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Table 1. Background of cases evaluable for safety

Item No. of patients (%)
Sex male 1,260 (49.5)
female 1,283 (50.5)
Age (yrs) =39 751 (29.5)
40~59 782 (30.8)
60~69 542 (21.3)
270 468 (18.4)
Underlying absent 1,522 (59.9)
disease present 1,021 (40.1)
Previous quinolone yes 70 (28)
administration no or unknown 2,473 (97.2)
Administration period = 3 99 (3.9
of tosufloxacin 4~7 1,423 (56.0)
(days) 8~14 654 (25.7)
15~30 250 (98
31~60 69 (27
261 48 (19
Total dose <5 1,869 (73.5)
of tosufloxacin 5~<10 466 (18.3)
(g) 10~<15 101 ( 4.0)
15~<20 38 (15)
=20 69 (2.7)
Total 2,543 (100)
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Table 2. Clinical efficacy of tosufloxacin

) ) No. of Clinical efficacy Efficacy rate**
Diagnosis .
patients (%)
excellent  good fair poor
Respiratory tract infections 812 121 541 106 44 81.5
Superficial 705 290 316 73 26 86.0
suppurative diseases
Urinary tract infections 601 283 246 48 24 88.0
Otorhinological infections 224 41 125 49 9 74.1
Dental and oral surgery 47 12 32 2 93.6
related infections
Infectious enteritis 20 9 11 0 0 100.0
Others* 38 12 21 0 5 86.8
Total 2,447 768 1,292 278 109 84.2

*Gynecological infections, Ophthalmological infections, Biliary tract infections etc

** (excellent+good)/No. of patients X 100
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Table 3. Incidence of adverse reactions of tosufloxacin in 2,543 cases
Adverse reactions No. of reactions  Incidence (%) 2) FER 2
Gastrointestinal symptoms 8 (0.31)
Allergic reactions 5 (0.20)
Photosensitivity reactions 3 (0.12)
Others* 5 (0.20)
Total 21 (0.83)

*Photophobia, Dizziness, Hypertension, Chest-distress,

Genital candidiasis
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Batk, IgE fEix 22 U/ml Th -7z BEAMIRDI-DE
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Table 4. Confirmatory tests for photosensitivity reactions due to tosufloxacin

Date Case 1 Case 2
Test item 15 mos. after event 13.5 mos. after event
UVA irradiation time (min.) | UVA irradiation time (min.)

5 10 15 20 30| 5 100 15 20 30
MED test - - - - — — - — _ _
P. o. -photosensitivity test -  * - - - - -
Patch test — - - - - — — - -
Photo-patch test - - - - - - — — -

Table 5. Influence of age and administration period on the manifestation of

photosensitivity reactions due to tosufloxacin (11 cases including

8 self-reported cases)

Administration
period | <7days | 8~14days | 15~30days | unknown
Age
<40 years old 1 1
40~60 years old 3 1
=60 years old 4 1
Total 8 1 1 1
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WIS IZRBABRES» O ATHRERERISE T LV F—
RS IS K SN 225, SR ORERB X 0o E e
WOVWTHRFA LB FOVWTNRTHE M EIXTE
Thol



VOL. 44 NO. 7

TFLX (Z & 2 A0 Bk 5O o iR i 8 it 555

(6]
F
COOH F ( COOH
—\ : CHWOSOJ{ H:0
N N” "N ~\ |
N p
H:N F @ \1?

TFLX

(0]
Fo_~ COOH
T
hN N
Nvl F CHF
v

CHs FLRX

(0]

HN N “HCI
N/ F C:Hs
CHs
LFLX
NH: (6]
|
F. }/ F)j/comi
HSC\’/\\Nf\\\ \N
HN_ F A
CH: SPFX

Fig. 1. The structures of tosufloxacin tosilate (TFLX), lomefloxacin hydrochloride
(LFLX), fleroxacin (FLRX) and sparfloxacin (SPFX).
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Clinical investigations of photosensitivity reactions due to tosufloxacin tosilate
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" Department of Medical Social Work, Kawasaki University of Medical Welfare, 288 Matsushima,

Kurashiki City, Okayama 701-01, Japan
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¥ Marketing Department, Toyama Chemical Co., Ltd.

We investigated the clinical efficacy and incidence of adverse reactions, especially photosensitivi-
ty reactions, to tosufloxacin tosilate (TFLX). We collected a total of 2,552 patients treated with
TFLX from 304 hospitals throughout Japan during the period between August 1992 and March
1994, in order to exclude any biases in geographical and seasonal distributions of the patients.

1) Clinical efficacy was evaluated in 2,447 patients. The efficacy rates (“excellent” and “good”
responses) were 81.5% (662/812) for respiratory tract infections, 86.0% (606/705) for superficial
suppurative diseases, 88.0% (529/601) for urinary tract infections and the overall efficacy rate
was 84.2% (2,060/2,447).

2) A total of 2,543 cases were evaluated for the safety of TFLX. Adverse reactions were noted
in 21 patients (0.83%); gastrointestinal symptoms were predominant in 8 patients (0.31%), and
allergic reactions were observed in 5 (0.20%). Photosensitivity reactions were noted in 3
(0.12%).

3) In 2 out of 3 patients with photosensitivity reactions, the confirmatory tests were per-
formed after obtaining informed consent. In both, who had negative MED tests, the patch and
photo-patch tests were also negative. On the other hand, the p. o. -photosensitive test was posi-
tive in one patient, while the other case remained negative. The former positive case also had a
history of photosensitivity reaction to enoxacin (ENX).

4) Studies were conducted on the cases with photosensitivity reactions among 11 cases includ-
ing 8 reported by patients themselves, focusing on items, such as their ages and administration
durations. The results revealed the incidence of photosensitivity reaction to be low, the major
administration period for manifestation of photosensitivity reaction being less than 7 days, while
the relationship with age was unclear.



