_05_9_16.pdf EAE¥BE ERARR.

[2] ERARFHEROEXICTTHRTFHIENE (ICH M2).
http://www.pmda.go.jp/ich/m4.htm#m?2. H KEUE %
AR FEMBEESE (ICH).

[8] F—2RA =V T FEOR N REBDOEAIET S8
FHZ oW Thttp://www.info.pmda.go.jp/
kyoten_iyaku/dm htm] & 365 B SesS S48 S 4.

[4] Digest of International Databases.http://www.ispor.
org/DigestOfIntDB/CountryList.aspx.Interational
Society for Pharmacoeconomics and Outcomes
Research (ISPOR).

[5] Garc aRodr guezLA,P rez Gutthann S.Use of
the UK General Practice Research Database for
pharmacoepidemiology.Br J Clin Pharmacol 1998;
45 5:419-25.

[6] Platt R, Davis R, Finkelstein J et al. Multicenter
epidemiologic and health services research on
therapeutics in the HMO Research Network Center
for Education and Research on Therapeutics.
Pharmacoepidemiol Drug Saf 2001;10 5:373-7.

[7] EEB R ILO/DDEERITBEODHY HIZDNT ik
)ZF 2. http://www.mhlw.go.jp/shingi/2008/07/dl/
s0731-9a.pdf B4 H#E. REF L BHOBRIARUBHE
Bk D7~ ODERSITROH) HFRHERS.

[8] Ohyama Y, Funao K, Kawabe E et al.Calcium channel
blockers and myocardial infarction: A case control
study in a Japanese hospital. Pharmacoepidemiol
Drug Saf 2002;11: 487-92.

[9] Shimazaki T, Kadowaki T, Ohyama Y, Ohe K, Kubota
K Hemoglobin Alc (HbAlc) predicts future drug
treatment for diabetes mellitus: a follow-up study
using routine clinical data in a Japanese university
hospital. Transl Res 2007;149 4:196-204.

[10] Kamijima Y, Ooba N, Yagame M et al Hypertension
management in diabetic patients: prescribing trends
from 1999 to 2005 in three Japanese university
hospitals.Pharmacoepidemiol Drug Saf 2008. [Epub
ahead of print].

[11] BEBEDOFHLREAIRI1 U ERB AR BHERAE
DFBELRBH RS 1V 20088 R 71 7H 1TV AR
2006;.

[12] Strom BL.Chapter 13. Overview of Automated
Databases in Pharmacoepidemiology.
Pharmacoepidemiology. Forth Edition. John Wiley
and Sons Ltd, 2005:219-22. .

[13] Rothman KJ, Greenland S, Lash TL.Chapter 23.

E28EIEFIERFEARE

28th JCMI (Nov., 2008)

vy 3>

Using Secondary Data.Modern Epidemiology. Third
Edition. Lippincott Williams & Wilkins, 2007:481-91.

[14] [ EfY—Y ROBOE EEO-ODOL T MEREFDIE
FAZEY o a4 #4 B htp://www.mhlw.go.jp/
shingi/2008/01/dl/s0130-16a.pdf B4 H @& RKE.

[15] S B HADEFZDOWT(ER) http://www.kantei.go.
jp/jp/singi/it2/iryou/kaisai_h20/dail/siryou6.pdf. &
BRI BB S

[16] EFEEH ATLAOREBEEIZETON1RI1> B3R
http:/ /www.mhlw.go.jp/shingi/2008/03/dl/
s0301-2f pdf B4 IS,

(17) Eig e S SR M BLREESAT IR
http://www-bm.mhlw.go jp/shingi/2008/07/dl/
s0730-18k.pdf/S—VF MEBBIE L.

(18] ¥ BELE S EFREHRICET LB http:/ /www.
mhlw.go.jp/bunya/shakaihosho/iryouseido01/
info03j.html A% @&

[19] Food and Drug Administration Amendments Act of
2007 http://www.fda.gov/oc/initiatives/HR3580.
pdf FDA.

[20] Osborne ML, Vollmer WM, Johnson RE, Buist AS.
Use of an automated prescription database to
identify individuals with asthma.J Clin Epidemiol
1995;48 11:1393-7. :

[21] Soriano JB, Maier WC, Visick G, Pride NB.
Validation of general practitioner-diagnosed COPD
in the UK General Practice Research Database.Eur J
Epidemiol 2001;17 12:1075-80.

[22] Lawrenson R, Todd JC, Leydon GM, Williams TJ,
Farmer RD.Validation of the diagnosis of venous
thromboembolism in general practice database
studies.Br J Clin Pharmacol 2000;49 6:591-6.

[23] Fombonne E, Heavey L, Smeeth L et al.Validation of
the diagnosis of autism in general practitioner
records.BMC Public Health 2004;4:5.

{24] Wurst KE, Ephross SA, Loehr J, Clark DW, Guess
HA The utility of the general practice research
database to examine selected congenital heart
defects: a validation study.Pharmacoepidemiol Drug
Saf 2007;16 8:867-77.

[25] Devine S, West SL, Andrews E et al.Validation of
neural tube defects in the full featured--general
practice research database.Pharmacoepidemiol
Drug Saf 2008;17 5:434-44.

[26] Delaney JA, Moodie EE, Suissa S.Validating the
effects of drug treatment on blood pressure in the
General Practice Research Database.
Pharmacoepidemiol Drug Saf 2008;17 6:535-45.

[27] A BEBEDORRIZOVT(ERIBEERBEROME).
http://www.pmda.go.jp/operations/shonin/
h18gyoumujisseki/jisseki_6.html. BE 3R EFRE S
B,



200948 A 21 H

F1E TEEHOZEMREIIB T AERBERET — 2 X—20OERFEICET 5583
ZEHET

HRK R EBE SR T
VeilE i

ABIX, [HE %ﬁf = CKED) 12s8Moi=d, F1EOBRKREICHETEFH L
ﬁ%@iﬁho%%%#6mﬁ%*®6hibtwfx%H@u%ﬁﬁ%ﬁéhfw
VBT NTF—ER—ZDIERIZE L CEREZBREETCWEEEEY, 182FF
ANEWVSHF A ZDHRTHLEEZLIRAKBEOL Y FF—F _R— X 2T 5 =
LD EELOLEEGEROLR LT, L HEOSRE - EEOM FIZ& SIS
ERMTHZENTEBEH/FEINTT, 2L, FOEHITIE, RO 25D 515>
WCHEMm T DI ENEDDTEHELEZET,

B, TN REEERLOLEIMKIIERT 512, 7543 — DRIz
LB LDD, 7 —F N—ZANERHEE L BEEAN LK ET AR R T A2 LR
AIRTY, ENITIL 3 DOBEEANRH Y 7, —2>ODEHIE, FEFLOE TSN
7RI %5%&@%&%@%Lti$%%&$%%vt7FT B R — R g
LT%EL\ZEW&hipaﬁA WD RTREME R A B8, [EEEBIC %215 &

CEIODL LR EEMRBICT A2 TY, 207 LITARELE LEbO TEETT,

2OODDOHEMIT, LB NTF—FEZHCICHIAT SRR E LT, AT R YR A
LTT—ZDIEEMEE Y ERIEL, 7% OBUIRRM T EEZBET 5 2 & A
TIZHHTY, BliE, HEENLHFEREDO) X7 2@ 5 2 LRGeS, #
NOERYDPERIEST DEFHREITO L X, L7 bR LHEE] OR4eRH 5
BAEDPKYIZUHEEOBRE THEINERRICET SN TVWABERADO I LT L
BOLLEDLDETHRAZ EBMETT, /2., FRIRE SN TV AT LB L
FOELZ LI, e TV b E TOBEE] OBRARST LTS
F TR AR, BET S5 EOTFH - B - AR ERER XN TV,
L7 MG THUMBEEORAZHYEMIZND Z N TES ] REDMRY
mé’kﬁﬂ%TT,Z@iﬁﬁ%AW¥irmM®ﬁmswwjkWﬁhi?ﬁ\
validation study] ZZEMiT 5720213, F— & ~N— R |ZEFHET L BB A4
ETHHEMERFFL TR Z &#MET?

3OODEMIT, T—F =R EFH UIZEEGOZEMFIIZ L, EERHED
T2, HOHVTHIBR OB ARG Y hOF—% V—R LV 52 L BREA
GEWNVIR BN ETY, DU EDRRDTF —F R—=2DF — & 2l AR F T
Vo355 Tva— R o r—o) EROET, Blzid, H5EPETOY R
I a@mH Dl ENBRERIN, TOERERIET DEAMEEITH & &, ORI



s RICEERGE AR V2D, LE L FOREICEET 2EANLRT LEEZHEE
LThEEERAHIEONETA, LEN-> T, ANBEBRETOECOEEL LT
FPRF— 2B 7 SEALERECET, BIOFE LT, EIRT OO AT
TR LAV ERET AT, HERTOTF— 2 2RA L TRB L 0T —
BEREROIT D2 EBRVETT, BADTF —EZ_X—ADIZE A LI, NROT—2 Y
—REDY T BARETY,

ok H kL a— RY =IOV TRETT 31213, BAEE TRENECKD

— A R—ZIMAZ T, AR (L IeFrw—2) LT7U7 (&L ICEE) oF—#
&~z#6$$*&ﬁ$¥T¢ Frow—7 T, ETOERFTOFFELEEETO
BEEDO A BE OREHRZMINE LI, TNEERBEDOT —F « AT OMO
KHROBGET—Z LU 7 LEFEREHAITORTWET, £/, SEIOEEE
FErLcIIEE, A8, BLUOHEO LS b= _XR—AOBBEIBISNEL
7. BELEBECRLEREIANA—FT BT a T T RXR—ANERI N, EX
SO ERH RS S OFMICER SN TVET, FETS LR & —Hoiik
LT FF—& LREDT — % 2@ L CRET 2 VAT ARBEEN TV E
R ,

ZOHFT, ELIZBEDTF —F R— RIS AN LV & B E T, E#E T, 2000
AR ERSE E 7= Health Insurance Review Agency (HIRA., t 7 L&A ETINLES
P R R MR R LTEBY . IR HIcT —# 24t L TV E 9, HIRA
NEREFRDOFER k%ﬂfﬁ%%ﬁb_&%%é%ﬁfﬁ‘HmAwr B AR— A,
3. REERME 2o TE Y AEL D LA 13470 unique personal identifier %
BAGERF & LCEEL, 20BN FEHVTRET R EARBRBHROT -7
MABGEDT — & L DY v 7 BWARETT, HIRA OAOMEMIL, RIRZEDTED F7
M L. EREOBEERERS Z & TY, RERBEOIEY K2 @YNIHh 5720
:m\t&iﬁﬁbﬁ%f%ﬁﬁ&%ﬁﬁﬁ?EﬁL\%@Eﬁitcgwiﬁﬁﬁ
MITEEET OO TERE - BN ER S, COREEREMEDN L EZFHMET S L
RULETT, L, ERBEBD-ODFEREOZHA L ENDIIFEDEELE

EEFE - ABHECRE S EANTEEEOL LD D b, WTNIRST T 50 Z2RO512DH

ME&TH%& TIRELNARWVWI 2% <, HIRA DNER T 2 EREFEELDOTZDHD
ﬂﬁfi EFEE~ORI A bR BT, fFEOBRFIZET 2 BME®R
ZRHDTVET, 2O LI BRBIMEREEDZOICBBEAFRINF 2T —F =AUk
BLTBSZERERAREENTWVET,

T DL I ICERLOREWE T D - D DEEMIEEITIICIE, T—F NN
BEMEAEZBETIHESRAPRET A EBBRETTR, The 7T N\ —DkEE
B SHALERBHY T, FOHEL, LET FONFETREKT L7 7 AVEEE
@A%%ET5774w&ﬁ@;ﬁﬁb FORMGREBMBICBEETIONRRNESE
ZET,

B L2 AIckBL, BEZZ LN TWVWADIX, BREBALRET EREE S



TERVMEICEBT A HED L ST, ZOFEIIEREBBEOBEDBRENTF — 2~
—ARNDEDBE a— N —ET50OMISBEFEEZ BET, T bbEREREHTF
—Z R ADH ORI FTRE T T A, MHMDOT —F RX— 2705 E RSB O R
DENDT —FRX—ANOKEDERN EDEREEO Y DBE L —HT 23052 FHN
HZEIEIELSITIEITE R o, lvalidation study] L a— FY 7 — T4 EY)
WERES D Z & idted THREETHEE LA A[RE T,

wm NERE_ORIE, LET MR- AHER - B, MERAT— X5
R LOLEMREIZIG U TELAEL T, EAFSBECRABEOHYE B L UW
JCAEB DA TR IR T D 72D O U 7B F 713 O L EHE T, LEe S T
— P, TITAN—ZRE L O OPRENRICKIAT 12D DN —NAEY B35 % OH
BERDETH, RIFFICENZERIGERT 28BS LE T, BEO
HIRAZR EDHNZFO, BATH LT b —FZ 2 EERLOLEAFICRBT A9
DA EWEETDHZ L RO LN E T,

Ul BE<2VELER, BREBARIFETWEEEELE, YL S T8N
L7,



EREERT — &2 _X— [T\ T

VR 2148 H 20 H
A AR} il 2
HHEHEE PR K

WEHZ BT AL 7 FEFRITER 21 E3 ANS A X — R LIZIENY T, 4
A4 10 ARS X O BELIORBRTH S, SHOLVES AT
AN TFRETHFATho7m b LTH, ERL W ZERTFRINS, W
LEDIERIZEL T, UTORMBEEIND,

D BEOSTAN—ZEZE L7 NTF—FOREICEL X2 )T 14—
DR LY BREAITTRTRELEZ D,

@ BASMEM. FIZEFIBRI~OFH IS L OENHEFTEA RO 6D,

@ ERLETORDLNZT —FIC, BEMOREFWAEZ FENL TN DD
E S IR DS LIv, BWERIZNE UEE, wR O < iR~
T DHEFNEL . TORRBEWERGEHRE BHESRB > TV RWEEHE
WOTIERAROMEEZLNRD, ERLELOEASIZED HABREOKRIRITIE
ZHMELELNAER, FNHEDVAT ALBHZIWZIEETZN,



# 1 (ERLOZEEZ BT AERBRT — 2 X—20D
EHFRICET /RS IZmT T

200948 A 21 H
ik A

B ARG FA T EREREHLEO-OOERMITEEDORBE LIZONT (BE—K
BE)] LT, WSONDERZEHBLTVET, ZUHLDOBERO— D2 KBRS
TOROEFERE LT, #HWELET,

FE I,

KEME A EGEBORES & FRICAT-EROAERRIL. EEMHOEANEZE
SEICRARE LD TH D, KEERERERL S L UIEERGHOLERERITFED
YA b bD LD,

LnHZETE, LTI, BRMLZOHBZSIHLET,

HERFTOBER Yot A RUAR It ROBE SICHL b 6T AR TIT
EIREICRED Y A7 BN EEFTRIRIET A Z LI TERY, T XTOER
PITY R T EES LDOTHY, U RZOF LWEIRIE UK LI R O real world
WEBWTH LMD, ZDh, BKEETIE, EEMOZEHERIERTEDS
KAHET — & = ZOREEHN 1990 ERLUBIZEAIIT 2D, BE 740
THRRRICESOTEFFA~KTHIABEOT — 2 X—23 K8 L, ERHOL
EHARIZIER STV 5,

EREA 7 WA A RO ERGE AR IE R T AR Y | TEARRERL DL e
IR L BERSHLBREREIND Z LD, ARANIEEITRIET
B ERTERVKRMDY 27 RLEERREMERBI ST 5B Y — <A 7 A
DEEIHERT A2 & T, TREICBIT2EEROZEMRBEL FHICERAL, £
DIEREFHIET A Z LB TAERIZAR D, iz, KREERERABREZFEHTLZ
LITED . ZEHT—A TR (HRBERE) »oREINIERLZEMER
=z xh L CIRER EBIEME AT 9 2 L B TE, HEOIKERFARILIZIE SV
TR T D LR TE D,

KENCIHEER S HEOKBET — 2 _R—ZANBH L T 5, LnLRanb, 2004 4
9 BIcHEM LEEE L7- Cox-2 FREEIC L A LHHFE D 2 7 RKOFHIT, EXRd
DREHIROBEIITE HIZ KR ERABICE S CEEIY — 1 T U ABRA
AR THAHZEFFI LML, £ LT, KETIZFDA BAEN 2007 F 9 AICH



E S, TREOEREROZLMICET 2HRG8R(L13 2 ST, FDA IZREBI® 2
RBEREWY —~A TR 2T MOEREBHE LR o7, SHLTWBET—4 Y
—ARLT 7ERATHHEERREIY, 2012F 7TA 1 BETR 1 BEASDOT—ZIC
7 7 & 29 % Sentinel System BHEEIh-ooH 5,

E7o, BETIREREERRE (1999 F) 123 T Health Insurance Review
Agency HIRADERIM. SN, BEICEFRBRFEREENIZERLICEFHLEINTEY,
EDFT—FR-APFBRERINTZRFARZIN TS, EEFEROL > REKRR
LEMRMBERRE LI2HAICE, HIRA 77— _—R XV ERABELSE L TR
BICKHREZBT D LNTRETH D, HlZIE, 2006 FITH = 72 Acitretin &V 5 1
ATAEDRRE D H 5 EIDIC X HIELMBEOBBICRT LT, HIRA F—4&F ~N—2 &
FRHFMBE AL 75 —F EDOEA ID 2L B5E%2ITV . HROEDOEIES Ef S
N, bz, BERHIEEITV, HIRA F—F_X—R & ME/ v 7 DS EED
IZRJBEIZ L. Acitretin, Isotretinoin 72 E DAL D B B YO B AF DR E

EZTTVDBENOHEIE > THRIL XN - MEB3MER T RVEEAREEY ST,

Thbb, ORBINY—A T R0 L B RAMBIBEO BHI% 5, &K IR0
BT — A T U R B DL RVEATI O Rk 72 E BRI 25 < EN R OB Ik
LEbic, @QEARBEA~DOREMENTICRS X 5. BREBOBHEIIR
WHEE STV 5,

FLHARIZBDNTHNBAO IT BREARH FE4 5 1T o &g ic BT,
VBT FDOTF —FR—2{0 & Z DFFHNERM 2011 EEYUYETEEZEL LTH
HONTHEY, BEERHORLMHMEORBULED O OBERER L L COYENE
FoTWB, LAL—FT, 25 L-fFRESoMEos L CEARRIREDE)
LOBEDRERLDLIR>TWD, FREBOEY2EHIC L ERBOERN
REEHREEVOIFIRERITE 2 L DOTEBHLEREL O, HREBOHBEL IR
ELTEIFSZ LD TE DR HME BREH) LTERRIC X AHEOTA (K
E) 2 HALZHEDEETHED, DIERIZHETL>TVBEE V- THBETIE
AN

FIA N —RHE R 2 S IEMEE A N TEAT B 2 Lk, MK, HH
CARETH D, RONEBARO S B L E-BRET 5L B TE B, AN
S — DR IR L ERER A BE L COBBROAMERIL. MY AELLOTH
o BREPHZ TERALRV I LICEZBRBROBEAKIC SOV TOERNERE
T, KEMEREREBRLEETS - LIt VL TOERBAERENM KD bh
TwWa,

Ut





