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10), O# (b) 84.6% (11/13), M# 90.9% (10/11), N
#0% (0/1) THhot EFNOEVWREHKBICOWV
TAD L, BUREREARTOEDERB LUAHEIL
FhEh 42.9% (9/21), 95.2% (20/21), HmBL (4%
&) TI2429% B8/7), 711.4% (6/7), BEBHE T
12 85.7% (6/7), 100% (1/7) Th o7

B - AR OBEM R % Table4 ISR L7z FXHE
i& 100 mgx1/H #% 5 8 100% (1/1), 100 mgx2/8 #
5% 92.3% (36/39), 200 mgx2/H #%5 B 90.5% (19

Table 1. Reasons for exclusion from evaluation

Reason N('a. of Clinical Advef'se Laboratory
patients response reaction test
Patients had received another test drug within 6 months 3 X x x
Protocol deviation as to age 3 x O O
Protocol deviation as to concomitant drug or measure 7 x O O
Insufficient dosing by adverse reaction 2 x O O
Laboratory test done outside protocol regulation or not done 6 O O x
Total no. of patients excluded - 15 3 9

O: evaluated, x: excluded

Table 2. Patient background

Age (yrs) Range 21~79 (average 37.9%14.5)
Sex men 38
women 23
Classification by disease Group I(a) 21  Acute superficial folliculitis (21)
group Group I(b) 5  Impetigo(1), Ecthyma vulgaris (1), Superficial secondary infection (3)
(No. of patients)
Subtotal 26
Group II(a) 10  Furuncle(4), Sycosis barbae (3), Paronychia (1), Felon (2)
Group II(b) 13  Lymphangitis(2), Cellulitis (7), Lymphangitis and cellulitis (1), Secondary deep
skin infection (3)
Subtotal 23
Group III 11 Infected atheroma (7), Suppurative hidradenitis (1)
Pyoderma gluteale chronicum (1)
Miscellaneous subcutaneous abscess (2)
Group IV 1 Infected leg ulcer(1)
Daily dose 100x1 1
(mg X times) 100X 2 39
200x2 21

Total no. of patients 61
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Table 8. Clinical response
. . . No. of Clinical response Excellent reaponse Efficacy
Classification Disease . (%) te** (%)
patients  eycellent good fair poor rate® (7 ra v
Group I (a) Acute superficial folliculitis 21 9 11 1 42.9 95.2
(b) Impetigo 1 1
Ecthyma vulgaris 1 1
Superficial secondary infection 3 8
subtotal 5 2 3 40.0 100.0
subtotal 26 11 14 1 42.3 96.2
Group II (a) Furuncle 4 2 2
Sycosis barbae 3 3
Paronychia 1 1
Felon 2 2
subtotal 10 5 5 50.0 100.0
(b) Lymphangitis 2 1 1
Cellulitis 7 8 2 1 1
Lymphangitis and cellulitis 1 1
Secondary deep skin infection 3 2 1
subtotal 13 7 4 1 1 53.8 84.6
subtotal 23 12 9 1 1 52.2 91.3
Group III Infected atheroma 7 6 1
Suppurative hidradenitis 1 1
Pyoderma gluteale chronicum 1 1
Miscellaneous subcutaneous abscess 2 1 1
subtotal 11 9 1 1 81.8 90.9
Group IV Infected leg ulcer 1 1 0 0
Total 61 32 24 2 3 52.5 91.8
*: No. of patients with excellent response/no. of patients X 100
**: No. of patients with excellent or good response/no. of patients X 100
Table 4. Clinical response by daily dosage
Regimen No. of Clinical response Excellent response Efficacy
(mg X times/day) patients excellent good fair poor rate* (%) rate** (%)
100x1 1 1 100.0 100.0
100x 2 39 19 17 1 2 48.7 92.3
200% 2 21 12 7 1 1 57.1 90.5
Total 61 32 24 2 3 52.5 91.8

*: No. of patients with excellent response/no. of patients X 100

**: No. of patients with excellent or good response/no. of patients X 100

/21) THY, WTFhoESEHED 90% U EDOHEHE
Thol. EFERII1IH2EABEHOVTI D 50%
Tho7

HKERY DMK ERE % Tables 5,6 IR L7z, 24
DEEED I URERIE, BI%H 4 B GHEES 52
Bl) CENEN15.4%, 88.5%, T B#% (FEMiiEH 46
Bl) TENEN67.4%, 89.1% TH-7z,

MBS H%hR % Table 7 1IR L7z, MBEFEHZROF
fiASTTRE Tdp - 7= 39 Blep, ML 3251, EWARMA 16
(colonization 1 #1), FE6HITH Y, BMEILE ERM

EAEbEBYEAHIL 84.6% THol2,
REBHNOBOWE% Table 8 ISR L7z, HFRAMER
7THAE 3T BRI S, RS T AR Staphy-
lococcus aureus 16 # & coagulase—negative staphylo-
cocci (CNS) 13#MfITLA L Z 5, HiHLEIL 886
% (31/35) Tdh o 7z RS 7 LM Escherichia
coli 2BRDATH Y, 2k E ITHEL. HMABEIZ
THE 19 RSB E N, BHEARIMREY 7 oE%
# 83.3% (15/18), MRS 7 » BHE 100% (1/1)
Tholz. £ TIL87.5% (49/56) DRHEXETHo
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Fro ERWMDIHKEIL, S, aureus 87.6% (14/16),
CNS 100% (13/13), Propionibacterium acnes 85.7%
(6/T), Peptostreptococcus asaccharolyticus 60.0% (38/
5) T&O fCo

HERBATS M S RN I T 5 MIC % Table
QIR L7 TMEKRBDSE D5 /-S. aureus, CNS,
P. acnes, P. asaccharolyticus \=xt¥+ 2% GFLX @
MICyw iX 0.1~0.78 ug/ml C, tosufloxacin (TFLX) &
1312[%, ciprofloxacin (CPFX) , levofloxacin (LVFX)
I 1~2FEIh T 77 ARMEE ST 5 GFLX
OHEDIL, XM E Tt TFLX & F% T CPFX, LVFX
ID1~2EEN, MAMETIITFIX RS2 WL 2

HHREEN, CPFX, LVFX XV 1~ HHEN T\ 2,
77 LBHMICBITBREN I, FAMDE. coli Tid
TFLX, CPFX, LVFX & [B] % T, 4% % ® Prevotella
bivia T TFLX, CPFX, LVFX & ) 1~4 & EIATW

4. ReH

HIfEH RBUES % Table 10 12, BRRREMBBH LY
SE EN7FEHI % Table 11 127K L 720 BIVERI X 73 fEH)
4Bl (55%) IC5HBDLN, ERIZER, WH,
BME, THT, TXTHLEBERTHo7. WThLE
Bebnix i, HEFICEELZL1BDIED, £S5
RIEH D VIIEESHRTHRELPISHE L 2. BRREM

Table 5. Overall improvement on day 4

Overall improvement

Classification No. of - Cure rate’ Improvement
by disease group patients cured improved slightly unchanged (%) rate** (%)
improved
Group I(a) 15 3 11 1 20.0 93.3
Group I(b) 4 1 3 25.0 100.0
subtotal 19 4 14 1 21.1 94.7
Group II(a) 10 7 3 0 70.0
Group I1(b) 11 2 8 1 18.2 90.9
subtotal 21 2 15 3 1 9.5 81.0
Group IIT 11 2 9 18.2 100.0
Group IV 1 1 0 0
Total 52 8 38 4 2 15.4 88.5
*: No. of cured patients/no. of patients X 100
**: No. of cured or improved patients/no. of patients x 100
Table 6. Overall improvement on day 7
Overall improvement
Classification No. of - Cure rate”® Improvement
by disease group patients cured improved slightly unchanged (%) rate** (%)
improved
Group I(a) 13 11 1 1 84.6 92.3
Group I(b) 3 2 1 66.7 100.0
subtotal 16 13 2 1 81.3 93.8
Group I1(a) 9 5 4 55.6 100.0
Group II(b) 11 7 2 2 63.6 81.8
subtotal 20 12 6 2 60.0 90.0
Group III 9 6 2 1 66.7 88.9
Group IV 1 1 0 0
Total 46 31 10 3 2 67.4 89.1
*: No. of cured patients/no. patients X 100
**: No. of cured or improved patients/no. of patients x 100
Table 7. Bacteriological response
Replacement Eradication
N‘_" of Eradication - - Persistence * (%)
patients colonization superinfection rate” (%
39 32 1 6 84.6

. *: No. of patients with eradication or replacement/no. of patients x 100
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Table 8. Bacteriological response: Eradication rate by pathogen
No. of Eradicated
i Persisted
Isolated bacteria isolates (rate®, %)
Aerobes
Gram-positive
S.aureus 16 14(87,5) 2
MRSA 2 2
CNS 13 13(100)
S. pyogenes 2 2
S.agalactiae 1 1
E . avium 1 1
subtotal 36 31(88.6) 4
Gram-negative
E . coli 2 2
subtotal 2 2
Anaerobes
Gram-positive
P.asaccharolyticus 5 3 2
P.magnus 3 3
P.anaerobius 1 1
P.acnes 7 6 1
Mobiluncus sp. 1 1
Actinomyces meyeri 1 1
subtotal 18 15(83.3) 3
Gram-negative
Prevotella bivia 1 1
subtotal 1 1
Total 56 49(87.5) 7

*: No. of isolates eradicated/no. of isolates % 100
MRSA: Methicillin-resistant S . aureus
CNS: Coagulase—negative staphylococci

BREIXTEST7H (104%) 28 HRHAL . AR
I REREERE 46, BMRBAP 26, 3470
EYER1BITHo725, WIFhbBETH Y, B
FAECLIDLFEEMBICHEL, 2B, REBERKG
B UMD BB~ OB A A ND D ) B2t FFExt
KBIMSBRASNZ3HIC, BIERB X UBREREME
RERZIBOOLN ol

5. HMABTHE
BRitBLUCBHBE LS 1HITRICT & 2245, Bt
DVTRER SN -REELI DL ERBEOEEMEICK
FAREEZ OGN, FENRISBALA.
BHiit, GFLX100mg % 2 [x5 L7 2 B # D
BT, BHES L URBEICERRL-miESEE, h
FN 178 ug/g, 1.44 ug/ml T, 5 H W R/ I i R
it 1.24 TH o 7o

1. * =

EEAMERO - BMEERRE»LDOTHEIX, S
aureus BEEH T, DWW TCNS 2% MEHME T 80%
Dbz&®, BELLEOTRBRETIIFRAIISHE &
%Y, 8. qureus \Xfn¥MEBHIZ (IbB) , % - % (O

alf), BER-) UV ELR (IbB), BRERE - LR
HIFRA (I&®), BXU kB (VBE%) o
# B, Staphylococcus epidermidis (3EIK (1aH¥)
BIUBERE - (LRETRE (I#) 2 EOREHR,
Streptococcus pyogenes WXZEMEBMZ (Ib#) B
Ut - Vo EBER - BEL (I3 L EOERH,
7o ARMBRESCHEANEL CBEREE (I8 %
EhOFEEINE T EHRENY,
CHOEMBERBREEIC BT AT EL B ICHT
5 GFLX DHEIZ, HREFKE BV - ERHREIC
BUWTHEDLEZIPTLoLIERTWAREZZLNS
TFLX 2@ T 5%, SHOBERAR T, H5HER
DTBERE I T 5 GFLX Ot Hi, S. aureus, CNS
2 BU7 7 ABMEEICH L TIE TFLX & 12IZE%T,
HEMEICN LTI TFIX L RS LV ERTWEE
BB Bon, £, wTFhos#EIcn LT CPFX,
LVFX L) 1~5BEN T/ ZDXHICGFLX XY
5 AGMES L UBMEHEICH L, fo* urELR
EPLNECHENEETHEEZONS,
HMEBIEICPVWTObDUbhORKTIE, GFLX
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Table 9. MIC of antibiotics against isolated bacteria

Isolated bacteria (no. of strains) Antibiotics MIC (ug/mb)
range MICso MICyo
Aerobes
Gram-positive  S.aureus (16) GFLX £0.026 - 0.39 0.05 0.1
TFLX $0.026 - 0.1 =0.025 =0.025
CPFX 0.06 - 1.56 0.2 0.39
LVFX 0.06 - 0.2 0.1 0.2
MRSA (2) GFLX 1.56 -~ 1.66 1.56 1.56
TFLX 0.78 >26 0.78 >25
CPFX 6.26 8.25 8.25 6.25
LVFX 3.13 6.25 3.13 6.25
CNS(13) GFLX 0.025 - 1.56 0.1 0.78
TFLX =0.026 - 1.56 0.05 1.56
CPFX 0.05 - 3.13 0.2 3.13
LVFX 0.05 - 3.13 0.2 3.13
S . pyogenes (2) GFLX 0.2 - 0.39 0.2 0.39
TFLX 0.2 - 0.2 0.2 0.2
CPFX 0.78 - 1.56 0.78 1.56
LVFX 0.78 - 0.78 0.78 0.78
S . agalactiae (1) GFLX 0.78 0.78 0.78
TFLX 0.78 0.78 0.78
CPFX 3.13 3.13 3.13
LVFX 1.56 1.56 1.56
E.avium (1) GFLX 0.39 0.39 0.39
TFLX 0.39 0.39 0.39
CPFX 0.78 0.78 0.78
LVFX 1.56 1.56 1.56
Gram-negative E.coli (2) GFLX =0.025 - =0.025 =0.025 =0.025
TFLX =0.025 - =0.025 =0.025 =0.025
CPFX =0.025 - =0.025 =0.025 =0.025
LVFX =0.025 - 0.05 =0.025 0.05
Anaerobic
Gram-positive  P.asaccharolyticus (5) GFLX <0.025 - 0.39 0.1 0.39
TFLX 0.05 - 0.2 0.1 0.2
CPFX 0.39 - 1.56 0.39 1.56
LVFX 0.2 - 1.56 0.39 1.56
P.magnus (2) GFLX <0.025 - 0.05 =0.025 0.05
TFLX =0.025 - =0.025 =0.025 =0.025
CPFX 0.2 - 0.2 0.2 0.2
LVFX 0.1 - 0.2 0.1 0.2
P.anaerobius (1) GFLX 6.25 6. 25 6.25
TFLX >25 >25 >25
CPFX >100 >100 >100
LVFX >100 >100 >100
P.acnes (7) GFLX =0.025 0.2 0.05 0.2
TFLX =0.025 0.78 0.2 0.78
CPFX 0.05 - 0.78 0.39 0.78
LVFX 0.05 0.39 0.2 0.39
Mobiluncus sp. (1) GFLX 0.1 0.1 0.1
TFLX 0.39 0.39 0.39
CPFX 1.56 1.56 1.56
LVFX 1.56 1.56 1.56
A.meyeri (1) GFLX 0.1 0.1 0.1
TFLX 1.56 1.56 1.56
CPFX 1.56 1.56 1.56
LVFX 0.2 0.2 0.2
Gram-negative  P.bivia (1) GFLX 1.56 1.56 1.56
TFLX 3.13 3.13 3.13
CPFX 6.25 6.25 6.25
LVFX 25 25 25

GFLX: gatifloxacin, TFLX: tosufloxacin, CPFX: ciprofloxacin, LVFX: levofloxacin
MRSA: Methicillin—resistant S . aureus, CNS: Coagulase-negative staphylococci
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Table 10. Adverse reactions
Sex Underlying ; Degree  Measures Relationship
No. Age Infection disease or (D ::in;;) Con::mx:ant Symptoms a D::;':fwe of takenor  Prognosis to the
(yrs) complication P e PP symptom therapy test drug
1 Woman Acute superficial Atopic 100 mgx 2 Zaditen Nausea 1 Moderate Discontinued Disappeared Possible
32 folliculitis dermatitis (1 days) onday3
2 Woman Felon Tinea 100 mgx 2 Nausea 1 Slight Discontinued Disappeared Possible
62 unguium (8 days) Vomiting 1 Slight on day 3 Possible
3 Woman Superficial Tinea 100 mgx 2 Diarrhea 1 Slight Continued Disappeared Possible
25  secondary pedis (8 days) - on day 2
infection (burn)
4 Man Acute superficial Atopic 100 mgx2 Triludan Loose 4 Slight Continued Disappeared Probable
29 folliculitis dermatitis (7 days) Intal stools on day 8
Polaramine
Table 11. Abnormal laboratory rest findings
: Values Relationshi
Sex . Ur.xderlymg Dosage  Concomitant Abnormal tonsiup
No. Age Infection disease or (period) drugs items day 7 to the
(yrs) complication P ® Pré (.t the end) follow-up test drug
1 Man Infected - 100 mg X 2 - GOT 33 49°°° 30 Possible
34  atheroma (8 days)
2 Man Miscellaneous Atopic 100 mgx2  Triludan D-Bilirubin 0.22 0.33°** 0.35°°° 0.30  Probable
24  subcutaneous dermatitis (7days)  Polaramine
abscess
3 Man Cellulitis Angina 200 mg x 2 - WBC 4,900 2,600°°* 4,200 Probable
72 pectoris (7 days) '
4 Woman Infected - 200 mg x 2 - WBC 6,360 2,750°°* 3,740 Possible
41 atheroma (7 days)
5 Man Sycosis barbae Hypertension 200 mgx2 Vega GOT 35 50°** 24 Possible
48 Asthma (7 days) Broncholin GPT 30 42°** 17 Possible
Slo-bid
Renivace
Myonal
Methycobal
Predonine
6 Man Lymphangitis Tinea pedis 200 mgXx2  Mycospor GPT 29 52°*° 24 Probable
35 (7 days)
7 Woman Cellulitis - 200 mg x 2 Loxonin Myoglobin 23 45°*° 28 Probable
22 (7 days)
***. Abnormal value
DEMARBEIZMIERED 1.23~1.4 FETH Y, I BRI TELLEZILIS,

S EIOME T, GFLX D% MBS X miF iR 1.24
BThot, bhbhid, MEORELMFREL DK
MH0TULEDREEEMBITHRIFLEZTWAEY,

GFLX ZEMBICE L - BN - NSRBI HEA L
TWwhbEWwzi b, GFLX % 100 mg 3 £ F200 mg % ¥
EEOHRS L2k EDMERE Cuu 7°0.87 B LU LT1
ug/ml THAHZ LR ERTH L, HIFRFTE 2 MERK
WRE L MICx X5, SESHESNI-ERE (S

aureus, CNS, 8. pyogenes * &t 7 9 LAGHH, 7
T LRMHE, 1FEACOHINER) I LTHARHE

SEOBRABRTEON:-EXE91.8% (EX 525
%, HE¥139.3%) &, —2—F/)u sy EOERBMBEAR
BT A& (A%¥E: balofloxacin 88.6%", flerox-
acin 79.5%', grepafloxacin 90.5%", LVFX 91.0%",
lomefloxacin 78.4%", pazufloxacin 86.4%™, pruliflox-
acin 93.3%, sparfloxacin 88.5%®, TFLX 86.2%")
DEPTHENLHBET 5. 1 HESENOEHE
1B 100mgl1 B2/ &£ 1M200mgl1 H2MHE T, £
hEh 92.3% & 90.5% THY, ZOERMKIIHE IHERAR
WCBITAH51E100mgl H2E & 10 200mgl H 2 H
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TOHZE 88.2%" L IZIZFI ML M TH o 7t KBH
Bicasre, BIVEITHERE LA (RPLEH) OH
THBTEL R, MoIal, Ib¥, DaB, IOb
B DIRTIE, 84.6% %5 100% Lt WTFhokBET
bLVERESB O, S DRI E
WRICHBIT L WRMEILE (84.6%) &1212—FK L, GFLX
OENHEH L BT LEMABITHEERR LD L
Zibid,

55% IZAhbN-BIER R, TRTHLBERTD
D, EEZbOR 2o, BABIUVEMD -0 2
FITHEREFIE L2228, RIEBERITERL I CHE L,
BEREMERYIZ104% A bR, EICHBBREMN
RETHoZe WTHORBLEEDLD—BMT, B
AECTERMICHEL T, BIER B L UBRREMER
FORAEIBIMARBR LV DTMICHKME 25% B
LU15%) ThHoloh, TDOERBLIUREOARIR
BIZAKTH o,

F/urETCEILHAONATYBRIERIIR, FERER
EXBBBIETH 5. SEOBRABRTIICN S DBIE
Biabhkdor, GFLX DEXFESIEZ, /0
ROSMICHASHIAPFIEIZE Y™®, GFLX D
R T EIRERIRBYICE T oD EEILRN
350, L L, /0 EICEHERAREDHEE R,
FDOEANLLELNTIR LD THHEPDT, EHHX
EhiddVWHRICRNRHZEET S LIIRITLIRETH
59, Wi, MAGRABEN=2—F% /0 OBERL
LTHEL 2o TV 2", SEORBRICBVTHF I A4
JUEYEO LA IPITAHALNEMNEHRTH), B
PHERIZAONEI o7, ThiTifbh/: 1,000 5%
BT GFLX OBKRRBICBVTIZI A /0¥ v, CPK
DREZEHOBEIZ VI, ThHORERICIOWT
BREBLMEEIIRF L TV LERHLEAH ),

UEERELT, AM-1155 i35 MEHEIR O BEEYE D
BREELT, FRANOMBCELHEETHLLEER
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Clinical evaluations of gatifloxacin in dermatology
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We performed a multicenter clinical trial of gatifloxacin (GFLX), a new 8-methoxy—quinolone
antimicrobial agent, to examine its penetration into skin exudate and its clinical efficacy and safety in the
field of dematology. GFLX was administered at a dose of 100 mg or 200 mg twice a day for 4 to 7 days in
most patients. The clinical efficacy rate was 91.8% (56 of 61 patients): group- I a 95.2% (20/21), group-
Ib 100% (5/5), group—Ia 100% (10/10), group-IIb 84.6% (11/13), group—1190.9% (10/11), group—
V0% (0/1). The bacteriological response rate was 87.5% (49/56 strains). Adverse reactions were observed
in 4 of 73 patients (5.5%), and manifested as either slight or moderate gastrointestinal symptoms.
Abnormal laboratory findings were observed in 7 of 67 patients (10.4%), and were composed of slightly
elevated serum liver enzymes in most cases. The ratio of skin exudate concentration to serum
concentration was 1.24 at 2 hours after the oral administration of GFLX 100 mg twice a day. These results
suggest that GFLX will be an effective and safe drug in the treatment of skin and skin structure infections.



