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including received reports from 01-JAN-2003 to 31-MAR-2003

where reports were completed between 07-0CT-2003 and 12/30/03°

System Size (Bytes)

DEM003Q2. TXT
DRUGO3Q2. TXT
REAC03Q2. TXT
0UTCO3Q2. TXT
RPSRO3Q2. TXT
THER03Q2. TXT
INDIO3Q2. TXT
ADRO3MO04. SGM
ADRO3MO05. SGM
ADRO3M06. SGM

51,423
196, 569

- 218,996

56, 198
79, 559
68, 968
66, 915
22, 751
16, 636
18,036

7,151, 104
11,108, 352
6, 268, 416
786, 944
1,114,112
2, 652, 160
2,720, 256
48, 808, 960
36, 931, 072
40, 373, 760

X4 E2B/SGML JERD 7 7 A /v

<transmissiondate>20030429</transmissiondate>
<serious>1</serious>
her>1</seri
<receivedateformat>102</receivedateformat>
<receivedate>20020404</receivedate>
<receiptdateformat>102</receiptdateformat>
<receiptdate>20020326</receiptdate>

<seri ther>

<safetyreport>
<safetyreportid>3895794-8</safetyreportid>
<transmissionda t>102</t issi teformat>

<fulfillexpeditecriteria>l</fulfillexpeditecriteria>

E2B/SGML format data file

E2B: EEMAREMBELRETH-H0

< PHNT 1185¢</: > —_ opdr e
<primarysource> T QIE E &U} jt /ﬁﬁ
<qualification>i</qualification>
</primarysource>
<sender> .
<senderorganization>FDA~Public Use</senderorganization3
</sender>
<patient>
<patient tage>55</patien: ge> <reactions -
<patient it>801</patient: 15 R
; : . . < drapt>EN THY</reacti >
<patientweight>108</patientweight> v
<patientsex>l</patientsex> </reaction>
<drug> :
<dr terization>l</dr terization>
<medicinalproduct>DIOVAN' HCT</medicinalproduct>
<dr izati b>20818</ thorizationnumb>
<drugdosagetext>l DF, BID, ORAL</drugdosagetext>
dimi nd €4 3048</d dministrati >

§ <druglnd.1cat10n>EYPERT5NsION NOS</drugindication>

</drug>
</patient> -

<drugstartdateformat>102</drugstartdateformat>
<drugstartdate>20010801</drugstartdate>

<d ormat>102</d
20020101</d

g ormat>

<d dd

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

1LF.C FOLL_ - REPT.

ISR CA?E oD SEQ IMAGE -~ EVENT.DOT MFRDT FDADT GOD MFR.NUM MFR_SNDR
4044858 3870870 F 1 4044858-7 T 20030113 2003012t EXP S02-USA-02893-01 FOREST LABORATORI
4049057 3886872 F 1 4048057-0 20021201 20030110 20030128 EXP CIP02002750 PROCTER + GAMBLE §
4051979 4019883 | 4051979-1 20021021 20030114 20030120 EXP  COV027424 AMGEN
4053523 3903748 4053523-1 20021023 20021024 20030207 PER 02-10-0945 IVAX PHARMACEUTIC/
4053860 3504041 I 40538600 20001201 20020614 20030207 PER 2002109386US PHARMAGIA
4053917 3904144 4053917-4 20020818 20021621 20030207. - PER USA020920885 ELILILLY AND COMPA|
4053938 3904164 | 4053938-1 20020711 20030207 PER - 2002114687US PHARMAGIA
4053942 3801087 ! 40539423 20020628 20030207 - PER ~ 2002108354US PHARMAGIA
4054128 3904043 1 4054128-9 20001006 20020715 20030207 PER 2002104927US PHARMACIA
4054153 3904091 1 40541638 - 20021121 20030207 PER- USA021123908 ELTLILLY AND COMPA]
4054237 3903994 © | 40542374 20020327 20030207 PER 2002099435US PHARMACIA
4054538 3904372 | 4054538-X 20010801 - 20020213 20030207.. PER  2002083117US PHARMACIA
4054654 3904221 | 40546542 19990915 - 20020806 ~ 20030207 PER" 2002114702US PHARMACGIA
4054767 3904259 I 40547675 20020325 20030207 PER 2002099193US " PHARMACIA
4054888 3904328 | 4054888-7. 20010801 20020220 20030207 PER 2002094173US PHARMACIA
MEOESF REPT_COD 1R AGE As GNOR. e sup wrii® repror OoSh- oeamHor O O
Direct 6. 711 11.8 133333 83 YR F : 200303; 33
Expedited (15-Day) 33, 595 58.5 40597 T0YR: . F N 20030127 MD

T 4053523 52YR© F N 20021024 CN
Periodic 17,057 29.7 405380 J9YR.. F. N 20030128 CN
4053917 66YR . F . N B2KG 20030102 MO
BOOMEH 0CCP_COD 4053938 MO 20030128 CN
s 4053942 MW 20000128 MO
Physici an 18,271 31.8 4054128 69 YR F N 51KG: ' 20030128 CN
Pharmacist 4,636 8.1 4054153 76 YR F N T5KG 20030102 MD
4054237 EON 20030128
Other health 7.514 13.1 4054538  T3YR © F. N 68KG 2000128 OT
professional ' - 4054654 79YR © F N 59KG 20030128 ON
4054767° 72YR' F N 70KG 20000128 CON
Lawyer 600 0 4054838  53YR._ M N 20030128 CN
Consumer. 8,02 14.0
NULL 18,381 32.0 57,423,318
5 FANTOWNWTDT 7 AV

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

ISR:  DRUGSEQ. R%'-gc DRUGNAME: * VoY route DOSE.VBM DEGHAL RECHAL LOTNUM EXPDT NDANUM
4044858 1003731119 PSS LEXAPRO 1 10 MG QD PO 33 3] 21323
4045057 1003745817 PS. ACTONEL. ¥ ORAL 25 MG DAILY, ORAL N B 20835
4049057 1003758748 C ALSIODOL (ALFACALCIDOL): z
4049057 1003758749 € ASPARA-CA {ASPARTATE CAL(. 2
4051979 1003760068 PS  DARBEPOETIN ALFA (POLYSOR: 2. SUBCUTAN45 MCG/ KG WEEKLY, SC Y b
4051979 1003767148 SS  FLUDARABINE PHOSPHATE: t K
4051979 1003767149 8S MITOXANTRONE HYDROCHLOR. 2
4051979 1003767150 $S  DEXAMETHASONE t
4053523 1003785344 PSS’ CEFACLOR t. ORAL S00MG BID ORAL Y o 85057
4053523 1003783980 C. MECLIZINE 1 .

4053860 1003766199 PS  CELEBREX 1 ORAL 200 MG, SINGLE, ORAL D ] 20998
4053860 1003785287 € INDERAL 1
4053860  10X)3785289 C  PRAVACHOL 1

1003785290 C ADVIL 1
4053917 1003786301 PS5 EVISTA 1 60 MG/1 DAY Y D 20815
4053917 1003785728 ©C  TRAZODONE HCL 1
4053938 1003768331 PS CELEBREX 1. - ORAL 200 MG, OD, ORAL u u 20998
4053942 1003768354 PS CELEBREX 1 u U 20998
4053942 1003785782 88 CYTGTEC i u U
4054128 1003766762 PS CELEBREX 1. ORAL ORAL. N [+ 20998
4054153 1003766812 PSS EVISTA 1 20815

S & —

ARy MIHT HFEFDFSES 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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REACyyQq.TXT contains all "Medical Dictionary for Regulatory
Activities” (MedDRA) terms coded for the event (1 or more).

ISR
4044858
4049057
4049057
4049057
4051979
4051979
4051979
4051979
4051979

4053523
4053860
4053917
4053938
4053938
4053942
4053942
4054128
4054128

- 4054128
4054128

PT
PANCREATITIS NOS
EYELID OEDEMA
FACE OEDEMA
OLIGURIA
FEBRILE NEUTROPENIA
HAEMATOCRIT DECREASED
HAEMOGLOBIN DECREASED
HYPOKALAEMIA
RED BLOOD GELL COUNT DECREASED
ANAPHYLACTOID REACTION
MYOGARDIAL INFARGTION
PULMONARY EMBOLISM
DERMATITIS NOS 218
URTICARIA NOS
DUODENAL ULCER
GASTROINTESTINAL HAEMORRHAGE NOS
COLITIS NOS
CONDITION AGGRAVATED
DIARRHOEA NOS
HYPOKALAEMIA

9964431 A
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OUTCyyQq.TXT contains patient outcomes for the event

(0 or 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 RI
4054888 HO
4055237 HO
4055283 HO
4055283 oT

Exj®  OUTC_COD

Death 6, 950 12. 4
Life-Threatening 3,716 6.6
Hospitalization — Initial

or Prolonged 19,930 35.5
Disability 3,712 6.6
Congenital Anomaly 255 0.5
Required Intervention to

Prevent Permanent 3,242 5.8
Impairment/Damage

Other 18, 393 32.7

56,198¢.731 A
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RPSRyyQq.TXT contains report sources for event

(0 or more)

ISR
4044858
4044858
4049057
4049057
4051979
4051979
4053523
4053860
4053917
4053917
4053938
4053942
4054128
4054153
4054153
4054237
4054538
4054654
4054767
4054888

RPSR_COD

CR
HP
FGN
HP
HP
SDY
CsMm
CSM
CSM
HP
CsSM
HP
CSM
CR
HP
CSM
HP
CSM
CSM
CR

=ADOHEIR  RPSR_COD

Foreign 12, 160 15.3
Study 4,022 5.1
Literature 2,498 3.1
Consumer 17, 207 21.6
Health Professional 27,216 34.2
User Facility 48 0.1
Company Representative 4,151 5.2
Distributor 737 0.9
Other 11,520 14.5
79,5591% 31 A
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INDIlyyQq.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
4055283
4055948
4055948
4055972
4055981
4056868
4056868

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 66,915
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

37 R







