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Fig. 1. Chemical structure of BMY-28100.
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Table 1. Clinical results of BMY-28100
Treatment Isolated organism Effect
Case | Age . . : : MIC . Side-
o, | (%) Sex Diagnosis daily dose duration | total dose species 105cells/mil clinical bactgn effects
k mg x times)|  (days) (mg) ological
(ug/ml)
1|27 F | acute otitis media | 250x 3 3 1750 S. aureus 0.2 good unknown —
P. mirabilis 1.56 unchanged
2| 34 F | acute otitis media | 250x3 4 3000 P. aeruginosa >100 fair unchanged -
S. aureus 0.78 eradicated
3 | 60 F | acute otitis media | 250x 3 5 3750 P. aeruginosa >100 poor unchanged -
4 | 37 | M | acute otitis media | 250x3 7 5250 S. aureus 25 poor unchanged -
5 | 56 F |chronic otitis media| 250x3 4 2750 poor con§ti~
pation
6 | 74 | M |chronic otitis media | 250x 3 4 3000 CNS 0.39 excellent | eradicated | BUN t
7 | 60 F |chronic otitis media | 250x 3 6 4500 S. aureus 6.25 fair unknown —
8 | 40 F |chronic otitis media | 250x 3 9 6750 S. aureus 0.39 excellent | eradicated —
9 | 63 F acute sinusitis 500 x 2 7 7000 P. aeruginosa >100 good unchanged —
e H. alvei 25 unchanged
10 | 63 | M chronic sinusitis 250x 3 5 3750 M morganii 100 good unchanged —
11 | 62 F chronic sinusitis 250 x 3 5 3750 |K. pneumoniae 0.78 poor unchanged —
NP . K. pneumoniae| 0.78 eradicated
12 | 62 | M chronic sinusitis 500 x 3 4 6000 B catarrhalis 0.78 good eradicated -
. o P. aeruginosa >100 . unchanged
13 |65 | M chronic sinusitis 500 x 3 5 7500 A calcoaceticus| > 100 fair unchanged -
14 | 19 F acute tonsillitis 250%x 2 3 1500 S. agalactiae 0.2 good eradicated -
15 |26 | M acute tonsillitis 250%x 2 5 2500 S. pneumoniae| 0.025 excellent | eradicated —
16 | 27 F acute tonsillitis 250x 2 7 3500 S. pyogenes <0.025 | excellent | eradicated -
17 | 32 F acute tonsillitis 250 %2 7 3500 B. catarrhalis 0.78 fair eradicated —
18 | 34 | M acute tonsillitis 250 % 2 7 3500 S. agalactiae 0.1 good eradicated -
19 |20 | M acute tonsillitis 250% 3 5 3750 S. pyogenes <0.025 good eradicated -
[ S. pyogenes 0.05 eradicated
20 | 40 | M acute tonsillitis 250% 3 5 3750 S, aureus 078 good eradicated GPT 1
21 | 53 F acute tonsillitis 250x 3 6 4500 S. agalactiae 0.2 good eradicated -
22 |64 | M acute tonsillitis 250 x 3 7 5250 H. influenzae 1.56 good eradicated —
23 | 34 M |auricular perichondritis| 250 x 3 7 5250 good -
24 | 55 | M [auricular perichondritis | 250 x 3 12 9000 good -
25 |33 | M furuncle of nose 250% 3 7 5250 good —
CNS : coagulase-negative staphylococci
Table 2. Clinical efficacy of BMY-28100
] i Clinical efficacy Efficacy
Diagnosis Total rate
excellent good fair poor (%)
Acute otitis media 1 1 2 4 25.0
Chronic otitis media 2 1 1 4 50.0
Acute sinusitis 1 1 100
Chronic sinusitis 2 1 1 4 50.0
Acute tonsillitis 2 6 1 9 88.9
Auricular perichondritis 2 2 100
Furuncle of nose 1 1 100
Total 4 13 4 4 25 68.0
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Table 3. Clinical efficacy of BMY-28100 by daily dose

) Clinical efficacy Efficacy
Daily dose Total rate
(mg) excellent good fair poor (%)
500 2 2 5 80.0
750 2 9 2 4 17 64.7
1000 1 100
1500 1 1 2 50.0
Total 4 13 4 4 25 68.0

Table 4. Bacteriological effect of BMY-28100

Isolated organism INo. of strains| Eradicated | Replaced | Unchanged | Unknown |[Eradication rate (%)
S. aureus 6 3 1 2 3/4 (75.0)
CNS* 1 1 1/1 (100)
Gs) S. pyogenes 3 3 3/3(100)
S. agalactiae 3 3 3/3 (100)
S. pneumoniae 1 1 1/1 (100)
sub-total 14 11 1 2 11/12 (91.7)
B. catarrhalis 2 2 2/2 (100)
K. pneumoniae 2 1 1 1/2 (50.0)
H. influenzae 1 1 1/1 (100)
G(-) A. calcoaceticus 1 1 0/1(0)
P mirabilis 1 1 0/1(0)
M. morganii 1 1 0/1(0)
H. alvei 1 1 0/1(0)
P, aeruginosa 4 4 0/4(0)
sub-total 13 4 9 4/13(30.8)
Total 27 15 0 10 2 15/25 (60.0)

*CNS : coagulase-negative staphylococci
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Table 5-1. Sensitivity distribution of clinical isolates

Isolate No.of | p o MIC (ug/ml) 106 cells/ml

strains <0.025 0.025 0.05 01 02 039 078 156 313 625 125 25 50 100 >100
] 1 I 1 1 1 1 1 I 1 1 1 1 L L

BMY-28100 1 1 2 1 1
CCL 1
S. aureus 6 CDX
ABPC 1
AMPC 1

— e DN W
N
—
—

BMY-28100 1

CCL 1
CNS 1 CDX 1
ABPC 1
AMPC 1

BMY-28100| 2 1

CCL 2 1
S. pyogenes 3 CDX 2 1
ABPC 3

G(+) AMPC 2 1

BMY-28100 1 2
CCL 3
S. agalactiae 3 CDX 1 2
ABPC 1
AMPC 1

BMY-28100 1
CCL 1
S. pneumoniae 1 CDX 1
ABPC 1
AMPC 1

BMY-28100| 2 1 1 1 3 2 2 1 1
CCL 2 2

sub-total 14 CDX 2 1

ABPC 5 1 2

AMPC 3 2 1 2

NN s
—
—
—
—

BMY-28100 2

CCL 1 1
B. catarrhalis 2 CDX 2
ABPC 1 1

AMP 2
G(-) ¢

BMY-28100 2
CCL 2
K. pneumoniae 2 CDX 1 1
ABPC 1 1
AMPC 1 1

CNS : coagulase-negative staphylococci
CCL : cefaclor  CDX : cefadroxil ~ABPC:ampicillin ~ AMPC : amoxicillin
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Table 5-2. Sensitivity distribution of clinical isolates

No. of MIC (ng/ml) 106 cells/ml

Isolate Drug

strains <0.025 0.025 0.05 0.1 02 039 078 156 313 625 125 25 50 100 >100
1 1 1 I I I I 1 1 1 1 1 I 1 L

BMY-28100 1

CCL 1
H. influenzae 1 CDX 1
ABPC 1
AMPC 1

BMY-28100 1
CCL 1

A. calcoaceticus 1 CDX 1

ABPC 1

AMPC 1

BMY-28100 1
CCL 1
P mirabilis 1 CDX 1
ABPC 1
AMPC 1

BMY-28100 1
CCL 1
G(=)| M. morganii 1 CDX 1
ABPC 1
AMPC 1

BMY-28100 1
CCL 1
H. alvei 1 CDX 1
ABPC 1
AMPC 1

BMY-28100
CCL

P aeruginosa 4 CDX

ABPC

AMPC

BMY-28100 4 2 2

CCL 3 2
sub-total 13 CDX
ABPC 2
AMPC
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BMY-28100| 2 1 1 1 3 2 6
CCL 2 2 1 4

Total 27 CDX 2

ABPC 5 1 2

AMPC 3 2 1 2
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CCL : cefaclor ~ CDX : cefadroxil ~ ABPC : ampicillin ~ AMPC : amoxicillin
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504 —BMY-28100
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0

Dros MIC (ug/ml) 625 125 25 50 100 >100

BMY-28100 2 1 1 1 3 2 1 1

cCL 2 2 1 6 1 1

CDX 2 4 3 2 1 1

ABPC 5 1 2 2 1 1 1 1

AMPC 3 2 1 2 2 1 1 1 1

CCL : cefaclor CDX : cefadroxil

ABPC : ampicillin

AMPC : amoxicillin

Fig. 2. Susceptibility of Gram-positive cocci (14 strains).
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BMY-28100 IN OTORHINOLARYNGOLOGICAL INFECTIONS
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Department of Otorhinolaryngology, School of Medicine, Osaka University,
1-1-50 Fukushima, Fukushima-ku, Osaka 553, Japan
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Mamoru Tsupa

Department of Otorhinolaryngology, Sumitomo Hospital
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We investigated BMY-28100, a newly developed oral cephem antibiotic, in the treatment of otorhinolaryngological
infections.

BMY-28100 was given orally to a total of 25 patients at 250mg or 500mg b.i.d. or ti.d. for 3-7 days. The infections
consisted of otitis media 8, paranasal sinusitis 5, acute lacunar tonsillitis 9, auricular perichondritis 2 and nasal furuncle 1.

Clinical response was excellent in 4, good in 13, fair in 4 and poor in 4 of the 25 patients. The efficacy rate (excellent +
good) was 68.0%. Especially in acute lacunar tonsillitis, the efficacy rate was very high (88.9%). In otitis media and
paranasal sinusitis, however the efficacy rates were low because these were chronic diseases in more than half of patients.

Of a total 27 clinical isolates, 15 strains were eliminated. The eradication rate was 60.0% excluding ‘2 strains whose
bacteriological response was unknown.

As an adverse reaction, constipation occured in one patient. Abnormal laboratory values were found in two patients :

increased GPT and BUN.



