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Table 1. Clinical trial with BMY-28100
Diagnosis Treatment Isolated organism
Case |Age Sex - - Bacteriological | Clinical | Side-
no. | (y) (underlying disease) daily QOse duration total dose before after effect efficacy | effects
(mg x times) | (days) g
1 |49 | F | bacterial pneumonia 250x 3 14 10.25 NF NF unknown excellent | none
2 (59| F | bacterial pneumonia 250 x 4 14 13.5 H. influenzae ND eradicated good none
3 |20 | F | bacterial pneumonia 250 x 3 9 6.5 ND ND unknown excellent | none
4 (35| F bacterial pneumonia 500 x 3 9 13.5 NF ND unknown good none
500 x 2 1
5 |39|M | bacterial pneumonia 500 x 3 3 8.5 NF NF unknown good none
250x 3 4
6 [53|F | bacterial pneumonia 500 x 3 15 22.5 K. pneumoniae NF eradicated excellent | none
7 |57| F | bacterial pneumonia 500 x 3 8 12.0 NF NF unknown good none
bacterial i S.
g |6o|m | |Actera pneumonia 500 x 3 15 225 aurens ND eradicated good | none
(pneumoconiosis) S. pneumoniae
9 |62 | F | bacterial pneumonia 250 x 4 12 12.0 H. influenzae | H. influenzae unchanged good none
10 |58 | F | bacterial pneumonia 250 x 4 17 17.0 H. influenzae NF eradicated good none -
chest
b . . o
11 |a7|m | Pacterial pneumonia 250 x 4 7 7.0 ND ND unknown O
(bronchiectasis) fort
GPTt
12 |33| F | bacterial pneumonia 250 x4 12 11.75 ND ND unknown excellent | none
S. 7
13 |59 |M | bacterial pneumonia 250 x4 14 14.0 prlzeumzmzac ND eradicated good none
H. influenzae
bacterial i K. 7
14 57| F actena Pneum‘oma 250 x 4 14 14.0  |K. pneumoniae p,nmmonm decreased fair none
(bronchiectasis) H. influenzae
bacterial i ti-
15 |59 |M actena Pneurjonla 250 x4 8 8.0 H. influenzae | H. influenzae increased good Con.S]
(bronchiectasis) pation
e
16 |52 |M Suppurative 250 x 4 12 | 1175 NF NF unknown fair | none
pneumonia
S ti
17 (33| M suppurative 2503 9 6.75 NF NF unknown good | none
pneumonia
S dary infecti
18 [65|M secon :(31’]‘5“) ection 500 x 2 7 7.0 H. influenzae | H. influenzae decreased good none
ND : not detected, NF : normal flora, CPE : chronic pulmonary emphysema
Table 2. Bacteriological response to BMY-28100
Isolate Eliminated Suppressed Unchanged Total
H. influenzae 3 1 2 6
K. pneumoniae 1 1 2
S. aureus 1 1
S. pneumoniae 2 2
Total 7 2 2 11
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Table 3. Laboratory findings of patients treated with BMY-28100 therapy
Case RBC Hb Ht WBC | Eosino Plts. GOT GPT Al-P BUN S-Cr
no. (x10% | (g/d1) (%) (/mm?) (%) (x10% (U) V) (U) (mg/d1) | (mg/dl)
B| 390 12.0 36.7 5000 3 26.2 63 46 142 11.9 0.83
1 Al 390 12.9 37.1 7900 5 35.8 55 52 125 13.7 0.92
9 B| 358 11.5 34.8 5810 0.6 20.6 28 29 161 8.7 0.54
A| 388 12.5 38.1 3380 0.5 23.0 21 16 131 9.9 0.68
3 B| 416 13.1 40.0 3520 1 20.5
A| 428 13.3 41.2 3880 3 22.4 12 7 82 10.4 0.65
4 B| 422 11.8 35.7 5600 1.1 34.3 21 12 94 22.5 0.5
Al 384 10.8 34.3 3300 1.0 32,5 17 14 61 16.4 0.5
5 B| 462 14.0 43.8 10500 0.7 26.9 17 12 70 10.2 0.8
Al 478 14.6 44.6 5200 1.6 29.1 15 15 64 13.8 0.9
6 B| 331 10.3 33 7600 0 37 28 293 8.6 0.8
A| 322 10.8 33 3400 0 19.0 22 16 222 7.2 0.7
7 B 410 9.6 37 9200 4 31 33 4.8* 114 0.7
Al 402 10.3 36 3000 1 29 18 3.1* 14.8 0.7
8 B| 351 9.9 35 7200 0 19 9 10.9* 11.0 0.9
Al 345 9.2 34 3900 4 40 23 9.1* 15.0 0.9
9 B| 433 12.7 37.7 10680 1.3 36.6 18 12 87 12.5 0.34
A| 401 12.0 35.1 5590 4.9 33.7 17 13 71 12.5 0.66
10 B| 439 13.2 39.7 3630 1.0 30.9 20 8 94 18.8 0.81
Al 422 12.9 39.7 3520 21.6 16 9 94 18.0 0.79
1 B| 471 14.2 42.6 8550 0.3 38.6 19 31 174 13.0 0.97
A| 486 13.9 43.3 8000 1.2 31.3 39 51—-20 135 11.0 0.92
12 B| 446 13.3 41.0 17400 0.7 29.9 12 8 91 7.3 0.67
A 388 11.9 34.2 5100 0 34.9 15 10 60 10.9 0.88
13 B| 494 15.0 45.5 8560 3.5 22.0 21 34 196 11.8 0.70
Al 497 14.6 43.9 8410 2.5 23.3 28 34 166 11.9 0.80
14 B| 450 12.7 38.6 7300 1 20.1 20 14 104 15.6 0.83
Al 462 12.9 39.4 6100 5 18.0 32 26 98 15.8 0.71
15 B| 479 14.5 449 8270 1.7 24.3 18 11 82 174 0.66
A| 465 144 43.7 8130 3.2 26.7 22 15 74 14.9
16 B| 414 13.6 40.4 11680 1.9 26.3
A| 445 14.0 42.3 11100 2.0 24.3 22 34 102 18.4 1.05
17 B| 470 15.1 46.1 9650 1.4 28.2 23 19 116 8.3 0.88
Al 495 16.0 47.7 5960 1.8 31.3 26 31 92 114 0.84
18 B| 431 12.8 38.0 6900 2 25.3 39 32 10.1* 21.4 0.9
Al 411 12.0 36.5 5500 1 26.4 37 25 9.7* 24.1 0.7
B : before therapy A : after therapy * KA
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We investigated the clinical efficacy of BMY-28100, a new cephalosporin antibiotic, in 18 patients with acute respiratory
tract infections. The underlying diseases were bronchiectasis in 3 patients, pneumoconiosis in 1 and chronic bronchitis in 1
patient. BMY-28100 was given orally in a daily dose of 750-1,500mg in 3 or 4 divided doses. The duration of treatment
ranged from 7-17 days, with the total administered dose ranging from 6.5 to 22.5g.

The diagnoses of these patients were : bacterial pneumonia 15, suppurative pneumonia 2, and acute exacerbation of
respiratory tract infection with chronic bronchitis 1. Of the 18 patients treated with BMY-28100, clinical response was
judged as excellent in 4, good in 11, fair in 3 and poor in none. Two incidences of side effects were observed but negligible.

From these studies we conclude that BMY-28100 is a useful and effective antibiotic for acute respiratory infections.



