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Table 1. Number and composition of patients by background factor
Background factor No. of patients Composition[] %[]
Total 3,369 100.0
Male 1,590 47.2
Sex Female 1,779 52.8
Unknown 0 —
Under 15 years old 9 0.3
15-64 years old 2,444 72.5
Age 65 years or older 916 27.2
Unknown 0 _
Respiratory tract infections 1,463 43.4
Urinary tract infections 1,052 31.2
Superficial suppurative diseases 130 3.9
Surgical infections 86 2.6
Gynecological infections 66 2.0
Reason for use Otorhinologic infections 242 7.2
Ophthalmological infections 61 1.8
Dental or oral surgical infections 150 4.5
Off label use 59 1.8
Multiple reasons for use 60 1.8
Unknown 0 _
1-100 mg 3 0.1
101-200 mg 597 17.7
) 201-300 mg 158 4.7
Daily dose 301-400 mg 2,610 775
401 mg or more 1 0.0
Unknown 0 —
renal impairment 37 1.1
Type of complication hepatic function disorders[] 88 2.6
Other complication 801 23.8
Mild 1,569 46.6
. . Moderate 1,664 49.4
Baseline severity Severe 136 4.0
Unknown 0 —
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Table 2 Incidence of adverse drug reactions and infections in the special

survey
Special survey
Period May 1, 2003
to
October 31, 2004
No. of institutions surveyed " 607
No. of patients surveyed 3,369
No. of patients with ADRs 56
No. of ADRs 70
Incidence of ADRs 1.66%
Type of ADRs
Infections and infestations 10 0.030
Vaginal candidiasis 10 0.030
Blood and lymphatic system disorders 10 0.030
Anaemia 10 0.030
Metabolism and nutrition disorders 30 0.090
Anorexia 20 0.060
Hyperglycaemia 10 0.030
Nervous system disorders 70 0.210
Dizziness 40 0.120
Headache 20 0.060
Tremor 10 0.030
Eye disorders 20 0.060
Eyelid oedema 20 0.060
Gastrointestinal disorders 2201 0.650
Abdominal pain 20 0.060
Abdominal pain upper 201 0.060
Cheilitis 10 0.030
Constipation 10 0.030
Diarrhoea 801 0.240
Glossitis 10 0.030
Loose stools 10 0.030
Nausea 60 0.180
Stomatitis 20 0.060
Hepatobiliary disorders 40 0.120
Hepatic function abnormal 40 0.120
Skin and subcutaneous tissue disorders 140 0.420
Eczema 10 0.030
Erythema 10 0.030
Pruritus 20 0.060
Exanthem 50 0.150
Rash generalised 200 0.060
Urticaria 400.120
General disorders and administration site conditions 40 0.120
Asthenia 10 0.030
Hunger 10 0.030
Malaise 10 0.030
Thirst 10 0.030
Investigations 700.210
Alanine aminotransferase increased 400.120
Aspartate aminotransferase increased 10 0.030
Blood glucose increased 10 0.030
Blood uric acid increased 10 0.030
Electrocardiogram QT prolonged 10 0.030
Blood alkaline phosphatase increased 10 0.030

MedDRA Ver.7.1
U': Multiple departments in the same institution were counted as multiple
institutions in the tabulation
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Table 3. Clinical efficacy rate by indication
Clinical efficacy rate
Indication [ Improved patients/No. of
patients[]
Respiratory tract infections 94.8% 0 1,372/1,4480
Urinary tract infections 96.2% 0 1,001/1,0410
Superficial suppurative diseases 95.3% 0 122/1280
Surgical infections 98.8% 0 82/830
Gynecological infections 96.9% 0 63/6501
Otorhinologic infections 93.3% 0 222/2380
Ophthalmological infections 93.3% 0 56/6001
Dental or oral surgical infections 95.3% 0 142/1490
Total 95.3% 0 3,060/3,21200
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Interim report of special surveys on gatifloxacin

Asako Nakamura, Miho Kamata and Taiji Ikegami

QA&RA Division Pharmacovigilance Department, Kyorin Pharmaceutical Co., Ltd.,

2-5 Kanda Surugadai Chiyoda-ku, Tokyo, Japan

As the special surveys on gatifloxaciil GFLX a fluoroguinolone oral antimicrobial agent, we planned to col-

lect 6,000 patients in order to confirm the safety and efficacy and detect the new problems under conditions of
actual use of this product. The target sample size in the first survey was 3,000 patientd] The second survey is
scheduled to be conducted from 2006 to collect 3,000 patients.[] The data collected from 3,384 patients at 607
sites was compiled to prepare an interim report.

The results showed that 561 1.6600 Cof 3,369 patients eligible for the safety evaluation had experienced a total

of 70 adverse reactions. The commonest ADRs were diarrhoeald 8 cases[] nauseal] 6 cases[] and exanthem 5
casesl] At the same time, the new problems were not detected.

3,060/3,212 patientsOd

The efficacy rate of GFLX in the 3,212 patients eligible for the efficacy evaluation was 95.30 O observed in



