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Balofloxacin (BLFX, {&BRR& 5 Q-35) I FA/F LKA A
HHAFZERT TRIF Z N, BARF/INH A ¥ —11 & &£E TR
MEINROBAF  OsET, ¥/0VB8MIZA L
FUECEALZHLVILERBEYBEL TS, T4
RS 77 LEMHE, BEME T CIRIL VCITE A X
7 bVEAL, BREGEEDEVY, RA%KOBERIA
REFT, MAEEIRENEL, »oRERL, 20
BEAEIIRENMED T FRFNFEREN DY, EHR
B RTCh L ABITT B,

A0, FIERRONBESMBRGEEL SR E L, KED
B, ReMR O CIZERMIZ OV THRIIHRET L
T=DOTHET 5,

FRAEIR & ) FEHK6FE3A T TICLREZZ LA
FEREREEDOBE T, HREMOBEXF/Z18KEM
566 T TOEMLITFIB L UL HIBITH -7, EED

EFREENLH o7, BLFXIZ1[EE200mg% 1 H2[,
5~7THEEKIZZKS LT,

HEFRRETIE, BREEI VRSN BREZEDLIC
Y= FF2—TRMIAN, BRMPIFEEE BRSNS
BEEXTo,

BRRFNEDOHE X, NERREOFE I DD ST,
AERGHRIBLUPICEREEICRE T 5 B ERER, BT
ROUENA LMD D% EL) (Excellent), FIEIK, Fr
ROYWEFEIZ4IBLUETABLUANEXE L7220 D% F%) (Good),
SHLULEL D DL RRER (Fair), ZAEHKSIZL o
OOFTAREF/IIHEEL 72D O % ER) (Poor) & L7z,

BEVEROMEHICEALTIE, TULLF—BRE, ShRE
E, AR, HE%2 COMBREENHEEY M2 LYUE L,
T7:, BRREBEEOREDOKRII, RE5ATHROKN
m, Im{#&GOT, GPT, ALP, BUN, IfiiE2 L 7F =", R

PRI, BAMAEI06, BiH2pl, R TmM2E,  FRZLOES L )R L7,

S5 - BB D ToRERG26IB L ORLPEIBER S, FLIRA Table 1IZ226EFIDEF L IGBBMELY —1EL TRL
BIBITH o 7zo BREERITVTNOEE ~PEE T, 2o 2D L, BIEE D 445% B M (Case No. 4) &
Table 1-1. Clinical efficacy of balofloxacin

Age Balofloxacin treatment ) . Efficacy

Case & Diagnosis Total d Organisms isolated B - Adverse
no. | goy mg x times x days Ot(?n g)ose (Before — After) ggtli‘;l‘" Clinical event

1 |58M furuncle 200x2x5 2000 | Copmabacter dicated d

(right buttock) 'orynebacterium EP(‘_.) eradicate g00 =)

2 |esp |  funce 200x2 x5 2000 | Commebacterium b, | eradicated | good | ()

3 26M (f];l:;ltr;ilf) 200x2x5 2000 not tested unknown good =)

4 44M (lei?rl;lunt‘t:ik) 200x1x1 200 not tested unknown | unknown rash

CNS: coagulase-negative Staphylococcus

*T272 TFEEMNIHEES-11-13
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Table 1-2. Clinical efficacy of balofloxacin
Age Balofloxacin treatment . . Efficacy
Case 8% Diagnosis Total dose Organisms isolated Bacteri Adverse
: S acterio- -
no. | gex mg x times x days g (Before — After) i Clinical event
5 |29M (ft"‘lf:‘t';i‘f) 200x2x 7 2800  |CNS —(—) | eradicated | excellent | (—)
6 43M (lelf";rt;llijti:fck) 200x 2 x 7 2800 S. aureus —(—) | eradicated good (=)
CNS
7 62M fu(;l;rclSe 200x2x 7 2800 Peptostreptococcus sp. | eradicated good (-)
=(=)
furuncle S. epidermidis .
8 31F (left ear) 200x2x5 2000 CNS — () eradicated good (=)
9 | 40M ‘“fe“e(gaactkh)emma 200x2x 7 2800 |S. epidermidis —(—) | eradicated | good )
10 |26M “’fe‘:‘jge"ctli‘)emma 200 %2 x 5 2000 | P. acnes ~(—) | eradicated | good )
11 | 41F i“fec“e(ga"‘ctl‘(‘)emma 200x2 x5 2000 |S. epidermidis —(—)| eradicated | good )
infected atheroma CNS
12*1 | 31M . 200x2x5 2000 Peptostreptococcus sp. | eradicated good (=)
(clavicle) — ()
13 | 2oF | infected atheroma | - p40, 5, 7 2800 |CNS ~(—)| eradicated | good )
(clavicle)
infected atheroma CNS .
14 28F (breast) 200x2x 7 2800 P. acnes S eradicated good (=)
. Corynebacterium sp.
15 |53M ‘“fec“zg atkh)emma 200x2x7 2800  |S. epidermidis eradicated | good )
ac P. acnes —(—)
16 | 54M Mec‘ega"c‘te};e‘°ma 200x 2 x7 2800 not detected unknown | good )
infected atheroma N .
17 | 35M (right femur) 200x2x7 2800 CNS (—) | eradicated good (=)
18 | 66M i“fec“zga"ctkh)emma 200x 2 x 7 2800 |CNS ~(—) | eradicated | good )
felon S. aureus ) )
19 | 31M (right ring finger) 200x2 x5 2000 Corynebacterium i?('_) eradicated good =)
felon . R .
20 55F (right thumb) 200x2 x5 2000 S. epidermidis (—) | eradicated good (=)
2 skin abscess S H _
21*2( 25M (right foot) 200x2 x5 2000 S. aureus (—) | eradicated good (=)
subcutaneous
22*3| 20F abscess 200x2x7 2800 anaerobic GPC —(—) | eradicated good (=)
(left groin)
infection after burn MRSA —(—) .
4 —
23*4| 64F (right leg) 200x2 x5 2000 P. aeruginosa eradicated good (=)
5 phlegmon S. epidermidis  —(—) . .
24*5| 23M (right arm) 200x2x7 2800 P. magnus eradicated good (=)
25 | 45F | purulent mastitis 200x2x7 2800 S. eptdermidis —(—) | eradicated good (=)
. - E. coli = (=) .
26 | 18M | periproctal abscess 200x2x7 2800 B. fragilis eradicated good (=)

CNS: coagulase-negative Staphylococcus
Before medicated with antibiotics *!:

cefaclor

*3: unknown
*4

: ofloxacin

GPC: gram-positive cocci

750 mg/d x 2d
*2: cefotiam-hexetil 600 mg/d x 4

2d

300 mg/d x 2
*S: cefotiam-hexetil 600 mg/d x 4

MRSA: methicillin-resistant S. aureus
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200mgl B DOARATEHIZEREASHIE L, RNELBEMFR
b EZONOZESEFRIEL, AHEHELSKE
SLL7-A%, BIERHIEICIZE DT,

Z DD 255 FI D BB D EER &N % Table 21278 L
72 BEEE D297 B 14 (Case No. 5) TIIHFIZEN-FHER
MROON, FxhEHESNLSNE, WD BRYEE
BT 5 EBMEER, ATRPHZSHBKI~7HANIZH
ELLzoBMEFML, AHFIZLI00%T, ZOHIZ
SRNEBENB G SAERBI & F M7z (Table 1),

RREREIL, HEHREUT & 2 A o 72 145 (Case No.
3) & B < 242 HEFT E M 7-H%, Case No. 1613HEHET
Hotze 23EBIHN O IAEBEATHE S N, HEIMEERED
1360, 2HEFEREAFIB L OSHEEERENS1FITH - 72
(Table 1), ZNHMEIX 7 7 LBHRE L SHIEILK., 7
T LEHENIEEIEK TH o7z, TNH34HEKRET
AEELRE N7z, Table 31258 H OMICHI BREXh
BEaxRL7z, 8512, BBED645% &t (Case No. 23) Tl
MRSA (MIC i& methicillin {Z3F L T100ug/ml L k) &
Pseudomonas aeruginosaD BEREK LA L N2 b DD,

ZE5%58 M TETOBRKRERITHEEL, BHEMELR
WMTELRVIKEE TRIBE L7, MEAKDBLFXIZI T 5
MICIZ WM $3.13ug/mlTH o 72, F 72, ALPIE R
& D 187% 5B M (Case No. 26) & Escherichia coli & Bacter-
oides fragilisDEERGASA S NT-A, KEFHESAKD
HETIEETOBRKERITHEEL 2o E il 5K
FEENDOMICIZ0.39g/ml T, B. fragilislZxt L Tid1.56pg/
mlTéh 572, A EDOMEFEIIARET TEREIIXF T HMICH
6.25ug/mIA L ORI DHES N R D072,

BEA ORI T, BidomMdERBO44RE BN
(Case No. 4) TEHHDOHEEDERE HARE200mgD
IEORATHEIRAL, AEZRSEZHRIEL, FICLNELXE
EFZOMERIIBHIHEE L, Mo 255EF TIEEIE
B3RO o7z, 72, REHRGHZOBRRENE
BENTDIL2IEFITH D55, S HBIZEEERIILH
bR LN % H o7z (Table 4),

PE, FIIRERONFEBOILRMEREICNF LT,
BLFXIZEN-IREXNE L BRI R L BIEL 72,

ZEMWHE TIXLIB TERE S —BMEICEH L 72U

Table 2. Clinical efficacy of balofloxacin

Clinical efficacy
Diagnosis No. of cases - Effective rate (%)
excellent good fair poor
Superfical purulent disease
Furuncle 7 1 6 711
Infected atheroma 10 10 10/10
Felon 2 2 2/2
Skin abscess 2 2 2/2
Secondary infection
Burn 1 1 1/1
Phlegmon 1 1 11
Periproctal abscess 1 1 1/1
Purulent mastitis 1 1 171
Total 25 1 24 0 0 25/25 (100)
Table 3. MIC and eradication rate of isolated organisms
MIC (ug/ml)
Organisms No. of strains ND Eradicated rate (%)
0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13
S. aureus 4 212 1/1 1/1* 4/4
CNS 9 4/4  3/3 2/2 9/9
S. epidermidis 7 1/1  4/4 1/1 1/1 717
Corynebacterium spp. 4 22 111 1/1 4/4
P. acnes 3 171 11 11 3/3
P. magnus 1 1/1 1/1
Peptostreptococcus spp. 2 1/1 1/1 2/2
Anaerobic GPC 1 1/1 1/1
E. coli 1 1/1 1/1
P. aeruginosa 1 1/1 1/1
B. fragilis 1 1/1 1/1
Total 34 1/1 11/11 11/11  4/4 1/1 1/1 11 2/2 2/2 34/34 (100)

% This strain grows on the agar containing 100 pg/ml of methicillin.

CNS: coagulase-negative Staphylococcus
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Table 4. Laboratory values before and after administration of balofloxacin
Case |Before| RBC Hb | Ht | WBC PLT |GOT|GPT (AKI[{’) LDH|v-GTP|LAP| T-Bil | BUN | S-Cr CRP
no. | After [(10%mmd) |(g/d)| (%) |(/mm®) |(10*/mm?®)|(IU/) |(U/) aU/* U | UM | ) |(mg/dl)|(mg/dl) | (mg/dl)
1 B 286 8.8 | 27.3 | 6500 21.1 8 2 | 40 |255 7.7 137.6| 0.3 154 | 0.93 | 0.7
A 272 8.3126.4 | 6700 19.2 12 4 | 3.6 |280 6.8 | 6.8| 0.2 154 | 0.95 | 0.2
9 B 427 13.2 | 40.1 | 4200 16.3 18 10 7.0 |310| 14.2 |50.2| 0.7 11.6 047 | 0.2
A 421 13.3 | 39.5 | 4100 16.4 19 11 7.1 [308| 13.5(50.9| 0.7 125 | 0.56 | 0.1
3 B 520 15.8 | 47.0 | 8900 24.0 15 6 5.3 [ 355 | 10.6 |46.5( 0.9 11.2 0.70
A 508 15.6 | 46.6 | 9000 24.2 10 4 5.1 | 348 7.6 |41.3| 0.7 134 0.65
4 B 534 16.6 | 49.0 | 6900 25.5 11 10 5.1 [247 | 24.0 |51.7( 0.6 11.0 0.78
A
5 B 495 14.9 | 44.5 | 5900 22.8 20 | 14 | 6.2 [229| 12 |52 0.3 19 09 |03
A 515 15.5| 46.7 | 5200 24.7 22 18 6.4 |[256 | 11 53 0.3 18 0.9 0.1
6 | B 463 |14.5|43.8 (12000 | 22.0 | 24 | 22 | 205*[309 | 63 |72 | 06 | 13 | 09 |38
A 456 14.5 | 43.5 | 4700 25.0 27 28 177 | 271 | 51 66 0.2 14 0.9 0.1
.| B 446 |15.0(43.8 5000 | 228 | 23 | 12 | 224*[352 (178 (94 | 0.6 | 14 | 09 |04
A 435 14.7 | 42.9 | 4200 22.0 26 12 325 [ 325|170 |89 0.7 18 0.8 0.8
8 B 427 12.1 | 37.5 | 6500 21.3 25 27 143* | 253 6 50 0.2 11 0.8 0.1
A
9 B 485 14.5 | 42.9 | 8400 20.9 14 13 6.6 | 308 | 46.9|57.7| 0.8 13.6 0.88
A 504 15.3 | 44.4 | 7100 25.4 15 14 7.3 | 308 | 48.3 |59.7| 0.6 94 0.91
10 B 527 15.7 | 45.9 | 9000 21.9 16 9 5.8 |305| 13.2 |46.4| 0.4 10.6 0.87 | 0.4
A 527 15.5 | 45.2 | 5700 23.0 13 6 5.3 | 288 9.1 [45.2| 0.7 11.9 0.91 [0.2
1 B 427 13.0 | 40.4 | 6000 23.9 12 6 3.2 | 268 9.3 (23.7| 0.9 119 | 0.76 | 0.1
A 422 13.1 | 40.3 | 5500 22.5 16 8 4.0 |312 | 11.2 35.8| 0.7 10.5 | 0.65 | 0.3
12 B 487 15.0 | 43.6 | 7400 33.8 26 35 7.6 | 287 | 28.5140.5| 04 9.6 0.76 | 0.2
A
13 B 438 12.7 | 38.9 | 8900 23.4 10 10 54 | 247 9.8 (324 0.5 139 | 0.57 | 0.3
A 434 12.6 | 38.9 | 6800 23.0 10 8 | 5.3 |255 7.3129.7| 0.4 13.0 | 0.59 | 0.5
14 B 461 13.3 | 40.4 | 8600 27.5 16 | 10 | 5.0 |319 8.0 |128.6| 0.5 11.3 | 0.61 | 0.3
A 442 12.8 | 37.7 | 4300 28.5 19 11 4.3 | 316 5.8 127.5( 0.6 7.4 0.60 | 0.2
15 B 430 13.6 | 41.3 | 8800 27.9 31 17 7.4 | 312 | 286.6 |92.8( 0.5 12.9 1.06
A
16 B 432 14.6 | 42.6 | 5600 21.6 21 18 4.9 [ 251 | 28.9 [56.0] 0.5 16.0 | 0.73 | 0.3
A 423 14.3 | 42.0 | 5900 21.1 19 15 44 219 29.0 [47.0] 0.5 21.0 | 0.85 | 0.2
17 B 475 14.6 | 43.1 | 3800 18.0 20 16 7.8 1302 | 55.51|54.9( 0.8 15.5 0.79 (0.4
A 20 32 7.2 |254 | 51.2 |70 1.0 16 0.8 0.2
18 B 396 13.3 | 39.5 | 9800 36.8 20 | 19 | 259*| 305|159 |66 0.2 1 | 1.2 1.2
A 382 12.7 | 37.9 | 6200 34.0 20 | 18 | 218 | 274 | 144 |60 0.2 10 | 1.2 0.3
19 B 536 15.8 | 46.2 | 6000 22.5 9 7 | 5.5 |280| 11.2 |46.4| 0.6 109 | 0.71
A 563 16.5 | 48.2 | 5100 24.4 14 10 5.6 |301| 11.0 |{47.2{ 0.9 12.0 0.80
20 B 428 11.6 | 36.4 | 3300 17.6 14 4 4.8 | 322 4.4 144.1| 0.7 14.3 0.8 0.3
A
21 B 507 16.8 | 48.6 | 9300 21.8 15 14 45 |238 | 31.1 |60.6| 0.8 14.3 0.81
A 524 17.0 | 49.9 | 5600 20.6 22 21 3.9 |251| 30.9|61.9| 0.8 11.7 0.77
29 B 454 14.2 | 42.7 | 8500 24.2 11 5 6.2 | 277 5.4 140.1| 0.8 9.9 0.71 |21
A 438 13.7 | 40.1 | 4100 28.5 11 5 5.0 | 264 6.1 {39.2| 0.5 14.8 0.70 | 0.2
93 B 428 12.6 | 37.6 | 5300 26.7 11 6 | 5.0 |3l11 7.8 {39.5| 0.8 5.8 | 0.42
A 448 13.2 | 39.8 | 6100 31.5 14 8 5.2 | 386 8.1 |43.8| 04 10.6 0.49
24 B 482 15.5 | 45.0 | 4000 23.1 25 15 6.5 | 238 9 1|50 0.7 17 1.1 0.8
A 470 15.2 | 43.5 | 3700 23.9 26 18 6.8 | 302 9 53 0.2 20 1.1 0.1
95 B 412 11.5] 35.3 | 7000 32.2 19 11 202* | 387 13| 44| 0.2 10 0.6 1.6
A 415 11.5| 35.4 | 4700 38.0 20 10 202 | 395 14| 44| 0.2 11 0.7 0.1
2% B 486 15.5 | 46.0 | 9400 18.9 12 10 157* | 249 5 54| 0.7 14 0.8 0.6
A 507 16.1 | 47.4 | 5600 22.9 23 29 163 | 242 9 55 0.2 18 1.0 0.1
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Clinical studies on balofloxacin in the surgical field

Shigeo Ono, Toyoharu Tanaka, Yoshifumi Takenaka, Keiichi Yoshino
Department of Surgery, Tokyo Dental College
5-11-13 Sugano, Ichikawa Chiba 272, Japan

Balofloxacin (BLFX), a new oral quinolone antimicrobial agent, was clinically evaluated in 26 patients
with various surgical infections such as infected atheroma, felon, subcutaneous abscess and so on.

Clinical efficacy was excellent in one and good in 24 cases. Clinical evaluation was terminated in one
case because of moderate urticaria after one administration.

No abnormal laboratory findings were noted in 24 cases clinically evaluated after treatment.



