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Table 1. Clinical effect of balofloxacin to respiratory tract infection
Diagnosis Treatment Isolated organism* Effect Sid
Case ide
Age | Sex L daily dose |duration| total . - bacterio- Remarks
. . ¢ effects
no underlying disease (mg x times) | (days) |dose (g) species count | clinical logical
79 | M pneumonia 1002 10 ) normal flora g "
1 X 00 unknown | — —_
diabetes mellitus normal flora &
pneumonia normal flora
2 |65|F 100 x 2 15 3 good | unknown | — —
- not done
pneumonia S. pneumoniae 3+ )
3132 |M 100x 2 7 14 excellent |eradicated| — -
pneumonia not done
4 |65 | M 100 x 1 1 0.1 unknown | unknown | — -
- normal flora
pneumonia S. pneumoniae 2+ )
5121 |F 200 x 2 8 3 good |eradicated| — —
Mycoplasma pneumonia normal flora
6 [33| M 2002 10 4.8 good unknown | — —
— 100 x 2 4 _
Mycoplasma pneumonia 200 x 2 3 normal flora
7120 |F — 100 x 2 1 34 = good | unknown —
bronchiectasis + infection SH - infl uenzae 3+
8 |40 | F 200 x 2 7 2.8 - pneumoniae | 2+ good |decreased| — —
kartagenar syndrome S. pneumoniae +
bronchiectasis + infection H. influenzae 3+
9 38| M 200x2 6 3.8 - good |unchanged| — -
- 100 x 2 7 H. influenzae 3+
bronchiectasis + infection S. aureus 3+ .
10|79 F - - 200 x 2 8 3.2 good |eradicated| — —
diabetes mellitus normal flora
. N . H. influenzae 3+
bronchiectasis + infection .
11 |61 | F 100 x 2 8 1.6 B. catarrhalis 3+ good |eradicated| — —
- (=)
old tgbercplosis H. influenzae 3+ )
12 |67 | M +infection 100x 2 8 1.6 good |eradicated| — —
— normal flora
old tgbercplosis normal flora
13 |65 | M +infection 200 x 2 7 2.8 good | unknown | — —
— normal flora
bronchial asthma E. aerogenes +
14 {66 | F +infection 200 x 2 14 5.6 good | unknown | —
— not done
diffuse panbronchiolitis H. influenzae 3+ }
15164 | M 200 x 2 6 24 ——| good |eradicated| — —
— normal flora
H. influenzae 3+
chronic bronchitis B. catarrhalis 3+
16 |84 | M 200 x 2 7 2.8 S. pneumoniae 3+ good |decreased| — -
— S. pneumoniae 2+
chronic bronchitis P. aeruginosa 2+
17 |58 | F 100 x 2 8 1.6 - good |unchanged| — —
— P. aeruginosa 3+
acute bronchitis H. parahaemolyticus | +
18 123 | F 100 x 2 7 14 - good |unchanged| — —
- H. parahaemolyticus | +

. before treatment

after treatment
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Table 2. Clinical efficacy of balofloxacin
) . Clinical efficacy Efficacy rate
Diagnosis -
excellent good fair poor (%)
Pneumonia 1 5 6/6
Bronchiectasis + infection 4 4/4
Chronic RTI + infection 5 5/5
Acute bronchitis 1 11
Diffuse panbornchiolitis 1 1/1
Total 1 16 17/17 100%)
Table 3. Bateriological efficacy of balofloxacin
Causetive Bacteriological efficacy Eradication
organisms eradicated decreased replaced unchanged rate (%)
S. aureus 1 111
S. pneumoniae 2 2 2/4
H. influenzae 5 1 5/6
H. parahaemolyticus 1 0/1
B. catarrhalis 2 2/2
P. aeruginosa 1 0/1
Total 10 2 3 10/15 (66.7)
Table 4-1. Laboratory findings before and after administration of balofloxacin *
Case| | RBC |Hb |Ht | WBC Differential (%) PLT |S.GOT|S.GPT|ALP | T-Bi | BUN | S.Cr [Electrlyie (mEo) yripe |~
no. (10*/mm?) | (g/dl) | (%) |(/mm*) | Eosino. [ Baso. [Neutro. {Lympho. |Mono. [(10*/mm*)| (1U/) | AU/ |(U/) (mg/dl)|(mg/dl)|(mg/d){ Na | K | CI [protein
. B
A| 367 [13.0038.2| 6800| 0.5 | 0.5 | 83 125 | 35| 174 19 11 |169 |06 |17 |07 - +
) B| 388 [11.535.1| 5700] 1.5 | 7.5 | 49.5 | 32 6 41.7 63 | 116 {408 (0.5 |13 | 0.5 [143 |51 [105 | - -
A| 414 [125(37.0{ 5800| 3.0 | 15| 47.0 | 43 3 411 23 30 |253)04 |15 |05 (144 (49 |106 | - -
] B| 528 [15.6(49.3/10800| 0 3 79 8 10 17.7 16 20 {199 | 1.3 | 19.6 | 1.0 [140.2|4.07103.1] % -
A| 49 [14.7[46.1] 5200| 0 0 | 65 26 9 30.0 20 | 26 {19004 |132 |11 [141.2{4.33104.2| - -
. B| 390 [13.8(44.3{13700| 0 2 |51 38 9 19.3 21 19 | 141 (1.2 | 205 |11 |[137.2/3.43100.7
A* 368 [13.0({40.8] 9200 0 10 | 69 13 8 20.4 24 22 1260 | 0.5 |21.9 [ 1.0 [142.1)4.40)105.3] % -
; B| 432 |[11.1(33.5] 3700 0 4.0 | 429 | 441 [90 | 209 20 7| 8060 |11.1{0.77 {138 |41 [101 | - -
A| 414 |10.6(32.3] 5800| 0 371375 | 505 | 83| 223 13 8§ | 72044 | 1.7 | 091 {139 |42 [103 | - -
; B| 566 [18.4(56.1f 9900| 0 4 |7 11 10 2.3 25 | 36 [180 |03 |13.5| 1.1 [140.8/4.07[100.5 + -
Al 509 [16.9]49.0| 6900 0 1 |49 47 3 272 37 52 | 167108 |18.0 | 1.1 (140.1{3.67|104.1] - -
. B| 438 [12.7(39.0{ 6500| 0 1 |7 16 6 17.9 35 16 | 168 | 0.3 |81 | 1.0 [137.6/4.17]102.1
A| 435 [13.0(39.6] 8100 1 1 |63 27 7 3.7 25 25 (218103 [99 |09 |[141.3(4.68(104.8 - -
3 B| 388 [10.7(32.8] 5600 0 15| 67 285 |3 229 1 8 |118104 |10 |06 - -
A 378 [10.432.0] 3200 1 0 | 485 | 455 |5 21.8 16 13 (10805 [10 |06
) B| 490 [14.4(41.7] 7300 05 | 15| 695 | 22 6.5 | 270 19 19 (197 (06 |14 | 0.7 (145 |3.5 |109 | - -
A| 507 [14.9[43.3] 6800| 0 85| 6.5 | 225 |65 234 20 20 1227105 |13 |06 (142 (3.9 [106 | - -
0 B| 366 [11.0]34.0{ 6800 0 0.5 | 62 35 2.5 25.5 18 717105 [22 |08 [145 [5.6 [107 | - -
A 362 [10.6)34.1| 5600| 1 2 455 | 485 |3 25.8 16 51 74105 |20 1.0 (145 (5.1 J109 | - -
I B| 393 |[11.8]27.6] 50001 0.5 |05 | 70 265 |25 224 18 14 1180104 |15 |05 |46 |3.9 111 | - -
Al 390 [11.7]27.2] 4000| 1.5 | 0.5 | 50 39 85 | 222 19 17 | 168104 |18 |05 (143 |41 107 | - -
B: before  A: after  * after administration minocycline
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Table 4-2. Laboratory findings before and after administration of balofloxacin
Case| | RBC |Hb |Ht | WBC Diferentil (%) PLT |S-GOT|S.GPT|AMP | T-Bi | BUN | §-Cr [lectroyte mEqh) yripe |
no. | |(104mm°)|(g/d)| (%) |(mm®)|Eosino. |Baso. |Neutro. {Lympho. |Mono. ((10*/mm?)| QUA) | (IU/) |(1U/) ((mg/dl) (mg/dl)|(mg/dl)| Na | K | CI |protein
B 436 |13.7]42.0{ 9400( 0 2 5 | 23 25| 370 16 16 |178 |04 |15 0.8 - -
12 Al 462 |(14.3|44.1] 6100] 15 |1 63 32.5 |2 23.0 18 13 {160 0.5 |12 0.8 - -
B| 45 13‘.3 39.6] 8700| 0.6 | 14 | 641 | 24 9.9 | 3.2 26 16 178029 [ 11.2 | 1.0 [142 (3.7 {100 | - -
18 Al 417 |[12.3|36.3] 5600| 0.1 | 2.8 | 66.7 | 232 | 7.2 23.1 26 | 36 14103 |204 |081 |140 (3.9 (101 - -
B| 403 |13.5{39.4{12500| 0 0 74 22 4 36.0 26 15 | 142 {035 | 10.0 | 0.84 (136 |3.5 |96 | - -
i Al 347 |11.7|343| 5700 05 | 4.4 [ 468 | 403 | 8 40.7 17 9 123|034 | 3.7]091 137 |3.7 |98 | - -
B| 411 |11.9{36.4| 5100| 2.2 | 75| 554 | 296 | 53 | 26.0 14 8 | 14105 |12 0.7 - -
5 A| 416 |11.9|36.5( 3800 3.7 | 83 | 414 | 405 | 6.1 32.1 14 4 [127105 |12 0.8 - -
B 349 8.6126.6( 9900| 0 0 80.5 | 105 |9 4.3 10 9 1137103 |11 0.7 - -
10 A 11 71132103 |11 0.6 - -
B| 464 |13.7]41 | 6000| 0 45| 49 415 |3 24.2 22 12 |111{04 [19 |05 [143 |44 106 | - -
1 Al 49 |13.5(39.8| 5500 0 55 5.5 | 355 | 2 17.8 25 13 |113(04 (15 |06 (143 |46 107 | - -
B| 467 |13.4)40.2| 5400 0.5 | 3.2 | 514 | 372 | 7.7 15 12 | 78(0.72 | 52 (072 |140 (4.5 102 | - *
18 A| 435 |12.5(37.3| 5500 0 34| 431 | 493 | 42 174 14 6 | 69037 94069 139 |4.6 |102 - -
B: before  A: after
X 79 36: 1715~1719, 1992
1) REFF—, BMAXEK H420 B R LFREFES 4) EHLE, BEIERHEXERFIERS HEE
BE, HED VKT L, Balofloxacin (Q-35), WX BIEERERIC B HEIER, BRRREMHEERE
f&M, 1994 H D ¥ E 2% ¥, Chemotherapy 39: 687 ~ 689,
2) WO, PARERT, FHB—, § T, 1991
FEIEN, ZAKFA, BIEME  Balofloxacin® 5) Gohara Y, Arai S, Akashi A, Kuwano K, Tseng
# O Theophyllinelfll FiERE 12 R IZT B, BILE Cheng-Chuang, Matsubara S, Matsumoto M,
&5E43(S-5): 168~173, 1995 Furudera T: In vitro and in vivo activities of Q-35,
3) Matsumoto M, Kojima K, Nagano H, Matsubara S, a new fluoroquinolone, against Mycoplasma pneu-

Yokota T: Photostability and biological activity of
fluoroquinolones substituted at the 8 position af-

ter UV irradiation. Antimicrob Agents Chemother

moniae. Antimicrob Agents Chemother 37: 1826
~1830, 1993



NOV. 1995

Bl
&

u|
sud

538 B At % & &% 2 M

Studies on the clinical effects of an oral quinolone drug,
balofloxacin, on respiratory infectious diseases

Kouichi Wada, Hiroki Tsukada, Takashi Kawashima, Shigeyuki Hoshino,
Fumihide Iwata and Masaaki Arakawa
Department of Internal Medicine (II), Niigata University School of Medicine
1-757 Asahimachitouri, Niigata 951, Japan

The clinical usefulness of an oral quinolone drug, balofloxacin, for respiratory infectious diseases was
investgated. The subjects were 5 patients with pneumonia, 2 with mycoplasma pneumonia, 4 with
bronchiectasis with infection, 2 with old pulmonary tuberculosis associated with infection, 1 with
bronchialasthma, 1 with acute worsening of diffuse panbronchiolitis, 2 with acute worsening of chronic
bronchitis, and 1 with acute bronchitis. One of these patients was excluded from evaluation, because the
patient did not continue taking the medication after the initial administration. Wnen BLFX was orally
administered to the 17 remaining patients once or twice a day at a dose of 100 or 200 mg, clinical efficacy
was excellent in 1 and effective in 16.

Five strains of gram-positive bacteria and 10 strains of gram-negative bacteria were isolated as
pyogenic bacteria from 11 patients. Ten of them were eradicated by the treatment. No abnormal changes
in clinical laboratory test values or side effects probably attributable to the drug were observed in any of
the patients.



