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Pharmacoepidemiology, Bordeaux, France.

2. FRCREE I :
%) Toshiharu Fujita, Toshihiko Miura, Takeshi Phamacoepidemiology and Drug Safety Suppl. 1:
Mayama. A pilot study to build a database on seven 81?2’ 20'04' B
anti-hypertensive drugs. Phamacoepidemiology Fu'pmakl S, Kodama T, Fuj'lta T, Suzuki S,
and Drug Safety 2005 ; 14 : 4146, Mizunuma H, Aso T, Reich M, Walker A,
Hayashi K. Low-Dose Oral Contraceptive Use and
2HRRER Users’  Characteristics: Unapproved Use for
2) Katanoda K, Matsumura Y, Takagi H, Lee JS, Endometriosis?: Japan Nurses’  Health Study.
FyjitaT, Hayashi K. Social and Behavioral 20th International Conference on
Characteristics of Aspirin User: Japan Nurses’ Pharmacoepidemiology, Bordeaux, France.
Health Study.  20th International Conference on Phamacoepidemiology and Drug Safety Suppl. 1:
Pharmacoepidemiology, Bordeaux, France. $220, 2004.
Phamacoepidemiology and Drug Safety Suppl. 1:
$167-168, 2004. N. SR HED BRI
3) Fujimaki S, Fujita T, Suzuki S, Mizunuma H, Aso BMRL
T, Walker A, Hayashi K. Sleeping Pill Use and
Users” Characteristics: Japan Nurses’  Health
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20024 AERST—4

EHA 1588|ELE

RERHH nBAH
B L-MACER 594,579 10, 879
#H (D) & 3. 429 1,415
ARUF (E) & 7,623 3. 760
A - HERRD 283, 354 26, 852

HEHLILM GEEH

EHEN1EOEILE
EHA240OEILE

M S P DB

198,084 (69.9%) 21,780 (81.1%)
41,158 (14.5%) 2,990 (11.1%)
16, 226 (5. 7%) 899 (3.4%)

<BHLEVTFL>

PRR
BCPNN
GPS

18,251 (6. 4%) 1,389 (5.2%
15,726 (5. 6%) 1,157 (4.3%)
2,970 (1.1%)  ° 476 (1.8%)
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FEROFEROREMSR
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RCP EH4 15SB|ETE
R P S BZREH oA AMH#

N

N n=283, 354 . n=26, 852
- — - 264,687 93.4% 25,448 94.8%
- + - 413  0.1% 5 0.0%
- + + 3 0.0% 10 0.0%
+ - = 2,941 1.0% 247 0.9%
+ + - 12,343 4.4% 676 2.5%
+ + + 2967 1.0% 466 1.7%
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<ERNBHEREFEH> '
PRR 15, 230 6, 742 6, 769 4,950

# 80.3% 1.2% 1. 2% 5. 3%
#2  28.6% 2. 6% 2. 6% 1.9%

BCPNN 77,386 5821 5049 4,535
#1 82.6%  6.2%  6.3%  4.8%
#2 29.4%  2.2%  2.3%  1.7%

GPS 90,144 1,272 1,257 1,018
#96.2%  1.4% 1% 1.1%
#2 34.3%  0.5%  0.5%  0.4%

<15AMEL E DREAH>

PRR 4,043 417 463 317
#7.77.2%  8.0%  8.8%  60%
#2 15.3%  1.6%  1.8%  1.2%

BCPNN 4,264 345 369 262
#1 81.4%  6.6%  7.0%  5.0%
#2 16.2%  1.3%  1.4%  1.0%

GPS 4,826 152 153 109
#192.1%  2.9%  2.9%  2.1%
#2 18.3%  0.6%  0.6%  0.4%
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2. AERS ({Adverse Event Reporting System) 7 — % D2tk

AERS 5 —# _— RSB &S M= F— 2 1%, P17 & 1= National Technical Information Service 7>
BAET — X OFERT CD-ROM I & HIREEAHE TITHh T\, = 2 T, 2003 454 A~6 A DN
HH1D CD-ROM (LD b TN DT —# L 2 DRRAAR E &R,

53 AERS ofiHEINET—F D7 7 ANV E L a— R

>SIZE03Q2 TXT . ; S 30—'Dec—03.~ ;
Data file record counts and system file sizes
; Selectlon Time Perlod 01-APR-2003 to 30~JUN~2003 (completed < 12/30/03) o
including recelved reports From 01-JAN- 2003 to 31 MAR—2003' \ -
V ,where reports were completed between 07~OCT-2003 and 12/30/0

FI le: Name Records G «:S':‘y:‘s‘ﬁtem

| DEM00302;TXT‘W[ ‘{f 57,423 - 1.151,104
DRUG03Q2. TXT 196,569 11, 108, 352?
'REAC0302. TXT 218,996 6,268,416
0UTCO302. TXT 56, 198 S 786,044
RPSR03G2. TXT 79, 559 | ‘~'1*114 12
THERO3Q2.TXT 68,968 2,652,160
INDI03Q2. TXT 66,915 12,720,256

~ ADRO3MO4. SGM 22,751 48,808,960
ADROSMO5.SGM ~~ 16,636 - 36,981,072
ADRO3HOS6. SGM 18,036 40,373,760

¥ 4 E2B/SGML XD 7 7 A )V

<safetyréport> .- H
<safe'tyreportid>3895794—B</safetyrei>a:tiq>
< igsiond t>102</ issiondateformat>

<transmissiondate>20030429</transmissiondate>
<seriocus>1</serious>

- /Cseriousn: her>1</seriona ther - —
(xfeceivedatefomat>102</rece).vedatefomat) EZBISGML format data ﬁ'e :
<receivedate 0404</réceived b gt 4

<zecexptdatefomat>102</rece1ptdatefomat>
<tece1ptdate>20020326</receiptdate>

<f\x1fi11exped1teu:iter:a>l</fu1f111expedxtecriteria) E2 B : {@ 2" ﬁw] f% ﬁ#ﬁ%%{i%?‘%f: &) 0)

Coompany 1185</ > S — AT w33
PR i » FT—REB RUP A4
<q\xal:|.f1cat1on>l</quale1cation>
</ptimarysourced>
<sender>’ :
<sendsrorganxzat10n>FDA—Publxc Use</senderorganizationy
</sender>
‘Cpatient> 0
L Kpatie tient '
patxentonsetage>55</pat1=n onsetage> <reaction> y
<pat1entonsetageum.t>801<lpatxentonuetageunii» T
: <react1°mneddrapt>ENTHESOPATHY(/reacmonmeddrapt>
<patxentwexght>108</patientueight> </ tion> e
<patientsex>1</patientsex>" Toagston :
<dr:ug> % G cE
< | Lzatton>1(/dr :

<med.1c.1nalproduct>DIOVAN 80T</medicxnalp2:

<dzugaut:hon.zat:.onmmb>20818</drugauthor1zationnumb> E

<drugdosagetext>1 DF, BID om(/drugdosagetexb

'<drugadmmst:atxonrcute)(ma</drugadministrat:.onx:oute)
> <d:ug:nd1cauon>HYPERTENSION NOS(/dx:ugindicatxon)

><dr\1gstartdateformat>102</drugsta :tdatefotmat> BN
5 <drugatartdate>20010801</dtugstax :date> =

e dateformat>102</drugendd
: <drugenddate>20020101</dmgenddate>
</drig>

</patient>




HE4 FENERS S OEREEDEAT 7 A1

DEMOyyQq.TXT contains patieht demographic and administrative
information, a single record for each event report.

asR oase 'DOFOLL MAGE  EVENTOT MFRDT  FDADT R MFRNUM MFR_SNDR
4044858 3870970 F 1. 4044858~7 .. 20030113 - 20030121 EXP S02-USA-02893-01 FOREST LABORATORI
4049057 3886872 F 1 4049057-0 20021201 -+ 20030110 20030128 EXP. GIPQ2002750" " PROCTER + GAMBLE H
4051979 4019883 I 40519791 20021021 20030114, -20030120 EXP CO\(027424 g . AMGEN
4053523 3903748 1 40535231 20021023 20021024 20030207 PER 02-10-0945 IVAX PHARMAGEUTIC/
4053860 3904041 1 4053860-0 20001201 20020814 20030207 PER ::2002109386US PHARMACIA
405317 3904144 1 40530174 20020819 20021021 . 20030207 - PER - USA020920886 ELILILLY AND COMPA
4053938 3804164 1 4053938~1 20020711° 20030207 PER. 2002114687US /i PHARMACIA
4053942 3801087 1 4053942-3 20020628 20030207 ¢ PER: 2002108354US PHARMACIA
4054128 3904043 1 4054128-9. 20001006 20020715 20030207, - PER 2002104927US: .- - PHARMACIA
4054153 3904091 1 4054153-8.: 120021121.7.20030207 - PER: USA021123909 L ELTLILLY AND COMPA
4054237 3903994 't 4054237-4. 20020327 - 20030207 PER:: 2002099435US - . " PHARMACIA
4054538 3904372 1 4054538-X 200108071 20020213 20030207 PER 2@0209[3“7[]3 =~ PHARMACIA
4054654 3904221 1 L 40546542 19990915: 20020806 20030207:° PER:::2002114702US . - PHARMACIA
4054767 3904259 1 4054767-5 - i 74720020325::- 20030207 - PER 2002093193US PHARMACIA
4054888 3904328 . 1 4054888-7 20010801 20020220..° 20030207 - - PER :: 20020941 73US = PHARMACIA
M|MLENBE REPT_COD = - AcE! vy Ggggaé;su‘a\’ wiJLe REPTOT o('c):gg_ oeaTHOT [0 CONF
Direct 6, 771] 11.8 ] fromem S 0km7 W
< - - 4049057 BIYR F N 200301277/ MD.
Expedited (15-Day) 33, 595 58.5 4051979 L TOYR SLUE RN 20030127 MD
P 4053523 - 52YR . FL N 20021024 ON
-{Periodic 17,057] 287 | |ioseo - 78v £ N ao0ms on
4059917 BB YR Ly CFUN a2k 20030102 " MD
BOOREE 0CCP_COD 4053938 0 MGLUND i 20030128 oN
— 4053347 SO M 20030128 MD
Physician 18,271 31.8 40541287 T 69YR F 0 N BIKG' 20030128 CN
Pharmacist 4,636 8.1 sy T N ke i WD
Other health 7 514 13.1 40545387 T3YR T ES N I68KG 1 20030128 OF
professional o - 4054654 79 YR E UMD 59KG T 20030128, CN
4054767 72VR-F N 70KG 720000128 CN
léawyer 3 ggo 1}8 4054988 SAYRD M TN 20030128° CN
onsumer , .
NULL 18.381] 320 57,423%%.731 8

5 BHNZOWTDOT 7 A

DRUGyyQq.TXT contains drug/biologic information for as many'
medications as were reported for the event (1-or more per event).

sk prucsen FOEC DRUGRAME VALY Route DOSE.VBM DECHAL - RECHAL LOTNUM * EXPOT  NDANUM

044858 1003731519 PS  LEXAPRO ' 101G QD PO D 5 . 233

4049057 1003745817 PS  AGTONEL ¥ ORAL - 25MG DALY, ORAL N o ‘ 20835

4049057 1000758748  C  ALSIODOL (ALFACALCIDOL) 2 . . :

4039057 1003758749 C  ASPARA-CA(ASPARTATECALS 2

1051979 1003760068  PS DARBEPOETINALFA(POLYSOR 2 SUBCUTANASMCG/ KGWEERLY,SC Y Y

1051979 1003767148 SS  FLUDARABINE PHOSPHATE i

4051079 1003767149  SS  MITOXANTRONE HYDROCHLORI 2

4051978 1003757150 SS DEXAMETHASONE 1 B

4053523 1003765344  PS  CEFACLOR 1 ORAL  SOOMGBIDORAL . ¥ b 85057

4053523 T 1003783980 G MECLIZINE 1

4053860 1008766199  PS  CELEBREX I OORAL 200 MG, SINGLE, ORAL [} D 20908

4053860 . 1003785267 c INDERAL 1

4053850 1003785289  C  PRAVACHOL '

4053800° 1003785290 € ADVRL !

4053917 1003768301 PS EVISTA ' 60 MG/t DAY Y D 20815

4053017 1003785728 G, TRAZODONEHCL '

4053938 1003768331 PS  CELEBREX | ORAL 200 MG,OD, ORAL y u 20808

4053042 1003766354  PS -CELEBREX ' uoou 20508

4053942 1003785782 SS  GYTOTEC 1 u u

4054128 1003766762 PS CELEBREX 1 ORAL  ORAL N D 20008
) 20815

4054153 1003766812 PS  EVISTA

ARy Mo T 5FEFODZFS ROLE_COD
Primary Suspect Drug 57,423  29.2 196,569 .31 A
Secondary Suspect Drug| 25,656] @ 13.1 ’
Concomitant 113, 361 51.1
Interaction 129 0.1
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REAnyQq TXT contams aII “Medlcal chtlonary for Regulatory
~ Activities” (MedDRA) terms coded for the event (1 or more)

ISR

4054128
4054128

4054128

40448583
4049057
4049057
4049057
4051979
14051979
4051979
4051979 H)
4051979
4053523
4053860
4053917
4053938
4053938
4053942
4053942

4054128

L PR
PANCREATITIS NOS
EYELID OEDEMA"

FACE OEDEMA
OLIGURIA. ’

 FEBRILE NEUTROPENIA

HAEMATOCRIT DECREASED
HAEMOGL OBIN DECREASED

ANAPHYLACTOH)REACHON
MYOCARDIAL INFARGTION
PULMONARY LIS
DERMATITIS NOS
URTICARIA NOS
DUODENAL ULGER
GASTROWTESHNALHAEMORRHAGENOS
COLITIS NOS

CONDITION AGGRAVATED |

DIARRHOEA NOS

0961 3nH

HYPOKALAEMIA

X7 i BRI OVWTOT 7 A v

OUTnyQq TXT. contams patlent outcomes for the event

(0or more)

ISR oUTC.COD
4044858 oT
4051979 HO
4053523 oT
4053860 -oT
4053917 HO
4053917 oT
4053938 ot
4053938 ~ RI
4053942 oT
4054128 oT
4054153, HO -
4054237 oT -
4054538 oT
4054654 HO
4054767 ~  HO
4054767 . R
4054888 HO
4085237 - HO
4055283 HO
4055283 . OT

x¥%  OUTC_COD

Death 6, 950 12.4
Life-Threatening 3,716 6.6
Hospitalization - Initial

or Prolonged 19,930 35.5
Disability 3,112 6.6
Congenital Anomaly 255 0.5
Required Intervention to

Prevent Permanent 3, 242 58
Impairment/Damage ‘

Other » 18,393 32.7

56,198%.31 A
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RPSRyyQq.TXT contains report sources for event

(0 or more)

ISR

4044858
4044858
4049057
4049057
4051979
4051979

14053860
4053917

1 4053917

14053938
14053942
14054128
4054153
4054153
14054237
4054538
4054654
4054767

4054888

4053523 -

RPSR_COD

CR
HP
FGN
HP
HP
SDY
CSM
CSM
CSM

HP

CSM
HP
CSM
CR
HP
 CSM
HP
CSM
CSM
CR

BOOFHETR  RPSR_COD

Foreign 12,160 15.3
Study 4,022 5.1
Literature 2,498 3.1
Consumer 17, 207 21.6
Health Professional 21,216 34.2
User Facility 48 0.1
Company Representative 4,151 5.2
Distributor 737 0.9
Other ' 11,520 14.5
79,5594 .31 8

HE9 OB OVTDT 7 A b

INDIyyQq.TXT contains all "Medical Dictionary for Regulatory
Activities" (MedDRA) terms coded for the indications for use
(diagnoses) for the reported drugs (0 or more per drug per event).

ISR
4049057
4051979
4051979
4051979
4051979
4053523

- 4053860
4053917
4054128
4054538
4054654
4054767
4055237

4055948
4055948
4055972
4055981
.4056868
4056868

1 4055283 -

DRUG_SEQ

1003745817
1003760068
1003767148
1003767149
1003767150
1003765344
1003766199
1003766301
1003766762
1003768492
1003768832
1003769175
1003772274
1003772388
1003775097
1003788652
1003775204
1003775227
1003778995
1003778995

INDLPT

OSTEOPOROSIS NOS
MALIGNANT NEOPLASM NOS

MALIGNANT NEOPLASM NOS

MALIGNANT NEOPLASM NOS -

MALIGNANT NEOPLASM NOS

BRONCHITIS NOS

ARTHRITIS NOS_

OSTEOPOROSIS PROPHYLAXIS

ARTHRITIS NOS

OSTEOARTHRITIS NOS

ARTHRITIS NOS 66,9154
NERVE COMPRESSION

ESSENTIAL HYPERTENSION

ARTHRITIS NOS

DIABETES MELLITUS INSULIN-DEPENDENT
DIABETES MELLITUS INSULIN-DEPENDENT
DIABETES MELLITUS NON-INSULIN-DEPENDENT
DIABETES MELLITUS NOS

MYOSITIS .

TENDON DISORDER NOS

318
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