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1. BEEE%hE I BMY-28100 # 81.9 % (95/116), CCL #82.9% (92/111) nHs# %+ (&
#hil k) wil, MEAMBMRICHBTERED LN -7, 70, RBBVIEKHRTIE, B
BET BMY-28100 BEAEHAUIZ B W THEICEN T2,

2. MIBHFHINRIZ LK T2 BMY-28100 £ 86.3 % (63/73), CCL 8 79.3 % (46/58 N
HERBE L, MEABERICAFERZIZED LN Hh - 1255, Staphylococcus aureus '&-HiZ b
W BMY-28100 #2958 % (23/24) & CCL#66.7% (8/12) 2l L, HFIZEN T\ 72
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72, :
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Table 1. Evaluation items by observation day

Evaluation day . o Day 3 Day 5 Day 7 Day 10°
First visit
Item (day 2~1. (day 5.6) day 7.8) (day 9~11/
Severity O
Disease state at first visit O
Confirmation of drug taking O @) O O O
Subjective and objective symptoms O O O O '®)
Overall clinical evaluation O @) O @]
Side effects O O O O O
O O
. (0~ /S (0~ ; ~
Laboratory examination 6 days (0~3 days (0~3 days
before after end of | after end of
treatment) treatment ) treatment)
Bacteriological examination O O @) O @)

* only group V
** except group V
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enrolled

Total patients

cefaclor
Total

BMY -28100

126
126

252

No. of patients evaluat-
ed for efficacy

No. of patients evaluat-
ed for overall safety

No. of patients evaluat-
ed for clinical usefulness

BMY - 28100 116 BMY-28100 121 BMY-28100 116

cefaclor 111 cefaclor 124 cefaclor 111

Total 227 Total 245 Total 227
Fig. 3. Breakdown of patients by evaluation

Table 2. Patients excluded from evaluation of efficacy, overall safety and clhinical usefulness

Efficacy Overall safety Clinical usefulness
Reason
BMY-28100 | cefaclor | BMY-28100 | cefaclor | BMY-28100 | cefaclor
Administration of cefaclor prior to treatment 2 1 2 1
Insufficient wash-out period 1 1

Overlapping use of drugs

—_
—

Lost to follow up 5 2 5 2 5 2
Protocol deviation (observation day) 2 3 2 3
Duration of therapy® (less than 3 days) 1 5 1 5
Insufficient compliance 2 2

Total 10 15 5 2 10 15

* Aggravated cases were not excluded



VOL. 38 NO. 11 BMY -28100 % 7E M WAL M 7 2~ R R 1125

Table 3-1. General charactenstics of patients

BMY 25100 Cefaclor Statistical

116 11 feest
male 62 60

Sex NS
female 54 46
13 ~ 19 12 11
20 29 32 27
30 ~ 39 20 24
40 ~ 49 13 13

Age (yrs.) NS
50 ~ 59 14 12
60 ~ 69 16 17
70 ~ 79 6 6
80 ~ 88 3 1
. inpatient 4 5

In/ out patient NS
outpatient 112 106
severe 10 12

Severity moderate 86 77 NS
mild 20 22
within 3 days 46 39
4 ~ 7 days 37 38
~ 2 weeks 11 16

Days after onset NS
~ 1 month 4 10
~ 6 months 7 2
6 months —~ 11 6
I 27 20
11 22 23
Ul 6 8

Disease group NS
£ v 22 19
v 25 25
Vi 14 16
no 78 77

Complication NS
yes 38 34
no 107 104

Concurrent drug NS
yes 9 7
no 74 73

Surgical intervention NS
& yes 42 38
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Table 3 2. General characternstics of patients
BMY 28100 Cefaclor Statistical
116 11 test
remarkably aggrivating 32 23
Ihscase state at first visit aguravating 79 78 NS
stationary 5 10
Antibiotics prior to test no 113 109 R
NS
drug administration yes 3 2
3 days 6 7
Duration of test drug »
4 ~ 7 days 95 9] NS
administration
8 ~ 10 days 15 13
head - face 46 30
trunk 33 31
hand 9 6
foot 10 11 -
Location of lesion NS
arm 2 1
leg 10 23
2 or more 6 8
other 0 1

11. 8 47

AT A EIC DV T it key code BARHEIIC 2> Fo—
T—LHETHSOM THALREL 72, #TIE, 7T
— I DHMHE, REIZIEL T Wilcoxon 2 ¥ AR E
(Mann-Whitney U #58), r#l%& x*#E, Fisher »
EEEAGEEL 2, BRSRE "ES BLU
TE%h, UL, BEISEEEIE Tid,, ARt TES
THER) 8L THR, UL, fEER "EFHK
#F,UEBLU TWE ULl MEFOHRIE TEE
{L+EEA, TRY - T 2T 72, BT —2 T
& % 3l B 5 A OEE, FFl B 5 A fEERIC D
T, BRUSHRHEICHEL TbEEZ LN AR L
LT, &MEEI3IAEEEVEIRTEH), At
fERIZBMGBES L3 HE (BVEIZTHH) Al
BRE#IT-7:, BEH O AMMEERDEEENE) »
FIEIC I3 E 5 Wilcoxon 2 BEEARE # FV 72, BSEIL
W5 %kHEEE Lz, b, 1 EJBRFIRBOEHA
TIXREIZHERL 72,

1. #& 2
1. fEFOHNR
Fig. 3IcfEBIOWNR 2R L 72, BAEBIE 252 ) (M

KRB 126 6) - b, EEKENE, HEEFODRY
E DA AT R AE B3 227 41 (BMY -28100 &
116 #i, CCL B¥ 111 1)), BRIEL L EMITA RIEH 2
245 ) (BMY-28100 8% 121 %, CCL &t 124 #9), £H
PEREAT A RAE B IZ 227 ) (BMY -28100 £f 116 8, CCL
H116) Thro1,

Th, BRBEIEIE V BTHLHIMMBOERLES
L22bDH3BH 720 fEBHIL LD TIR %, *
TBBELIESITOOTWDZ L), BV BHELT
BERTAZ L

AT RIMEBI HNR % Table 2 12K L 72,

2. WRIAf

1) BHEOWRRAT

M, b, OABT - SRk, EEE, BRI, KBE
BHHENH &, HHRXROAE, SEHREDNEE,
GRS, HUEMHEORRENFE, REE
BLUWRREMICOEIRY) #MEf L 72, Table 317K
L22E ) it BEOERRTFICRRAENRY 1B LN
Aoz,

2) HBSH

BREHP KB 2 Table 4 IR L 72, Wi%H
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Table 4. Distribution of discise

. Statistical
Disease BMY 28100 Cefaclor

Lest
folliculitis 21 19

NS
Group 1 sycosis vulgaris 6 1
subtotal 27 20
furuncle 14 18

furunculosis 2 4 NS
Group 1I carbuncle 6 1
subtotal 22 23
Group I impetigo contagiosa 6 8
erysipelas 2 2
phlegmon 9 9

NS
Group N lymphangitis - lymphadenitis 3 3
acute paronychia 8 5
subtotal 22 19
subcutaneous abscess 4 6

hidradenitis suppurativa 1 2 NS
Group V infected atheroma 20 17
subtotal 25 25
Group VI secondary infection 14 16
Total 116 111

BEICABELRY DN - 12,

3) SrEEHE

e % TableS oL 72, #ES L UZ D57 BER
Bios W ImERBBICARELRY 32D LH -
72, BMY-281008778.4% (91/116), CCLE T70.3
% (78/111) IcEHF BRI E N/2h', FD 9 b S aureus
PRRUENTZDIZFNFN 47.3 % (43/91), 41.0 % (32
/78), coagulase negative staphylococci (CNS) #*
BNzt 42.9% (39/91), 385 % (30/78) Th
272,

3. ERRR%NE

1) BEFR#F (Table 6)

BMY-28100 Bf 116 b & %h 64 B, FH%h 31 #, L%

Huh 12 B, 4sh 9 B TERFE 552 %, Hxh# 819 %,
CCL B 111 i eh F %0 55 B, A %h 37 B, e H%h 12
B, SERh 7 B TERhE 49.5 %, HEhFE829%THN,
BRI E L ZRED LN > 12,

2)  HRBERIBRRRNR

HERENOERKRN R % Table7ic/RL 7z, F1EN
A3 BMY-28100 £ 74.4 %, CCL £ 65.0 %, & 11
BTIIENFN864%, 913%, I HTEENF
ns/6, 7/8, BIVETRENFNT27%, 94.7%,
BV BTIIFENENS.0%, 84.0%, % VI BTt
FNFEN929%, 750 % TH -7z,

%1 BC BT BMY-28100 B4 E5h# T 59.3 %
ECCLEEMN25.0% i b L HEICEINL T /2 (Fisher's
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Table 5. Instribution of organisms isolated before treatment

Cefaclor

NOV. 19880

Orgimism BMY 28100 Statistical test
Gram positive cocct and rods (GPC and GPR) 64 47
S.oanrcns 30 19
CNS 34 23 NSS!
S. pyvogenes 2
é E. durans 1
L; Corynebacterium sp. 2
= Gram negative rods (GNR) 3 4
@ E. coli 2
E E. aerogenes 2 1 N
g K. pucwmoniae 1 1 o
< R . b
Anaerobes 4 7
P. acnes 3 7
P. tetradius 1
subtotal 71 58 NS¥
S. aureus, CNS included (SC) 2 3
S. aureus + CNS 1 2
S. aureus + CNS + C. diversus 1 1
S. aureus included (S) 1 10
S. aureus + S. pyogenes 5 7
S. aureus + S. agalactiae 2
S. aureus + E. faecalis 3
S. aureus + E. avium 1
S. aureus + P. aeruginosa 2
i S. aureus + F. faecalis + P. aeruginosa 1
3 CNS included (C} 3 4 N
E CNS + S. pyogenes N N
= CNS + E. faecalis 1
S CNS + E. faecium 1
E CNS + E. avium 1
é' CNS + Corynebacterium sp. 2
CNS + K. pneumoniae 1
Others 4 3
Corynebacterium sp. + Peptostreptococcus sp. - 7
S. agalactiae + E. coli 1
E. faecalis + K. oxytoca 1
P. tetradius + B. corrodens 1
E. aerogenes + S. marcescens 1
P. mirabilis + C. diversus 1
C. freundii + M. morganii + P. aeruginosa 1
subtotal 20 20
Total 91 78

D Distribution of organisms in monomicrobial isolation
2 Distribution of GPC and GPR, GNR and anaerobes
3 Distribution of organisms in monomicrobial and polymicrobial isolation
4 Distribution of SC, S, C, and others
CNS: coagulase-negative staphylococci
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Table 6. Overall efficacy

Efficacy Statistical test
No. of Efficacy rate ——
Drug ) (%) Fisher's test
patients U test
excellent good fair poor excellent] 2good excellent | &good
BMY-28100 116 64 31 12 55.2 81.9
NS NS NS
Cefaclor 111 55 37 12 49.5 82.9
Table 7. Efficacy in each disease group
Efficacy Statistical test
Disease No. of Efficacy rate ;
Drug i (%) Fisher's test
group patients U-test
excellent| good fair poor | excellent| =good excellent | 2good
BMY 28100 27 16 4 4 3 593 | 74.1 BMY
1 NS >CCL NS
cefaclor 20 5 8 5 2 25.0 65.0 (p=0.037)
BMY -28100 22 12 7 2 1 54.5 86.4
11 NS NS NS
cefaclor 23 11 10 1 1 47.8 91.3
BMY-28100 6 5 0 0 1 - -
m NS NS NS
cefaclor 8 5 2 0 1 - -
BMY-28100 22 10 6 2 4 45.5 72.7
14 NS NS NS
cefaclor 19 10 8 1 0 52.6 94.7
BMY-28100 25 15 7 3 0 60.0 88.0
\ NS NS NS
cefaclor 25 14 7 1 3 56.0 84.0
BMY-28100 14 6 7 1 0 42.9 92.9
Vi NS NS NS
cefaclor 16 10 2 4 0 62.5 75.0

CCL: cefaclor

test: p<0.05), ZDOMOE CTIIMEFAHEICHETENE
E oYY (RIS IEPWAN

4. HEiEL L% (Table 8)

BMY -28100 & 121 i sh % £ 109 5, 1313 % & 11
B, ZL&ticeHMED ) 16 TELFI1: 9.1 %,
CCL Bt T3 124 Blidh%c4 111 B, 131344 12 B, ©&
HICRRHEH ) 1B TERERIF 895 % TH N, MK
BIBRICAE L Z B LN LD 12,

5. AR (Table9)

BMY-28100 & 116 i+, s> THH 57 B, HH 38

B, RAFMH12H), FHTEW BT, FHLULE
&) 13 81.9 %, CCL B T3 111 firh, BeH THHM 50
B, AR 39H, LRHH 16, FRTLEVTHTEH
#3802 % Th D, MEAHMICATLEIZED L
NnNuh-tz,

6. HBHIEEAINE (Table 10)

WTFNOEBICBW T MBRABMICE T 2128
Hohr o712,

7 EERESIERKREHR (Table 11)

SREREERKEIRIC B W TR A FE L £12 32
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Table 8. Overall salety
Overall salety Statistical test
No. of S | N -
Drug sale sitlety Fisher's test
patients almost . 5 o
(safety slightly not safe U-test —
rate* %) sule SUSPICIOUS safe
109 11 | 0
BMY 28100 121 - e
t
(90.1) (9.9)
— NS NS
. i 12 1 0
Cefaclor 124 —
1.5) (10.5)
* safe / no. of patients
Table 9. Clinical usefulness
Usefulness Statistical test
Clinical usefulness rate
No. of (%) Fisher's test
Drug )
patients U test
remarkably slightly not remarkably remarkably
useful undesirable 2 useful 2 useful
useful useful | useful useful useful
BMY 28100 116 57 38 12 9 0 49.1 81.9 !
— NS | NS NS
Cefaclor 111 50 39 15 7 0 5.0 | w2
- i
DHENLH 72, S, aureus HEIRIZ B & NIz HER 3) & 1 # (Table 15)

%% (excellent) 13BMY-28100 53.3%, CCL47.4
%, A% (2good) I3 FNF196.7%, 789%TH
NHBBEZETIZ V5" BMY -28100 D AT R AE H -
72,

8. FHIBHYIFE H 5 Ak EE (Table 12)

£ VI o3 HHMKNFEEICE W TCCL Brfg
FIZENT72H¢ (Fisher's test: p<0.05), fho#EH
BBV TIImERMBRICAT L 238D b0k h -
72,

9. BB AMEEKNLEE (Tables 13~18)

1) %18 (Table 13)

Sk, B, RABOEENFMIZ, BS5H), FMEA
SHHE LMERMBERICABENZREBH LN L h - 12,

2) EI1E (Table 14)

BRI SIERDRENFAHFIC BV TlRAEERICH
BERBOLNL» -7z, FliH3 BEH TIRARKD
BEICAEZL (U-test: p<0.05) #»#&ZH b, BMY-
28100 BEEAEN T T,

B SIERDEEN T Rz W EMBMI-AEER
LN h -7z, FHEH 3 HHiZ v T EERME
YU o2 12OREIRERL % H - 72,

4)

% IV 8 (Table 16)

FRERNDIEEN 513850, FMEE3 BB L L@
EKHHBI-AEEZRLEH LN LD 512,

5)

$VE (Table 17)

BFHERDORIED S 11 B G5, A 7H8HE Ll
EMBEMICHBERZD LN L 51,

6)

# VI B (Table 18)

BEROBREDIREN 45 CCL BEIC BV CEIE
HEN RIS > T 72 A7 (U-test: p<0.05), F DMt
DIERTRABNEBZBD LN H - 12,

BEHORENEENIHFIZETHEENGLD L
nrztzHdE VI BOBEKME % E5] Wilcoxon 2 A
BOEIZE D RIE2 L 7205, MEABRIC HELER

LYY (R SRR AN

10. 2 BEHICx 9 2 BMY-28100 35 & Of CCL %
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Table 10. Efficacy in each discase

1131

[ Statistical test
Ifhicacy rate
. Ifheacy T
Disease No. of ’ 9
Drug : (%) Iisher's test
group patients U test
excellent| good fair poor | excellent| -+ goad excellent| &good
BMY 28100 21 12 3 4 2 57.1 71.4
folliculitis NS NS NS
cefaclor 19 5 8 5 1 26.3 68.4
1 ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
Sycosis BMY - 28100 6 4 1 1 _
vulgaris cefaclor 1 1 - -
BMY-28100 14 9 4 1 64.3 92.9
furuncle NS NS NS
cefaclor 18 9 8 1 50.0 94 .4
BMY 28100 2 2 - -
IT | furunculosis - - -
cefaclor 4 1 2 1 - -
BMY-28100 6 1 3 1 1 - -
carbuncle - — _
cefaclor 1 1 - -
impetigo BMY-28100 6 5 1 - -
m ) NS NS NS
contagiosa cefaclor 8 5 2 1 - -
BMY-28100 2 2 - -
erysipelas - - -
cefaclor 2 2 - -
BMY-28100 9 4 1 4 - -
phlegmon NS NS NS
cefaclor 9 5 4 _
]v ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
lymphangitis+ | BMY 28100 3 2 1 -
lymphadenitis | cefaclor 3 2 1 - -
acute BMY-28100 8 2 4 2 - -
‘ NS NS NS
paronychia cefaclor 5 1 3 1 - =
subcutaneous | BMY-28100 4 4 - - B 3 B
abscess cefaclor 6 2 1 1 2 - -
v hidradenitis BMY-28100 1 1 — — B B
suppurativa | cefaclor 2 1 1 - -
infected BMY-28100 20 11 6 3 55.0 85.0
mtec NS | NS | Ns
atheroma cefaclor 17 11 5 1 64.7 94.1
d BMY -28100 14 6 7 1 42.8 92.9
v secondary NS NS NS
infection cefaclor 16 10 2 4 62.5 75.0
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Table 11. Efficacy in each organism
lifthicacy Statistical test
Ithicacy rate
No. of
Organism Drug i (%) Fisher's test
patients U test o -
excellent| good fair poor | excellent | &good excellent | &good
BMY 28100 91 H0 26 9 6 54.9 83.5
Total NS NS NS
cefaclor 78 37 25 10 6 47 .4 79.5
- BMY 28100 30 16 13 0 1 53.3 .7 )
S | S aureus NS NS NS
8‘ cefaclor 19 9 6 4 0 47 .4 78.9
E ]
|
= BMY 28100 34 21 4 7 2 61.8 73.5 o
-] CNS NS NS NS
c cefaclor 23 11 7 2 3 47.8 | 78.3 ‘
E . o
g BMY 28100 7 1 3 2 1 - - ) ) .
= others NS NS NS
cefaclor 16 9 5 0 2 56.2 87.5 ‘
e
Polymicrobial | BMY 28100 20 12 6 0 2 60.0 9.0 NS ! NS .
infection cefaclor 20 8 7 4 1ol wo | w0 T T
1
CNS: coagulase-negative staphylococci
100 .
JUTP ,’,/«‘f" '8'-";' ¥
i g
o] e
a . y
g T
g 50 B (/’,/"/ &—& BMY-28100 group} fV(i)IfC
:é /' ox----1 cefaclor group BMY -28100
© o——o0 BMY-28100 group} lec
o
a-----a cefaclor group cefaclor
0 i i 1 1 4 1 1 |
Drug | MIC )
group|(ug/m) <0.025 0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 125 25 50 100 >100{ Total'l -test
BMY-28100 N‘IJJ'C 1 2 4 5 4 21 32 11 2 9 5 3 4 114 NS
Cefaclor [BMY-28100[ ] 12 1 4 15 23 10 1 1 1 2 1 5 99 o
BMY-28100 I?]I[c 2 1 7 8 24 12 7 5 8 9 5| 114 NS
Cefaclor | cefaclor 1 3 4 5 8 24 11 11 1 4 3 5 99
BMY-28100 : MICso, 0.78ug/ml, MICso. 3.13ug/ml
Cefaclor : MICso, 3.13ug/ml, MICy, 12.54g/ml
Fig. 4. Sensitivity distribution of all isolated organisms (10°cells/ml)

NNBEBIILIBE (MIC) 44 (Figs. 4~6)
&yl (Fig. 4), S. aureus (Fig.5), CNS (Fig.
6) DI Uzt L T Y BMY-28100, CCL o MIC (#
& 10°cells/ml) 5347 CHRIEFBERICATNRY 13
BOHLNLh o1z, £oBER 213 RICHT 5 BMY-
28100 D MIC O3 DO — 713078 pg/ml T,

MICso 5 & UF MICqold £ 1L F 41 0.78 ng/ml, 3.13 ug/
ml Th -7z, CCLD MIC 50— 713 3.13 ug
/ml T, MICs35 & 1 MICqot3 # 11 £ 3.13 pg/ml,
12.5 ug/ml TH - 72,

S. aureus 75 ¥kiZ X3 5 BMY-28100 o MIC o4
13 0.78 ug/mlicE— 7 %K L, MICs035 & U MICy
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Table 12-1. General improvement rate in each disease group
. . Statistical test
) General improvement rate o
Disease | Evaluation No. of e | 2 X
Drug [Fisher's test
group day patients (%) | ("o) | ("0) |y et | — —, —=
B L L o U e Wew | 24
BMY-28100 20 3] 5 2 8 2 0 40.0 | 50.0 | 0.0
3 NS | NS | NS
cefaclor 16 21 3 3 4 3 1 31.2 | 50.0 | 6.3
5 BMY -28100 12 2 1 4 4 1 0 25.0 | 58.3 | 0.0
cefaclor 7 1 1 3 2 0 0 - - —
I
7 BMY 28100 19 71 3 4 3 2 0| 52.6]| 73.7| 0.0
cefaclor 14 3] 2 2 5 2 35.7 | 50.0] 0.0
P BMY 28100 27 12| 5 4 3 3 63.0 | 77.8 | 0.0
ina
cefaclor 20 5| 4 4 5 2 0| 450|650 0.0
BMY-28100 17 6 4 1 35.3 | 70.6 | 0.0
3 NS NS NS
cefaclor 17 3 6 7 1 17.6 | 52.9 | 0.0
s BMY-28100 11 21 3 3 2 1 45.51 72.7| 0.0
cefaclor 11 2| 4 4 1 0 0| 5.5| 9.9 00
11
7 BMY-28100 17 715 2 2 1 70.6 | 82.4 | 0.0
cefaclor 19 71 5 1 1 63.2 | 89.5| 0.0
final BMY-28100 22 8 3 2 1 72.7 | 8.4 | 0.0
ina
cefaclor 23 91 5 7 1 1 0609|913 0.0
3 BMY -28100 4 1 1 1 0 1 - - -
cefaclor 4 0] 0 4 0 0 - - -
s BMY-28100 3 1] 2 0 0 - - -
cefaclor 4 21 2 0 0 0 - - -
|
7 BMY 28100 3 310 0 0 0 - - -
cefaclor 6 3 1 1 1 0 - - -
BMY-28100 6 5 0 1 0 - - -
final
cefaclor 8 4 1 1 0 - - -
BMY -28100 18 1 4 5 3 4 1 27.8 | 55.6 5.6
3 NS NS NS
cefaclor 18 1 5 8 4 0 0 33.3 | 77.8 0.0
BMY -28100 12 4 3 2 2 1 58.3 | 75.0 8.3
5
cefaclor 10 3| 4 2 1 0| 70.0 9.0| 0.0
)\
BMY-28100 12 8| 1 2 1 0| 75.0|91.7| 0.0
7
cefaclor 11 81 3 0 0 0 100 100 0.0
final BMY -28100 22 13| 1 3 1 2 2 | 63.6|77.3] 9.1
a
" cefaclor 19 12| 4 2 1 0 0| 8.2|94.7| 0.0
#: cured, +#: remarkably improved, #: moderately improved, +: slightly improved, 0: unchanged,

X : aggravated
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Table 12 2. General nnprovement riate in each disease group
. Statistical test
General improvement ride ’ .
Disease | Evaluation No. of et | & # X k )
Ihug — =1 " ~1 ) ) [isher’s test
group day patients (%) | (%) | (%) Utest)= —, ——
1 it 1l | [} wew | oz
3 BMY 28100 22 21 4 7 6 | 2 1 27.3 1 %91 9.1 1
cefaclor 20 0] 2 8 5 4 1 10.0 | 75.0 5.0
. BMY 28100 10 3] 3 2 1 0 1] 6001 80.01| 10.0
5
cefaclor 10 31 4 1 2 0 0 | 70.0 | 80.0 0.0
BMY 28100 18 6| 5 5 2 [1} 0 | 61.1 | 8B8.9 0.0
v 7 NS NS NS
cefaclor 11 51 4 3 2 0 0| 64.3| 85.7 00
10 BMY 28100 10 315 0 2 0 0 | 8B0.0 | 80.0 0.0
cefaclor 10 4| 2 3 1 0 0| 60.0| 90.0 0.0
S
(il BMY 28100 25 1219 1 3 0 0 | 84.0 | 88.0 0.0
na
cefaclor 25 12| 4 5 2 1 1| 640 84.0 4.0
BMY -28100 11 0| 0 7 4 0 0 0.0 | 63.6 0.0 - CCL> .
3 NS BMY | NS
cefaclor 12 0| 5 4 2 1 0| 41.7 | 75.0 0.0 =037
5 BMY 28100 10 0| 4 5 1 0 0 | 40.0 | 90.0 0.0
cefaclor 7 1] 3 2 1 0 0 - - -
Vi
7 BMY -28100 11 5| 4 1 1 0| 81.8|90.9 0.0
cefaclor 12 4| 5 2 1 0] 750 91.7 0.0
final BMY 28100 14 515 3 1 0 0| 71.4] 929 0.0
ina
cefaclor 16 517 3 1 0 0] 75.0 93.7 0.0
##: cured, #: remarkably improved, #: moderately improved, +: slightly improved, 0: unchanged,

X aggravated
CCL: cefaclor

132121 0.78 ug/ml, 3.13 ug/ml, CCL & MIC &
A2 313 pg/mlice— 27 %KL, MIC,k & U
MICgotz #1111 3.13 ug/ml, 25 ug/ml TH ", BMY
-28100 4% 2~3 Hi&EN /- MIC #7R-L 72,

CNS69 Bk Tiz A & L MIC I S. aureus 121 L
LR H 5 2, i3 ) BMY-28100 A CCLICH L 2
~3EHE N MIC %#7RL 72,

11. Mgz % (Table 19)

M 0% 12 BMY -28100 B 73 51 41 2 60 i,
Bt 3 B, —ERiWk 3B, A% 7Y, CCL 8% 58 pileh
45k 43 ), AR 3B, —EBiE R 3B, AE 9 BITH
HEFRITFNFNB863%, 793%THN, AFLIZE
HENLUh -1z, WHEEEE O bR EEEOKS
HEHIE S, aureus T3 BMY-28100 #7958 % (23
/24) ¥ CCLB£66.7 % (8/12) iIcHL ARICENTY

7= (Fisher’s test: p<0.05), %7: CNS Tiz BMY-
28100 # 85.7 % (24/28), CCL B£81.3% (13/16), #&
BEREBIN S b S awreus % &4 L DT BMY-28100
HOBHh 76, CCLEIOFFTSHTHN, ELICHE
EEBHLN LD 51,

12. BIfERA (Table 20)

BIYER o BB E 2 BMY-28100 8 ©33% 4/
121), CCLBET 24 % (3/124) TH N, mZEAEMIC
HEEIZLD LN H - 12, BITER OREXUL Table 20
WAL 72 L) ICHILBRERYEL LD TH Y, Foft
CCLETIBIC "Rf kot EDFRLH Do
72, BEFUEBIIHMERBEL LIS 1BITH - 71205
WTNROBIERLEERIEIC S N iEkL 72,

13. EEARMRAMEREZE (Table 21)

RELENORBUEE L BMY-28100 BT 2.9 % (3/
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Table 13. Time course of each symptom in group 1

Evaluation day At first visit Day 3 Day 5 Day 7
Symptom Drug | gMy 28100| cefaclor | BMY 28100| cefaclor | 1MY 28100| cefaclor | BMY 28100 | cefaclor
(&Y
3 19 9 3 2 3 1
2 7 10 7 9 3 2 2 4
Redness | 1 1 8 6 5 5 7 6
0 2 1 2 7 3
U-test NS NS
(€)
3 19 10 6 1 2 3 1
2 6 8 3 6 4 1 3 4
Papules | 1 1 7 4 3 4 3 4
0 1 1 4 5 3 2 10 5
U-test NS NS
(©)
3 15 6 1
2 7 7 5 5 2 1 2 2
Pustules | 2 6 4 3 6 3 4 5
0 3 1 10 8 4 3 13 7
U-test NS NS
@: aggravated from severe, 3: severe, 2: moderate, 1: mild
100 ’”
=
&
o]
(=%
4
s 50 &——e BMY-28100 group} leC
= 0o
E & ----4 cefaclor group BMY-28100
© o——o0 BMY 28100 group lec
0
Y SERTE 4 cefaclor group cefaclor
0 b 4 + 4 1 1 1 1 1 1
Drug| MIC | 095 0025 0.05 0.1 0.2 0.39 0.78 156 313 6.25 125 25 50 100 >100|Total|U-test
group|(ug/ml)
BMY-28100 .\11'c 6 22 4 1 2 3 4 1 43 NS
Cefacor |BMY 28100 4 16 7 1 1 1 2 32
BMY-28100|  MIC 2 8 14 5 4 2 2 6 43
of p NS
Cefaclor | cefaclor 1 4 14 5 2 1 3 2 32
BMY-28100 : MICso, 0.78ug/ml, MICg, 3.13ug/ml
Cefaclor : MICyo, 3.13ug/ml, MICgo, 25.0xg/ml

Fig. 5. Sensitivity distribution of Staphylococcus aureus (10°cells/ml)



Table 14. T'inme course ol cach symptom in group Il
Evaluation day At first visit Day 3 Day 5 Day 7
Drug | BMY fac) BMY factor | BMY  tor | OBMY D efactor
‘elaclor cefaclo +
Symptom 2K100 celitcion 28100 ! 28100 28100
@
3 18 16 2 2 2 1
2 4 7 6 10 2 2 1
Redness 1 9 7 4 6 8 11
0 3 3 7 6
U test NS NS /;
®
3 18 19 2 2 2 1
2 2 3 4 8 1 2
Swelling 1 2 1 9 9 4 5 5 4
0 2 4 4 10 9
U-test NS NS
©)
3 11 10 1 1 1
Spontaneous 2 4 6 3 3 !
pain 1 6 5 6 4 2 2
0 1 2 14 7 7 8 16 16
U-test NS p=0.041
©)]
3 15 16 2 1 1 1
2 6 5 5 4 2
Tenderness 1 1 2 5 10 6 3 3 5
0 7 1 5 5 13 13
U-test NS NS
(€))
3 14 17 1 2 1 1
2 6 4 6 6 3 3 2 2
Induration 1 2 2 " 8 4 6 3 8
0 2 1 4 2 11 8
U-test NS NS
@: aggravated from severe, 3: severe, 2: moderate, 1: mild
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Table 15. Time course of each symptom in group Il
Evaluation day At first visit Day 3 Day © Day 7
Drug BMY BMY BMY BMY
cefaclor celaclor celaclor cefaclor
Symptom 28100 28100 28100 28100
©)]
3 4 6 1 1
2 2 2 1 4
Redness 1 1 ) 2 2
0 1 1 2 3 3
U-test NS -
®
3 3 3
2 1 2 1
Blister 1 1 1 3
0 2 2 3 1 3 4 3 5
U-test NS -
®
3 5 7 1 1
2 1 1
Erosion 1 2 2 1 1
0 1 2 3 3 3 4
U-test NS -
©)]
3 4 5 1 1
2 1
New lesions 1
0 1 2 3 4 3 4 3 4
U-test NS -
@: aggravated from severe, 3: severe, 2: moderate, 1: mild

105), CCL BT 8.6 % (9/105) THh » 724%, i EHIMH
ICHEBEZIR% (, 72 Table 21 (TR L 72 & ) 12 1FEEEK
DL FIURTIF—XYDOLEANETHD, B
BRER FRABE 2 L i3 e~ 12,

m. * %
BMY-28100 i3 Fig. 1 0 & ) %#&ERX% L oIz 2
TAURNOFREO L7 2 LRTEWETH 5, BHD

27 b 7 L3RI, FRC7 7 aBHEIC T
LHE N HE -, ARICRZEWNH B S aureus
MIC O53 4D E— 713 0.78 ug/ml =& ), CCL 0%
NENENTHE, AF ) MERET F7EREIC
L TIdIZE A EHEN %R E %\, Streptococcus
pyogenes > MIC D434l 0.05 pg/mlLLTFich ",

CCL X WfEN, ampicillin £ ) 1 EH 2 L DA £ D,



1138 CHEMOTHERAPY NOV. 1880

Table 16. Time course of cach symptom in group N

Evaluation day At Lirst visit Day 3 Day 5 Day 7
o Do BMY facl BMY facl BMY cefaclor BMY cefaclor
elaclor cefaclorn “fac
Symptom T 28100 cotadion 28100 ' 28100 28100
I S S .
(K3}
3 13 13 5 1
2 6 5 4 8 2 1
Redness 1 o 1 7 7 6 7 3 2
0 1 2 3 4 2 8 9
U-test NS NS
)
3 15 9 4 1 1 1 1
2 5 8 5 5 2
Swelling 1 2 2 6 8 5 3 2 1
0 3 4 4 6 9 10
U test NS NS
) 1 1
3 6 7 2 1
Spontaneous 2 8 5 2 2 1 1 1
pain 1 2 5 5 5 1 1 1
0 6 2 8 10 9 9 10 10
U-test NS NS
©)] 1 1
3 15 9 2 1 1
2 7 8 5 2 2 1
Tenderness 1 2 6 9 1 4 3 3
0 4 6 8 5 8 8
U-test NS NS
©)
3 7 5 2 1
2 6 6 4 2 1 2 1
Induration 1 5 5 5 5 5 2 2
0 4 3 7 10 6 6 9 11
U-test NS NS

®: aggravated from severe, 3: severe, 2: moderate, 1: mild
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Table 17. Time course of each symptom in group V
Evaluation day At first visit Day 3 Day 5 Day 7 Day 10
Drug | BMY- BMY BMY BMY BMY
cefaclor cefaclor cefaclor cefaclor cefaclor
Symptom 28100 28100 28100 28100 28100
©) 1
3 16 20 5 5 1 1 1 1
2 7 4 6 7 3 1 2 4 1 1
Redness 1 2 1 8 7 2 3 6 2 2 4
0 3 1 4 5 9 7 6 5
U-test NS NS
€) 1
3 17 20 3 5 1 1 1 1
2 6 5 7 4 2 1 2 1 1 1
Swelling 1 2 9 1 1 2 4 4 1 4
0 3 6 6 11 8 7 5
U-test NS NS
©) 1 1
3 7 10 3 1
Spontaneous 2 12 8 1 3 1 1 1 1
pain 1 1 3 5 4 1 4 2 1
0 5 4 13 11 7 9 14 13 8 8
U-test NS NS
® 1 1 1
3 15 20 2 3 1
2 9 5 4 3 2 2 2 2 1
Tenderness 1 8 " 2 4 3 3 2
0 1 7 5 7 6 12 9 6 7
U-test NS NS
®
3 11 16 3 3 1
2 10 8 7 10 3 2 4 3 1
Induration 1 2 6 5 3 4 8 7 6 4
0 2 1 6 2 4 4 6 4 4 4
U-test NS NS
@): aggravated from severe, 3: severe, 2: moderate, 1: mild
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Table 18, Time cowmse of each symptom in group V1
Evaluation day At fiest visit Day 3 Day 5 Day 7
. I . . : - R
Drug BMY BMY BMY BMY
celacton celaclor ; cefaclor cefaclor
Symptom 28100 28100 28100 28100
@
3 10 9 1
2 4 6 4 4 2 1 2 1
Redness 1 7 6 7 4 4 7
0 1 1 1 2 5 4
U test NS NS
@
3 7 1 2
2 6 7 4 1 1
Swelling 1 2 6 6 7 3 2 3
0 4 3 3 8
U test NS NS
©)
3 4 3 2
Spontaneous 2 3 6 1 1 1
pain 1 4 3 2 1
0 3 4 8 9 6 11 11
U-test NS NS
&)
3 7 8 3
2 5 6 2 1 1 1 1
Tenderness 1 1 1 7 3 4 2 3
0 1 1 2 5 5 5 9 8
U-test NS NS
®
3 3 8 1
Purulent 2 2 6 2 1 2
coating 1 7 1 4 6 3 1
0 2 1 5 4 3 10 10
U-test p=0.019 NS
@
3 4 8 1 1
2 9 5 1 2 1 1 1
Exudate 1 1 2 8 4 9 3 )
0 1 2 5 4 7 9
U-test NS NS

@: aggravated from severe, 3: severe, 2: moderate, 1: mild
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Table 19. Bactenological eftect
Bacternological effect Fvadieation
i No. of s . [ 1sher's
Organism Drug ) Partially rate”
patients | pradicated Replaced Unchanged (7,) et
eradicated
BMY- 28100 73 60 3 3 7 8.3
Total NS
cefaclor 58 43 3 3 9 79.3
- BMY 28100 24 22 1 1 95.8 BMY>CCL
kS S aurcus
g cefaclor 12 8 4 66.7 p 0034
E
= BMY- 28100 28 23 1 4 85.7
B CNS NS
g cefaclor 16 11 2 3 81.3
.g -
5 BMY-28100 4 3 1 -
s others -
cefaclor 13 11 2 84.6
S. aureus | BMY-28100 2 1 1 -
CNS
included cefaclor 2 1 I -
£
T | S awreus | BMY-28100 9 7 12 1 -
= NS
E included cefaclor 10 8 2 80.0
2
5 CNS BMY-28100 3 2 v -
E. included cefaclor 3 3 -
£
BMY-28100 3 2 1
others -
cefaclor 2 1 1

CNS: coagulase-negative staphylococci
~: eradicated + replaced / no. of patients

.4 CNS unchanged 2 P aeruginosa unchanged

3 S. aureus unchanged in 1 case, P. aeruginosa unchanged in 1 case

CCL: cefaclor

AENIPARTE 1.5~ 2 By TR m b B IEL, F
B2 11~18 B TREIC L 2BV, 250
mg PAREF D KB H 28T A — % — i3 Th,1.4h,
AUC 218 ug-h/ml, Guax 7.26 ug/ml T 5. KMl
WBITIR T v b TIIMEBRED 40 BLLE & V) BK
B BEIN TV, £ MIBIT28ETL, Wik
HRRARIEREE 3 TORMIC £ 222 H 2 MHBED
22~85 %NDE MNBEHTRF LN TV 5, BRI
DFEERBEE TH A S. aureus, S. pyogenes % ¥l 3
DDICTA LR BHNBENI BN EHESI NS,

AET—REBERARBRIC BT 2 ik bR B It
L 84.6 % (R %St EE), 805 % (BRI A)

DHEMEHIBRLN TN DY, H5513250mg 1 H 3 4]
b %, 250 mg 1 H 2 [\A Z U RW72h, 3Kl
HH¥e7T— 2 LFE L T250 mg 1 H 3 RIAEERR
bR EFZ LN,

Utz &ms, BMY-281001 [0 250mg 1 H 3 [[]
BO5IcOE, RECRIERBCNT 2 3,
deaett, AR & MR ARG L CE B SR
TAHI LIMifEH L L EFZ L, HREE LT
2R T O &, EENE, MR b
T LDFEPL T 5 CCL il & F 2 72,

CCLIz#MH&E 1M 250mg,1 H 3B THWSLENTW
2, CCLOBIUZAEFIZL N GuaxdEL %), Than
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100 : ; - e
-
3 /
& ;
2
K 50 o -—& BMY -28100 gr()up} leC
_— S - [0
g e+ cefaclor group BMY 28100
© — BMY 28100 gruup} leC
0
& - & cefaclor group cefaclor
0 4 DY ol S R S S S G R B |
gm%mmmmmmalmwwwmmnmmm%50m>mnmrw
By o] MC 2 15 8 5 9 LR
Celacor | MY 28100 X 6 8 7 HERE
BMY 28100 MI‘C 3 14 8 7 3 2 2 39 NG
Cefaclor czI:tIm 2 8 6 O 7 1 30 o
BMY -28100 : MIC... 0.78ug/ml, MICy, 3.13ug/ml
Cefaclor : MIC.,, 3.13ug/ml, MIC,,, 12.5ug/ml
Fig. 6. Sensitivity distribution of coagulase negative-staphylococci (10%cells
/ml)
Table 20. Side effects
Total No. of No. of Patients with side effects
No of | Patients patients
Drug o0 with withdrawn relation )
patients ) because ) occurence admuni-
side of side sex age symptoms severity da to test .
evaluated | effects effects on day drug stration
heartburn . mild 3 probable | continued
M 62 stomach feeling heavy
BMY- 4 stools loose mld 3 probable | continued
28100 121 (3.3%)*% ! F 59 | heartburn moderate 2 possible | continued
F 32 | stomatitis severe 3 possible | withdrawn
M 30 | diarrhea mild 1 possible | continued
F 62 | stomach discomfort mild 1 possible | continued
3
Cefaclor 124 (2.47,)8 1 F 26 | diarrhea mild 4 possible | continued
. 0
M 59 | red urine severe 3 possible | withdrawn

# incidence of side effects: NS

EET A 2EAEZRTAAUCIBIZEAYEDLLT, A
Fict 5 CCL OMEh I T 2Bz L & %
ZHNTW3EY, ARG TLIZLICENBHEDD
ST ITATALFLNRL T v, ZHLHITHEZ,
BMY-28100, CCL & 412 1[H250 mg1 H 3 RlE&%
WAk THE L 72,

BRIORLIZE I, Aot BELLE AR
20X, BATNRE T IS L EREIHRL N,

BENEEETF, BB, DBV CliRAE
BHZAR D H¥% (, MEMMO BB T THLICKE
lhewnweEz L,

PRAKZNR (Table6) TR &, %% (excellent) i3
BMY-2810055.2 %, CCL 49.5%, H% (good) UL
BENEN 819 %, 829 % CHRIRFBMICHEEZR Y
»o72, 2 CCL nAREIL, BFKICiTh L cefur-
oxime axetil vs CCL?, cefdinir vs CCL¥ 8o CCL
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Table 21. Abnormal laboratory findings

Drug BMY 28100

—
Cefaclor

Total no. of 105
patients evaluated

No. of patients
with abnormal
laboratory findings

eosino.
[56 - 623 mm']*

(1—=7%)

GOT-GPT 1

Parameters
[before — after)

(20 - 39U] —21-[21 = 39U]"* — 21
[28 = 48 U] —32:[34 = 65U]* — 55

e —

9 (8.67)¢#

1 | eosino. ! 2
[285 -+ 407/mm*]* — 165
(5—-11%) —3

2 [258 — 651/mm®]*
(3—=7%)

eosino. T -Hb | 1

[0 —540/mm?]-[14.1 = 12.7 g/d1]"

(0—107%)

eosino. T -K' | 1
(63 —530/mm?®] (4.7 ~3.7mEq/1]*
(1—10%)

eosino. 1 -GPT 1 1
(207 — 760/mm®] - [18 = 37 U]"*
(3—10%)

GPT 1 3
[77 =304 U}* — 39
(14 —=65U]* — 18
[16—41U]"

GOT:GPT 1, glucosuria ! 1
[98—318U]-(44—111U]-[0— 300mg/dI]*

# incidence of laboratory findings: NS

DHEHEREFNFN850%, 784 %L KEN TV, ZD
Z X3 CCL?Y, HBhru )DL AT HERT
HEZEERLTWT, SROBELE L TLEET
HolzbEZ LS,

EBHIEEKRME (Table 7) TIREIHTEM
(excellent) »* BMY-2810059.3 %, CCL25.0 % & %«
->TwT, B (p<0.05) i BMY-28100 . Tw»
BEWIHETH - 2% Brh (good) U LETIIAE
Eixuh oz, TOMOBTIHEEIALN LY -
o BHIBIIEDLR BEWHBETHIY, BARE
V) MO LI IZ BRYE, BREEOL DR, 12U
Iy DF THY, 788 L Staphylococcus
epidermidis %13 L &> & § %5 CNS, Propionibacterium
acnes N & 5 WHEBH TR T, S. aureus HrBEE L
2L, BEOHY LBEERFOIELDERT
WBETH B, EIEABMY-28100 BEIZ <, e xkR

relation to test drug: *

.

possible, probable

W2 T2 Table 10 DL JICHBELEE > Tw
e,

W54 4 (Table 8) T3, 44%H° BMY-28100
T90.1 %, CCL T895 % THEENV Lh o1z, TNDE
SAFENCSIHAL 22 2O _HEREBERR Y DIE
B EREN TV,

FH A (Table9) i L MiEKAHERICHE T ZD Lh >
72, HAHE BMY-2810081.9 %, CCL 80.2 %iififtn
HPORBOICHNTLBREEN LT LD EFEZ LN,

HRECET ZHEBANCHRAT L 721kt (Table 10) T
2, BEBIDIEOEI L Ll h>TwdEnidn,
R A BRI A ED L 5 12,

SrEEE A EIT S N2 ES R (Table 11) T4 3K H)
B3 Eh Lt -onl, THEBETRLERND L LD
12 S. aureus BN BH, ZOEHOKREE L7 R
N ERH (excellent) (3 BMY -28100 53.3%, CCL
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474 %, 73 (2 pood) 13 ZHLELY6.7 Y%, 789 Y,
Thd, fTELETII LA BMY 28100 o {] 808
H o 12, Cefdinir vs CCL bl ikl oy o> S, waercus
BB 04 2 CCL O 7 ad it 79.1 9 C AR )& Mt
NI TH B,

PR KR TR e 2 AL Lo
#¢ Table 12 Th B, ZWU A W § HIC L g L 7o e
HEBH L2 UDRD TN T LD E L E 2,
[, II, HI, 1V, VIfC-owTiz 3 1, VI 2w
TSI T I L5 &MWL T, i KA I oo Kot & 17
Sl BV ZWIGCRLL L (. ) T CCL A
A (p-0.05) BMY 28100 L 0 L7 4k & % -
T b, ZORKIIME BB, T-WfilZ & Sk
(BMEDL DI E) TH B9, AR H N EFNWT
WHRAFT L2204,

FIBER P RE K O #8# (Tables 13~18) T&4 T
LA BRI AT EZD S 2 IE w - 12,

STRERIC M 5 MIC o1 (Figs. 4~6) T, ik
FBICHBEDOW) i - 12, BB O MIC 1337
DINREELAT DO BEELRLTHENT, A
Tl kit TORBERBRLERIL LD L EE
P (I

&5 B > MIC,013 BMY-28100 T3 3.13 pg/ml
(#E— 27 0.78 ug/ml), CCL Ti3 12.5 ug/ml (5>
O —7 313 ug/ml) TH-17:, S. aureus HHN
MICsoid BMY-28100 Tl 3.13 ug/ml (53 in = — 7
0.78 ug/ml), CCL T3 25 ug/ml Th 5, BfE, K%
KRB 5B LD S, aureus 1213 % HIiE{L D16
BAHEEGO La L, AEO%E T MIC 125 ug/
ml Ll E#% &2 & BMY-28100 14.7 %, CCL 293 % T
HN, HBEHECFRERETH 5, miEAMD S, aureus
D MIC D#5%, S. aureus DB S NI EROH
ENE (HHEETIE L), BREERNE (Table 19)
ICENT L 02NV, Lo LERByIc A3 E
MIC DZEZEMFENEIZ ML TorZev, HEFRA
B 2, MR EE & L BRIKAN RO A 5% H 80 %
UEiCh>Twad b E—KTH5THA),
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W] 45 & OF R A S D R BUMUE L 15 v T il 341
PRI A A 2 - 125t CCL Bt bFMEER N % 2
BWASTR TPAE AUV (WAL 2 1oV I¥ (Was %' [F{TTE 3
KL Lh ot LAAZ, £ K /37854
B3 BMY 28100 34 %, CCL 28% TJ) & c#it7;
vy,

PlATa 22O T 5 & BMY-28100 (3%
(PECIRYED IS L TCCL E W FDIGERG R4 8
ML EMEZ N1,

X [
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We performed a double blind, multicenter, clinical trial to compare BMY-28100 (a new oral
cephem antibiotic) and cefaclor (CCL) in terms of efficacy, safety and clinical usefulness. Both drugs
were given orally in a dose of 250 mg three times a day after meals. The duration of therapy was 7
days for the disease groups | ~IV and VI and 10 days for the disease group V. In all, 252 patients
were enrolled, 126 for each drug group. Of these, 227 (BMY-28100, 116; CCL, 111) were analyzed for
efficacy, 245 (BMY-28100, 121; CCL, 124) for Safety and 277 (BMY-28100, 116; CCL, 111) for
usefulness.

1. Overall clinical efficacy rates were 81.9 % (95/116) in the BMY-28100 group and 82.9 % (92/
111) in the CCL group, the difference being not statistically significant. In group I, the rate of
“excellent” response was significantly higher in the BMY-28100 group than in the CCL group.

2. The bacteriological response, (eradication) rates were 86.3 % (63/73) in the BMY-28100
group and 79.3 (46/58) in the CCL group, the difference being not statistically significant. However,
Staphylococcus aureus was eradicated in 95.8 % (23/29) in the BMY-28100 group and in 66.7 % (8/12)
in the CCL group. This difference was statistically significant.

3. Adverse effects were minor in both drug groups. The incidences (3.3 % in the BMY-28100
group and 2.4 % in the CCL group) were low and not significantly different from each other.
Abnormal laboratory findings were seen in 2.9 % (3/105) of the BMY-28100 group and in 8.6 % 9
/105) of the CCL group, the difference being not statistically significant. Overall safety was evaluated
by considering adverse effects and abnormal laboratory findings. Overall safety rates were 90.1 %
(109/121) in the BMY-28100 group and 89.5 (111/124) in the CCL group with no significant difference
between the groups.

4. Usefulness was evaluated by considering efficacy and safety. Usefulness rates were 81.9 % (95
/116) for the BMY-28100 group and 80.2 % (89/111) for the CCL group with no significant difference
between the groups.

We consider BMY-28100 to be as effective, safe and useful as CCL for skin and skin structure
infections.



