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Fig. 1. Chemical structure of BMY-28100.
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Table 1-1. Summary of clinical investigation of RTI cases treated with BMY-28100
Case /(\%e Diagnosis Isolated Administration ESR CRP Evaluation Side-

y . . . daily | duration | total bacterio- .

no. | Sex | (underlying disease) organism dose (mg)| (days) | dose (g) (mm/h) logical clinical [effects
51 [acute bronchitis S. prneumoniae 15 | 2+

1 250 x 3| 10 7.5 eradicated good (-)
M |(bronchial asthma) NF 3| -
60 | acute bronchitis ND 40 | 1+

2 250 x 3 7 5.25 unknown good )
F |(bronchial asthma) NF 28 | -
30 |acute bronchitis NF 12 | 1+

3 250 x 3 4 3.0 unknown poor (-)
F |(pulmonary tuberculosis) NF 10
18 |acute bronchitis S. aureus 22| -

4 500 x 3 7 10.5 unknown good (-)
F |(bronchial asthma) ND 12 | -
51 | acute bronchitis NF 50 [ 3+

5 250 x 3 7 5.25 unknown good (-)
F [(bronchial asthma) NF 15 -
71 |acute bronchitis NF ND| 2+

6 250 x 3 7 5.25 unknown good (-)
M | (pulmonary emphysema) ND ND| -
80 | acute bronchitis H. influenzae ND| - .

7 250 x 3| 7 5.25 eradicated| good [%3%%
M |(old tuberculosis) NF ND| -
73 | chronic bronchitis H. influenzae 26 | -

8 250 x 3 7 5.25 eradicated fair -)
M (-) NF 90 | 4+
50 {chronic bronchitis NF 4

9 500 x 3 7 10.5 unknown good ()
M |[(bronchial asthma) NF 4
52 |chronic bronchitis NF 32 | 1+

10 Sronchial avthm 250 x 3 7 5.25 unknown good (-)
F & hypertension NF 20 B
60 |chronic bronchitis H. influenzae 18 [ 1+

11 250 x 3 7 5.25 eradicated good ()
F |(pulmonary emphysema) NF 10 [ 1+
51 |[chronic bronchitis K. oxytoca 48 | 1+

12 500 x 3 7 10.5 unchanged| good (=)
F |(bronchial asthma) K. oxytoca 40 | -
61 |chronic bronchitis NF 85 | 3+

13 500 x 3 7 10.5 unknown | excellent | (-)
F [(bronchial asthma) NF 38 | 1+
57 [chronic bronchitis NF 12 | -

14 500 x 3 7 10.5 unknown fair (-)
F [(bronchial asthma) ND 21 | 1+
62 | chronic bronchitis S. aureus 32 | 2+

15 250 x 3 7 5.25 unchanged poor (@)
F (-) S. aureus 55 | 2+

NF : normal flora

ND : not done

RTI : respiratory tract infection
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Table 1-2. Summary of clinical investigation of RTI cases treated with BMY-28100
Case /(\%e Diagnosis Isolated Administration ESR CRP Evaluation Side-
y . . . daily | duration | total bacterio- L
no. |Sex | (underlying disease) organism dose (mg)| (days) | dose (g) mm/h ogical clinical [effects
67 |chronic bronchitis ,‘f mﬁfnﬁ 47 | 3+
16 S 250 x 3| 15 11.25 replaced fair (-)
M (COPD) K I;,,ﬁ:,',f::w ND| 2+
76 |chronic bronchitis K. pneumoniae 35| 1+
17 250 x 3] 14 10.5 unchanged poor (-)
F (-) K. prneumoniae 70 | 4+
31 |diffuse panbronchiolitis S. pneumoniae 15 | 3+
18 500 x 3 7 10.5 decreased good (-)
M (-) S. pneumoniae 712+
68 |bronchiectasia H. influenzae 27 +
19 250 x 3 7 5.25 unchanged good (-)
F (-) H. influenzae 42
T -
85 | pneumonia )§ %ﬂrp%% ND| 6+
20 mArcescen, 250 x 3 7 5.25 eradicated | excellent | (-)
M =) () ND
55 | pneumonia S. prneumoniae 60 | 2+
21 500 x 3| 10 15.0 eradicated | excellent | (-)
M [(chronic bronchitis) NF 7
55 | pneumonia NF 19 | 2+
22 500 x 3 7 10.5 unknown good (-)
F |(bronchial asthma) ND 6
25 | pneumonia ND 40 | 3+
23 500 x 3 3 4.5 unknown poor (-)
F (-) ND 50 | 2+
41 | pneumonia NF 50 | 5+
24 250 x 3 3 2.25 unknown poor (=)
F (-) ND 96 | 4+
NF - normal flora RTI : respiratory tract infection
ND : not done COPD : chronic obstructive pulmonary disease
Table 1-3. Summary of clinical investigation of UTI cases treated with BMY-28100
Case|Age Diagnosis Isolated Administration Evaluation Side-
) - .
no. zx (underlying disease) organism dog:”()r,ug) d;Jdr:;:;n d(:;ta:g) bf;gtfcra'? clinical effects
80 | pyelonephritis E. coli
25 250 x 3 7 5.25 replaced excellent nausea
F (D M) P. aeruginosa anorexia
71 | pyelonephritis S. aureus
26 250 x 4 5 5.0 replaced good (-)
F |(parkinson disease) P. aeruginosa
. S. aureus
81 | pyelonephritis £
27 S 250x2| 7 | 35 | decreased good g(g !
M |(parkinson disease) E f;‘,:;';fs i
86 |acute pyelonephritis E. coli
28 250 x 2 5 2.5 replaced good (-)
F (DM) YLO
80 {chronic cystitis E. coli
29 250 x 2 7 3.5 replaced good (-)
M |neurogenic bladder P. aeruginosa

NF : normal flora
not done

ND

DM

diabetes mellitus
YLO : yeast-like organism
UTI : urinary tract infection
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Table 2. Clinical efficacy of BMY-28100
. Clinical judgement .
Diagnosis Da':i'n cfose l\ig'se(;f Juce Efficacy rate
g excellent good fair poor (%)
750 6 5 1 5/6 (83.3)
Acute bronchitis 1500 1 1 1/1 (100)
sub-total 7 6 1 6/7 (85.7)
750 6 2 2 2 2/6 (33.3)
Chronic 1500 4 1 2 1 3/4 (75.0)
bronchitis
sub-total 10 1 4 3 2 5/10 (50)
Bronchiectasia 750 1 1 1/1 (100)
Diffuse
panbronchiolitis 1500 1 1 1/1 (100)
750 2 1 1 1/2  (50.0)
Pneumonia 1500 3 1 1 1 2/3 (66.7)
sub-total 5 2 1 2 3/5 (60.0)
500 2 2 2/2  (100)
750 1 1 1/1 (100)
Pyelonephritis 1000 1 1 1/1 (100)
sub-total 4 1 3 4/4 (100)
Chronic cystitis 500 1 1 1/1 (100)
Total 29 4 17 3 5 21/29 (72.4)
Table 3. Bacteriological response to BMY-28100 treatment
No. of .
Isolate . Disappeared Decreased Unchanged Replaced Unknown
strains
S. aureus 4 1 1 1 1
S. pneumoniae 4 2 1 1
E. faecalis 1 1
E. coli 3 3
K. pneumoniae 3 1 2
K. oxytoca 1
S. marcescens 1 1
H. influenzae 4 3 1
X. maltophilia 1 1
Total 22 8 3 5 5 1
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Table 4-1. Laboratory findings before and after administration of BMY-28100
Al-P
Case RBC Hb Ht WBC Pilts. GOT GPT BUN Cr.
no. (X104) (g/dl) (%) (x10% (1U) (IU) *}I([[jj) (mg/dl) (mg/dl)

1 509 15.0 47.1 11,300 215
503 15.1 454 6,900 20.5

2 422 13.5 41.6 5,200 28.3 17 15 6.9 12.2 1.1

424 13.6 422 5,500 27.9 21 15 8.1 119 1.0

3 414 13.1 38.3 10,100 26.9 19 11 58 12.0 0.7

405 12.6 37.7 8,400 285 7 3 4.2 10.3 0.9

4 514 15.0 45.6 10,000 28.2 13 7 4.4 7.0 1.1

506 14.7 44.8 10.300 28.4 15 11 4.1 115 1.1

5 389 12.1 36.5 7,300 21.1 12 8 4.9 14.8 0.8

426 13.6 40.7 5,700 26.2 15 13 5.3 129 0.9

6 465 16.5 48.8 8,000 23.3 11 8 128* 13.0 1.0

471 16.5 49.4 5,900 23.8 15 9 126% 15.0 1.1

7 512 14.1 43.3 8,400 19.1 14 9 111% 21.0 0.9

523 14.4 44.1 6,900 18.8 16 12 103* 250 0.9

8 488 12.2 37.6 9,700 31.6 19 6 5.3 13.8 1.0

509 13.2 39.2 8,500 36.8 13 5 5.9 15.1 1.0

9 528 15.6 46.6 6,900 28.6 15 22 7.3 12.4 0.9

17 29 6.2 12.2 0.9

10 511 12.9 395 6,400 253 13 8 6.0 10.8 0.8

502 13.0 39.2 8,900 29.6 12 9 5.3 104 0.8

11 520 15.8 49.8 9,600 21.2 12 6 10.8 10.3 0.7

486 15.0 46.1 7,600 215 14 10 9.0 9.5 0.7

12 408 13.2 38.9 5,100 27.6 22 14 59 7.4 0.9

418 13.5 39.7 6,000 285 21 13 7.3 10.5 1.0

13 365 11.8 34.8 9,300 30.8 11 7 6.0 11.7 0.9

354 115 333 3,300 34.6 13 8 5.7 125 0.8

14 453 12.9 39.9 10,100 40.2 13 6 6.8 8.9 1.0

455 13.3 39.9 8,400 36.0 17 10 7.2 8.9 1.0

15 344 10.8 32.1 4,400 279 22 8 193* 9.0 0.6

358 11.3 33.0 4,100 25.5 22 7 254% 10.0 0.7
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Table 4-2. Laboratory findings before and after administration of BMY-28100
Al-P
Case RBC Hb Ht WBC Plts. GOT GPT K BUN Cr.
no. (x10% (g/dl) (%) (x10%) (V) (V) *ILIJJ) (mg/dl) | (mg/dl)
16 381 114 34.1 7,200 31.8 8 6 120% 20.0 1.5
377 11.1 339 6,300 32.1 9 5 106* 21.0 1.3
17 388 11.9 36.3 8,600 22.2 13 8 182x% 12.3 0.9
390 12.4 37.7 11,700 28.7 12 8 178% 104 0.9
18 511 15.4 46.6 11,400 276 15 8 9.9 13.0 1.3
524 154 47.0 9,300 289 20 13 7.9 12.0 13
19 375 11.1 325 6,100 21.1 32 16 7.3 16.5 1.0
377 11.2 33.1 5,900 28.4 21 14 6.9 13.6 0.9
20 454 15.4 44.8 12,100 20.5 13 6 112* 23.0 1.0
428 14.2 42.5 5,100 26.3 15 6 102 22.0 09
21 473 14.1 43.2 7,600 34.1 11 7 7.7 11.2 14
509 15.9 46.2 4,800 295 8 6 8.2 8.9 1.2
22 418 12.4 37.1 6,600 24.6 12 8 4.0 145 0.8
418 125 37.4 5,800 21.6 13 3 4.1 12.3 0.9
23 477 114 40.5 7,400 31.6 12 6 39 11.6 0.7
469 11.3 38.0 6,000 24.6 10 4 34 9.9 0.6
24 478 14.2 43.5 8,500 17.4 66 47 8.5 21.8 1.0
407 12.1 355 8,600 20.0 29 29 8.1 9.6 0.7
25 385 126 37.7 9,100 17.3 9 6 85% 30.0 09
381 12.4 37.3 5,900 20.2 14 10 73* 22.0 0.8
26 430 13.6 40.6 13,400 36.3 16 14 117% 19.0 0.6
419 13.1 39.7 8,200 385 22 16 122% 12.0 0.6
27 321 9.8 29.3 11,000 42.2 28 23 181* 18.0 0.4
307 9.6 28.3 13,600 389 44 49 131% 25.0 0.5
28 433 12.4 37.4 10,500 42.7 9 6 146% 17.0 1.1
413 119 35.7 10,300 50.2 8 3 123% 14.0 1.1
29 284 8.4 24.6 4,200 8.3 7 1 64% 14.0 0.8
281 8.0 24.0 4,800 12.0 9 5 101* 6.0 0.7
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BMY-28100 250 mg x 3/day x 7 days (p.o)

(A, /2 7]
Day day 1 day 8
WBC 12100 5100
CRP 6+ -

Sputum | K. pneumoniae (H-)
culture | X maltophilia (Hr)
S. marcescens ()

> (>
Chest
X-p

Fig. 2. Case no. 20, 85 y, male, pneumonia.

BMY-28100 500 mg x 3/day x 10 days (p.o)

39° L L %,
38"
BT
37°
36° f f t —+ +——rt + + t t ;
Day day 1 day 11
WBC 7600 4800
CRP 2+ -
ESR 60 7
(mm/h)
Sputum | S. pneumoniae (many) normal flora
culture
<)
Chest
Xp

BT : body temperature

Fig. 3. Case no. 21, 55 y, male, pneumonia (chronic bronchitis).
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CLINICAL STUDY ON BMY-28100

Y asuvuki Sano and Y asurumi Miyamoto
Department of Internal Medicine, Doai Memorial Hospital,
2-1-11 Yokoami, Sumida-ku, Tokyo 130, Japan
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Kazuruto Fukaya

Department of internal Medicine, Yokohama Teishin Hospital

Kaoru SHiMADA

Department of Infectious Diseases, Institute of Medical Science, University of Tokyo

BMY-28100 was studied for its clinical efficacy and adverse effects.

Clinical evaluation was carried out in 29 patients (pneumonia 5 cases, acute bronchitis 7, chronic bronchitis 10,
bronchiectasis 1, diffuse panbronchiolitis 1, pyelonephritis 4, chronic cystitis 1). Response was excellent in 4 and good in 17
cases with an efficacy rate of 72.4%.

As adverse reactions, nausea and anorexia were observed in one case. As laboratory findings, slight elevation of GOT, GPT

was observed in one case.



