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FLAMRENI =2 —F /) 0 REBMMA sparfloxacin (SPFX) OfLIRENIT R 24T 5
EBE, BREMRITESBRAETTV. LIFORHRLB
1. ESGRRYBROSME S LiB7 107 Flicst 4 2 FikBKIEIC &L BBRAR R s, ¥2h 40 H 1)

WITH, CPAEYDISH, WMYISHATHD, AHRET20%TH -7

H. KRR MIC K

BERDBRIIEUITH, BUHR2H. PLEY8BH. WYHIOFATHH, AYRIZ6A5%THH-

1o

2. | BRERAERDRIZ 200 mg T 75.6%,

HEOZZBHOoNLA ST,

300 mg T60. 96 TH 7o HEEMICLLE

3. ME¥NYRIAMLMREPERTOIL T, RELIREPE RO S WET 75.0%. Wt
{LIREFERT . 8% DHERABON. L IKAKILLIREIERTOVRIBERL TV, IM
HUNMEYDRIZ. 75 LBEREDEERIZBL6%THD, 75 LIEHED 75.9% L O Hh -

o

4. EEROMBKICH T 5 SPFX @ MIC filiid. <0.013~50 zg/ml i3 L. 122 ¥kdh 99 Bk

(81.1%) #%0.39 ug/ml LA T TH 7,

5. BERE 1AM A, 3.5%, BRRABRFTR 2HICEDONIN, VTN LB

LbOTEKKMHIBLINBE bDII ST,

Key words : Sparfloxacin, SPFX, @4, {tiiEchE X

Sparfloxacin (SPFX) &, 75 LM#EEZILH
ELTY 7 LIEHE MIAHELEICHL, BAVRE
AR MAEETH 2 —F /) 0 ROARIRERITH
5, 75 LBBMEHEIC T A ENIBFEDOF / o VRO
PTRIOLML, LS KHREREC 75107, =13
75X, RERABELEERDOF / O KNG, -
B L TEVWVRENE2ETSLIATVS ),

Fo, AFomPEEEEH 16 BMERL. HEH
THRIFVREIANS 1 B 1 EELTEHETHD, &
SILRELMDET, TA T4 Vo720 T Tt
DEYHEEERA L, HBFOLEBLBEH WL
NoXF|DBEKRMERESFEI N TV 3,

4B, bhbhiz2E 28 KExOBMAEE TAF DL
BiEPE LRI T 2K EHBERISLDT, ZD
BEEHET 30

I.&X &% 5 &

HREFI, 1989 F 1 Ah S 1990 & 7 A £ TR
BERERLL, {LMMEPEREZHIE N, BREMODME
BoBons/: I5SELULOAREE 14 FITH -1,

SPFX o543, 14§t 50 mg, 100 mg, 150
mg, 200 mg DFFH L 0% EHEH, 1 B 100
~00mg # 1 ~2@BEHTNEO/S & L, &5
BRAIE LT3 ~14 M E L, b, HE5HM
FREMOERYRICHBERIETEELON SO
REH, 2704 K&l BREBALE EOHAIR

R EA2EHTIAbRVWI L E L,

BEIEH I, BPAZER HM K- SZHRRR
BAERPE - AR, HMBIL PHYwWME. PEIFLY
HREBEL, #56, #5388, THRIKEDEE
24TRFRTHLLE LI, EFDETICTOVWTIIERE
BROEHRELVEBLAAERL L LY RYUETES
(MR EE: REEX BERE KUB) KTT-
1o

KRR FHESFEESH®D B ROt
BELUNMBEOHEICOLETEEY. B PPE
%, EUD4BRBEICHIET AL L bic, HE—YRUEL
LTEMERRORBEEIC L 2RYIEEED (SR,
%, 5%, PPEY. BYHD4BBEICHE L. Wl
¥ RIFEXUMPOERXBEOHESE L & ICHEYE
PIZNRHIERED IR, HER, BRR —8ilk R
LD LBRPETYE LT, BH, EHBERICHERUY
MBRLIIBEBEBEELHE L, BN RIER
HARASERREL V7 —ICTEBL, BREICOWT
3AK DO MIC (B/MNREMEILRE) 2B A{LEREF
LEEEY ICHRVEIE L, RIRICEIMER, BRRAE
REDHEICOVT LRI L 70

I &% % B %
REESES 114 Flo S bRBEHINRAE N 26, B
B ani 1), FEBISKBEL A -7 4 Flodt
THIZBRL 10T FIEZERYROFENRE Lo FHk
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Table 1. Clinical efficacy of sparfloxacin judged by doctors in charge

. . Effi
Diagnosis No. of Kxcellent Good Fair Poor lca;:y rate
cases (%)
Acute otitis media 30 15 10 3 2 83.3
Acute exacerbation of 68 23 23 1 1 67.6
chronic otitis media
Chronic otitis media 9 2 4 1 2
Total 107 40 37 15 15 72.0

2HITOVTIE 114 FITRET L, BRAMEHE GBREKY R
DFMXTR 107 Flic MBS BRE SN, BIfERZRH 1
#2072 108 Bl TRET L 72,

1. BEOWR

REFNONR G BRI DT % 30 ), 18R
T EROZHNE 68 I, BIE(LIREDE R 9 it 107
PITH B, RN B 49 4 (45.8%). Lk 58 #l
(54.2%) THH, Bzl 1.2 ThH b, Fhld 15
~5 AL THY, PHERIISLTRTH 7
EEFENMIE BE 124, PFES2H, HEIIHT
b, BENSTEENKEELENHL, | HREREI
100 mg 1 B & 150 mg 1 EIAS% 1 #il, 200 mg 1 [E] 32
#1, 100 mg 2 [E 50 4, 300 mg 1 [@] 8 #. 150 mg 2 [E]
15 T 200 mg HARED T6.6% % &sh7z, BEHKIZ
2~22HTHY, FH81HTH»,

2. BERMR

FHREHTICKL PEEDFES Table 1 IRT. £F
PTHIIBEED WOH B ITH. CLHER 1S H,
B\ IS FITEDRIZT2.0% TH 1. ZHBRNERRY
R LTIRREE/LMEDE R 30 it 25 £ (83.3
%), BtE{tiREPE RO RMHME 68 #9446 41 (67.6
%), 1B LARiERE % O fildh 6 1 (66.7%) AHLL
toBFEATH Y, RHLBEPEROFEVRLEEH, -
teo B, BHBEH OSB3I FIIZEHAA 1 B 200
mg f5&h, WREIEY BY BHZ1FITSH-
120

| HESRAERME% Table 2 127 F, EMDOK
MWHAE &3 200 mg & 300 mg DERRIZ, ThE
Nn175.6%, 60.9%KDEVWETHD, HKitFEMIIIMmBE
BicEEZRBHonlid - 1o, HEEIEFITIZ200
mg | E#5OEHEL 75.0%, 100mg 2 EREDE
NIE 76.0% TH O, 300 mg | EHFKE5TIF62.5%, 150
mg 2 Bl 5 T3 60. 0% L& E5ERICL 2BHERDEIL

Byhoshtin-rt,

EREEREFYD R, BIFETT5.0%. PHFETT0.7
%, METT6.0%DHEVETH), HERICLEE
ZHhontih -7 (Table 3)o

H—DRUEBICLZERYR LR 107 flhELY
3741, B2 H, PEYH228H. BYHIOFATHD,
BHRIL64.5% TdH -~ 1 (Table 4), LEBRNEEFKL
ETI3Aat LM E X 30 #ld 21 £ (70.0%). B
LR E XD 2tk E 68 fid 43 #) (63.2%), B
{LARPEhE % 9 fch 5 81 (55.6%) KWEWHLULORET
H 1,

3. WEFENHE

SEFMTONELBRREAOEZHERIHERE
B 87T b 70 41, 80.5% TdH ~7- (Table 5)0 £
W ZRMEFHBICOWTIE, 2H{tREDE XTI
24 Bk 22 1) (91.7%). BHE(LBRHETHROZHEE
54 ik 41 1) (75.9%), 1B LRMEPE R 9 FH 7 H)
(717.8%) RBREIhi,

SRANMEAEN DR % Table 6 IR T, 107 filh
S 123 kR E N, CDSBE TS LBHE BHE
DRESEFE TN TN 8T BE, 70.7%. 36%. 29.3% T
Hotio 7 LBHEDKEEIL 84.6% (66/78), 7
S LBEHEOZNIR T5.9% (22/29) THH, 2T
82.2% (88/107) DHKRETH»7, DI LRLKRH
$EFE D B M - 12 Staphylococcus aureus (& 58 BRI R
B 6 k&M< 52 #kdh 41 Bk, T8.8% VR L 7
Methicillin @ MIC A% 12.5 yg/ml Kl E% R LT
methicillin—resistant Staphylococcus aureus {3 <
DHILSkHD, R 2HERL 3HkP 2HRNHERL
7zo FE o, BREZ 4 BRE DA o f2 DY Streptococcus
pneumoniae (& & % 4 & L . Psendomonas
aeruginosa IO WTIIREAD 4 sk A7 11 BReh 5
Bk, 45.5% MNH%E L1,
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Table 2. Clinical efficacy of sparfloxacin classified by daily dose

673

Diagnosis Daily fiose Excellent Good | [fair | Poor lLfflca”cy rate
(mgXtimes) (")
200x 1 3 2 2 577
Acute otitis media 100% 2 11 4 1 1 15/17 (88.2)
150%2 1 1 1 5/6
100x 1 1 1/1
150X 1 1 0/1
Acute exacerbation of 200% 1 7 10 4 1 17722 (77.3)
chronic otitis media 100 % 2 12 7 4 5 19,728 (67.9)
300X 1 1 4 2 1 5/8
150% 2 2 2 1 3 4/8
200X 1 2 1 2/3
Chronic otitis media 100%x 2 2 2 1 4/5
150%x2 1 0/1
100X 1 1 1/1
150x 1 1 0/1
Total 200x1 10 14 7 1 24,732 (75.0)
100x 2 25 13 5 7 38,750 (76.0)
3001 1 4 2 1 5/8
150 % 2 3 6 1 5 9,15 (60.0)
Table 3. Clinical efficacy of sparfloxacin classified by severity
Diagnosis Severity | Excellent | Good Fair Poor thc(a;;y) rate
mild 2 2 1 4/5
Acute otitis media moderate 10 8 2 2 18,722 (81.8)
severe 3 3/3
. mild 4 1 2 5/7
Sfr‘:::ie’zfg’b;t’zf‘ of moderate 13 21 11 7 34,52 (65.4)
¢ s media severe 6 1 2 /9
mild
Chronic otitis media moderate 2 4 1 1 68
severe 1 0/1
mild 6 3 1 2 9,12 (75.0)
Total moderate 25 33 14 10 58,782 (70.7)
severe 9 1 3 1013 (76.9)

BMRL, WHERRIC L SR TIIRE L HETEE
PIERC & BIhRL 70 Fichil% 53 HI, A 134, &
RRABITHY, HREBLKREAGDELHRER
81.4%6TdH » 1o, /- MBBERR 17 FITIIHEK 13 ),
—HiHK 2P, RE2HITHD. HRPIZT6.5% DRAT

3)')7’20

4. BERIBERDRZHE

EERDRERRD 5B MIC 2 IE LS/ Bk 24 18 122
HTdhH 1o AFD MIC Ei3<0.013~50 ¢g/ml i
AL, 122 #d 99 #k (81.1%) £%0.39 ug/ml LT
K9 L7z (Table 7)o HREDZ A -1 S. aureus.
coagulase-negative Staphylococcus (CNS) & & U
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Table 4. Climcal efficacy of sparfloxacin judged by the committee

- SR - —
Diagnosis No. of Excellent Good Fair Poor Efﬁcaoc y rate
cases (%)
Acute otitis media 30 13 8 8 3 70.0
Acute exacerbation of 68 24 19 20 | s 83.2
chronic otitis media
Chronic otitis media 9 5 2 2
Total 107 37 32 28 10 64.5
Table 5. Bacteriological effect
. . No. of . Partially Eradication
Diagnosis cases Eradicated | Replaced eradicated Unchanged | Unknown rater (%)
Acute otitis media 30 22 1 1 6 91.7
Acute exacerbation of 68 38 13 14 75.9
chronic otitis media
Chronic otitis media 9 6 1 1
Total 107 66 2 15 20 80.5

*eradicated +replaced/no. of cases—unknown

P. aeruginosa @ MIC,,% ciprofloxacin (CPFX),
ofloxacin (OFLX), enoxacin (ENX) & ¥4 5
&, S aureus TidfthFliclt~2~5%, CNS Tid 1
~3EFEBN TV, P. aeruginosa T3 CPFX & 9 2
HY - 7chY, OFLX, ENX LGBIEETH -7z (Table
8o

5. HRAk

BEADREFERZMELTCEERERICLDHE S
HHE% Table 9127”7 2EFICOVTH B LR
KR EHREADY kB3R IE 108 Hild 74 £ 68.5%
ThH-1loo ZEBINTIISH/LIRIE S E % T3 30 #ilt
24 1 (80.0%). BHELMHETE RO BMHEETIE 69
$ilch 44 ) (63.8%), BHE/LREFE R T 9 #d 6 #)
(66.7%) MWL LETH » 1,

6. BIfEABLUVERREMBRY

EER 114 M 4, 3.5%icEdohl, FDON
Riz, HFW, BLEBHBESE, KZ, FAE&LIHT
Ho1o 1 HEEEHTIZ 200mg, 300mg &2 HT
Sttt Vb | BH2RKEDERTH 70 44
PR EHECE S HIIRBD 1 FIDHT, ZDfthop)

BARPHZVIIBEARTKRIEEL TV S, EBRRERE
KEICOWVWTI AI-P LR (119152 1U), BE YL
E M (0.9-1.3 mg/dl) &2 1 HiIc2¥Hohn
1o

o % %

BE, —a—F/)a BIRBLEVIREARY MLER
WHEN., SS3BIFRHBBITEERTLIAND
BROBRFICRAINTE TV AN, MREKBELED
77 LBMEREIC T A RE R EBENBHV L EhTY
549,

Sparfloxacin (3BEFED =2 —F / o VRIDDPTRY
FLBHERECH L TR OABVRENEE L, 77 LERE
Bt LTI CPFX LRIEBELRESNTVWASY .. &
feERBELN S IMPBEORFENEVCEMNS 1AL
B SAEHEE S h, ZOEBKRICAICKWICHIFN R
NBLIATHD, T TARDODNOLNRBIERKET
{ERREDE R ICHT 2 AR OEME, 24 AL
BT L 7o

Y, BERYHBICOVWTRITLTAH S LEMOKREE
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Table 6. Bacteriological response to sparfloxacin

No. of

Organisms .
strains

Eradicated

)

Persisted Unknown

S. aureus 58
coagulase—negative 11
Staphylococcus

S. pneumoniae

M. luteus

S. agalactiae

S. pyogenes

E. faecalis
Corynebacterium spp.

Gram (+) bacteria

N DN A - —

41 (78.8) 11 6
11 (100)

D - DO - o
—
[N

(=<}
Pt

Sub-total

66 (84.8) 12 9

A. calcoaceticus
C. freundii

K. pneumoniae
E. aerogenes

S. marcescens
P. mirabilis

M. morganii

P. rettgeri
Aeromonas sp.
H. influenzae
P. aeruginosa
P. stutzeri

P. vesicularis
X. maltophilia
A. xylosoxidans
A. denitrificans

—
—_ = DD h= = N = e e = G QD e s = DD

Gram (—) bacteria

(45.5) 6 4

—— o —

w
D

Sub-—total

22 (75.9) 7 7

—
o
w

Total

88 (82.2) 19 16

eradicated/no. of cases—unknown

L2 EHH, BHOSHMEMTOEREHEILLS
BHRIIZTNEN 83.3%, 67.6%, HE—HRYIETIIZEN
ENT0.0%, 63.2% THO, 2UHFITHIZD ENIKRK
nEoht, BEFTORRMOBEHTHLLVIKRE
DREX*EZBEEOHE L TRBIFE D EEI SN
to ERMFIOREE S B & BHFICHTE2EHRII,

CPFX» TELEHIE 78.9%, EELHIE 68.4%.

lomefloxacin (LFLX)® TEXHRE¥IE 72.0%, £8
S¥E 60X THD, BHHOAHBMEFTOENIZ
CPFX TEiEEYIE 64. 8%, EELYITFE 62.9%,

LFLX TEEEYTE 58.9%, TELYTE 58.9%TH
5, AFEBETRBEVWDOTEERL ELIZVARTVHOD
SPFX OBHRIIFVEHBICABL bDEEZL S, KIT

BERICOVWTIR, FHREQHMRICLY 1 H 100 mg~
300 mg G5 a N/ A K¥i3 200 mg, 300 mg DFE
BITH - 20 200 mg & 300 mg DEY L EhEh
75.6% & 60.9% T 200 mg DAMNEFEH L., —& 200
mg DHNBOL S ICHLBH, &N 300 mg BEE
PEADIEWIHI b LA, WFRIC LTS, #it
FENCREELETELEC | BikE LT 200~300 me
THRLEAONI, —F, BEEHBIOERH RIS
WTIR1IHLIEE2ETERZD ORI 1hS, BIfE
ARBEAMLEZABLERBLALAPL2TH 2ERETHL
ENLEBHBIBIEIOANBVWEEL SN S,
BEHDHEEDOIMICOWVTIE, S aureus DR SR
EXARLEL, (RWT P. aeruginosa, CNS T& 1,
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Table 7. MIC distribution of sparfloxacin against isolated organism
MIC (ug/ml) No. of
Organisms .
£0.0130.025/0.05( 0.1 | 0.2 0.39[0.78|1.56(3.13|6.25[12.5| 25 | 50 [strains
S. aureus 1 4 7T 126 |18 5 2 58
-E coagulase—negative| 2 2 3 1 11
% Staphylococcus
3| S pneumoniae 1 2 1 4
T M luteus 1 1
~ | S. agalactiae 1 1
5 S. pyogenes 5 5
3 | E. faecalis 2 2
Corynebacterium spp. 2 3 5
Sub-total 4 6 7 29 16 14 7 2 2 87
A. calcoaceticus 1 1 2
C. freundit 1 1
K. pneumoniae 1 1
E. aerogenes 1 1
& | S. marcescens 1 2 3
8| P. mirabilis 2 1 3
E M. morganii 1 i 1
~| P. rettgeri 1 | 1
| Aeromonas sp. 1 | Pl
£ H. influenzae 1 ' 1
® | P. aeruginosa 2 4 3 3 1 1 14
O | P. stutzeri 1 1
P. vesicularis 1 1
X. maltophilia 1 1 2
A. xylosoxidans 1 1
A. denitrificans 1 1
Sub-total 2 1 3 3 6 8 5 3 2 1 1 35
Total 6 7 10 32 22 |22 12 5 2 3 1 122
fhofRE: @ LEDLHEI AN -1, HEENHRE DRIURDERLEA LS,

375 LEHET84.6%., 77 LEHETT. 9% DH
KRENGON, 7T LBEBICELTERNIHRENIZD
Shic, BENICA S EREMBEDOEN > /2 S. aureus
T3 78. 8% DIHEEMNB SN, S. pneumoniae Tid 4
BREDIED ST EHRIBER L, ARIOREAERIRL
EEMABONILLDEEL SN, LALAEHS, P
aeruginosa NDEKREIF 45.5% THY, thDo=—2—F/
o VB EEHRPPEVEREATH - 1o, SEIDEKREF
S 24 18 123 bRk BES N 122 #% T MIC DYfilEE
teo EDHIHED BIK DA 0.39 ug/ml L FTORET
REAMIE SN THE D, A 200~300 mg &5 DM
hEE 0.63~0.79 Lg/ml" h oA TEEIE SN EEER

BIfER GRETER 114 FIh 4 41, 3.5%ICBHoh,
DI L5 EPELIAIZ 1 HTH 120 TORRI
MEEK2H, TULF—EFER2HTHY. 2HE5P
HBHWEPIELW LA TEREPHISHIB LT, BERD
RBEPICO>WVWTIE CPFX? (3.6%), LFLX® (3.4
%) EHANKZEEREL, EQKMBRBVWELSIBbN
5, LML, BEREBRHMERERRE CRYICOLDRE
Flo&sriTbhs Z L3biavict L, —Kic=a—
F /0 REITEREROIENMES 5V IZAERITRLIR
W EEIR S EDBERARIRBICIE BT &DH BN
THENCODVWTHRLHICIFEETRELBbN S,

Ubos#L v, SPFX 3{tigtEbhHERIcxL, 18
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Table 8. Antibacterial activities of sparfloxacin and reference drug against clinical isolates

Organisms MIC (ug/ml)
. Drug — - _—
(no. of strains) range 50% 90"
sparfloxacin =0.013~12.5 0.1 0.39
ciprofloxacin 0. 1~50 0.30 3.13
§. aureus (38) ofloxacin 0. 2~50 0.39 1.56
enoxacin 0.38~100< 1. 56 12.5
sparfloxacin <0.013~0. 39 0.1 0.2
Coagulase—negative ciprofloxacin 0.1~0.78 0.2 0.39
Staphylococcus (11) ofloxacin 0.2~0.78 0.39 0.78
enoxacin 0.39~3.13 0.78 1.58
sparfloxacin 0.2~12.5 0.78 3.13
. ciprofloxacin 0.05~86. 25 0.1 0.78
P. aeruginosa (14) ofloxacin 0.2~100< 0.78 3.13
enoxacin 0. 2~50 0.78 3.13
Table 9. Utility
. . No. of | Markedly , Slightly . Definitely Satisfactory
Diagnosis cases | satisfactory Satisfactory satisfactory Unsatisfactory unsatisfactory| rate (%)
Acute otitis media 30 15 9 4 2 80.0
Acute exacerbation of | = g 21 23 10 15 63.8
chronic otitis media
Chronic otitis media 9 2 4 1 1 1
Total 108 38 36 15 18 1 68.5
200~300 mg. 1 B 1E{STCHAEHEAERFHRS A EBEHRATIC D2V To Chemotherapy 29 : 76
EREEZON S, ~79, 1981
4) KB B:FLOF ) o EEROBKEFE
X [ BRR — %, {LEREDMEEL 7 . 85~93, 1991
D kB8 B #¥E SHEE: $B8EAEKRL 5) Nakamura S, et al. : In vitro and in vivo
FREF¥LTEAAIHRE, I HIUTL antibacterial activities of AT-4140, a new
(2), Sparfloxacin (AT-4140), k&, 1990 broad-spectrum quinolone. Antimicrob
2) FAINE=, fth: {LIREPERICHT S ciproflo- Agents Chemother 33 : 1167~1173, 1989
xacin (BAYo 9867) & pipemidic acid @ 3% 6) MHMIE=. fbh: {LAESFHE %K T 5 lomeflo-
HEHR, HER33:100~125, 1987 xacin (NY—-198) & pipemidic acid (PPA)®D
3 BFREREFS : B/REHLREE (MIC) EHERB, HR 35 434~457, 1989
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Appendix. Collaborating institutes

Department of Otorhinolaryngology, Hiroshima University, School of Medicine
Department of Otorhinolaryngology, Juntendo University, School of Medicine
Department of Otorhinolaryngology, Tokyo Rosai Hospital

Department of Otorhinolaryngology, Taketani Hospital

Department of Otorhinolaryngology, Koto Hospital

Department of Otorhinolaryngology, Tokai University, School of Medicine
Department of Otorhinolaryngology, Nagoya City University, Medical School
Department of Otorhinolaryngology, Koseiren Showa Hospital

Department of Otorhinolaryngology, Koseiren Kamo Hospital

Department of Otorhinolaryngology, Koseiren Kainan Hospital

Department of Otorhinolaryngology, Osaka University Medical School
Department of Otorhinolaryngology, Sumitomo Hospital

Department of Otorhinolaryngology, Osaka Koseinenkin Hospital

Department of Otorhinolaryngology, Osaka Prefectural Hospital

Department of Otorhinolaryngology, Toyonaka City Hospital

Department of Otorhinolaryngology, Suita City Hospital

Department of Otorhinolaryngology, Izumiohtsu City Hospital

Department of Otorhinolaryngology, Futami Central Hospital

Department of Otorhinolaryngology, Koseiren Yoshida General Hospital
Department of Otorhinolaryngology, Yamaguchi University School of Medicine
Department of Otorhinolaryngology, Yamaguchi Prefectural Central Hospital
Department of Otorhinolaryngology, Saiseikai Yamaguchi General Hospital
Department of Otorhinolaryngology, Yamaguchi National Hospital
Department of Otorhinolaryngology, Faculty of Medicine, Kagoshima University
Department of Otorhinolaryngology, Kajiki Onsen Hospital

Department of Otorhinolaryngology, Tarumizu General Hospital

Department of Otorhinolaryngology, Kagoshima Prefectural Hokusatsu Hospital
Department of Otorhinolaryngology, Kagoshima Prefectural Ohshima Hospital
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CLINICAL STUDIES OF SPARFLOXACIN
AGAINST SUPPURATIVE OTITIS MEDIA

Yasuo Harada, Katsuhiro Hirakawa, Nobuharu Tagashira and Mamoru Suzuki
Department of Otorhinolaryngology, Hiroshima University, School of Medicine
1 -2-3 Kasumi, Minami-ku, Hiroshima 734, Japan

Shozo Kawamura and Ginichiro Ichikawa
Department of Otorhinolaryngology, Juntendo University, School of Medicine

Masashi Wada
Department of Otorhinolaryngology, Tokyo Rosai Hospital

Hiroshi Watanabe
Department of Otorhinolaryngology, Taketani Hospital

Takatsugu Itabashi
Department of Otorhinolaryngology, Koto Hospital

Hirosato Miyake, Atsushi Shinkawa, Hiroshi Ogawa and Hideshige Kimura
Department of Otorhinolaryngology, Tokai University, School of Medicine

Shunkichi Baba, Takehiro Kobayashi and Naoya Miyamoto
Department of Otorhinolaryngology, Nagoya City University, Medical School

Takeshi Maruo, Haruo Ito, Akira Tohnai and Hiroko I[saji
Department of Otorhinolaryngology, Koseiren Showa Hospital

Junichiro Shimada and Soichiro Nagata
Department of Otorhinolaryngology, Koseiren Kamo Hospital

Mitsuaki Inagaki
Department of Otorhinolaryngology, Koseiren Kainan Hospital
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Sparfloxacin (SPFX), 4 new oral quinolone antimicrobial, was studied for both the MIC values
apmnst chimeal isolates and for chnical efficacy 1n patients with suppurative otitis media by
multicenter trial. The results obtained were as follows.

1 The chinical response judged by doctors in charge for 107 evaluable cases was excellent 1n
40 cases, pood 1n 37, fair in 15 and poor in 15, the efficacy rate being 72.0%. In contrast, the
chnical response judged by the committee’s criteria was excellent 1n 37 cases, good in 32, fair
in 28 and poor 1n 10, the efficacy rate heing 64.5%.

2. The daily dose response rate was 75.6% at a 200 mg dose and 60.9% at a 300 mg dose,
without any significant difference beween the dosing times.

3. The bacteriological eradication rate was 91.7% in acute suppurative otitis media, 75.9% in
acute exacerbation of chronic otitis media and 77.8% in chronic otitis media. The rate was
especially high 1n acute suppurative olitis media. The bacteriological eradication rate was higher
in Gram positive 1solates (84.6%) than in Gram -negative ones (75.9%).

1. MIC values for the clinical isolates ranged from =0.013 to 50 yxg/ml and the values for
81.1% 199/122) of the chmical 1solates were below 0.39 4 g/ml.

5. The 1ncidence of side cifects 1n the evaluable cases was 3.5% (4/114 and abnormal
laboratory findings were observed in 2 cases, but they were not serious clinically.



