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Fig. 1. Blood concentration of tooth extraction wounds.
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Fig. 2. Saliva concentration.
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Table 1-1. Clinical results of fleroxacin treatment
Bod Dosage Clinical response
ody . . .
Case |Age . . . . . |total| Surgical Isolated Organism evaluation , Side-
no. | ) Sex weight| Diagnosis | daiy dose |duration|, ' |treatment |[MIC: 108 cells/ml (u@/mD)] |trom criteria| 9°COF'S | effects
(kg) (mg x times) | (days) . judgement
® (ratio)
. .. good _
1|46 | F | 56 [periodontitis| 100x2 4 1080 - 711 (0.64) good
. . oL poor .
2|70 | F| 45 |periodontitis| 100x2 7 |1.40| incision 1013 (0.77) fair —
3|56 | F| 69 |periodontitis| 100x2 | 4 [0.80] % excellnt | od -
P " |extraction 211 (018) | 8
. .. incision excellent
4 |46 | F | 59 |periodontitis| 100x2 7 (140 extraction 2113 (0.15) excellent -
. .. incision good
5151 | F| 62 [periodontitis| 100x2 4 10.80 RCT 5/10 (0.50) good —
. .. good
6 |63 | M| 56 |periodontitis| 100x2 8 (160 — 813 (0.62) good —
. .. Lo S sanguts @5 excellent
7 |43 | M| 56 |periodontitis| 100x2 4 0.80| incision S. intermedius (6.25) 312 (0.25) excellent -
B. asaccharolyticus (6.25) i
. . good
8 |48 | M| — |periodontitis| 100x2 19 |3.80 — 712 (0.58) good —
. ... good eosinophilt
9 |38 | M| 65 |periodontitis| 100x2 11 (2.20| NA 8/14 (0.57) good (7-11%)
incision od
10 {42 | F | 70 |periodontitis| 100x2 8 |1.60| tooth |Peptostreptococcus sp. (1.56) 5/150(0 42) good —
extraction ’
. . . E. lentum (3.13) poor . . R
11 {80 | M| 54 [periodontitis| 100x2 7 |1.40| incision V. parvula (1.56) 10111 (0.91) fair insomnia
. . good
12 |60 | M | 54 |periodontitis| 100 x 2 4 0.80] — 6/12 (0.50) good —
. - L poor .
13 |44 | F | 44 |periodontitis| 100x2 8 |1.50{ incision 10114 ©.7) fair —
14 140 [ F | 55 |periodontitis| 200x 1 3 |0.60| incision S. tntermedius (3.13) — — insomnia
15 |61 | M| 60 |periodontitis| 2001 4 |oso| — poor poor -
’ 12/14 (0.86)
. . good
16 |44 | F | 63 |periodontitis| 200x 1 8 [1.60 - 6/13 (0.46) good —
. " NA diarrhoea
17 123 | F | 52 |periodontitis| 200x 1 3 10.60 incision — ~ light-headed
. " excellent
18 |64 [ F | 47 |periodontitis| 150x2 3 1090 — 210 (0.20) excellent —

RCT: root canal treatment, NA: needle aspiration
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Table 1-2. Clinical results of fleroxacin treatment
Bod Dosage Clinical response
ody . . - .
Case |Age . . . .  |total| Surgical Isolated Organism evaluation , Side-
no. | (y) Sex weight| Diagnosis | gaily dose |duration| . |treatment | [MIC: 10° cells/ml (ug/mD] |from criteria doctor’s | efrerts
(kg (mg x times) | (days) ® (catio) judgement
. " poor
19 {42 | F | 53 |periodontitis| 150x2 3 1090 RCT 811 (0.73) poor -
. " dizziness
20 |51 | F | 56 |periodontitis| 1502 4 (1.05 - - — headache
21 |51 (M| 59 |periodontitis| 150x2 5 |1.50| incision 13/11 (1.18) fair -
22 |32 | F | 50 |periodontits| 150x2 | 3 [0.90| RCT good 00d
periodontitis . 411 (0.36) g -
dizziness
23 |37 | F | 52 |periodontitis| 150x2 3 ]0.75 — - - insomnia
headache
. . good
24 |23 | F | 5 [pericoronitis| 100x2 4 (080 — 6/11 (0.50) good -
. L. excellent
25 |28 | M| 67 |[pericoronitis| 100x2 4 (080 -— 4/15 (0.26) good -
. . S. anginosus (3.13) good
26 |25 | M| 56 |pericoronitis| 100x2 4 080 - P. us (6.25) 8120 (0.40) good -
incision ood
27 |40 | M| 70 |pericoronitis| 100x2 7 |1.40| tooth 8 good -
. 10/18 (0.56)
extraction
28 |17 [ M| 61 [pericoronitis| 100x2 4 (0.80 - 710 (0.70) fair
. - good _
29 |34 | F| 54 |pericoronitis| 100x2 4 (0.80 — 5/11 (0.45) good
S _ good -
30 |34 | F| 51 [pericoronitis| 100x2 4 (0.80 711 (0.64) good
. . tooth good .
31 (43| F | 59 |pericoronitis| 100x2 12 (240 extraction 1015 (0.67) fair
. .. excellent
32 |24 | F | 48 |[pericoronitis| 100x2 5 1.00 - 211 (0.18) excellent -
. . poor _
33 |25 F | 41 |pericoronitis| 200x1 6 1.20 - 1013 (0.77) poor
. . good _
34 (20| F | 50 [pericoronitis| 200x1 11 ]2.20 - 11/20 (0.55) good
. .. good _
35 |36 | F| 55 |[pericoronitis| 150x2 6 [1.80] — 8/15 (0.53) good
. - excellent
36 |27 | F | 42 (pericoronitis| 150x2 6 |1.80f — 312 (0.25) good

RCT: root canal treatment, NA: needle aspiration
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Table 1-3. Clinical results of fleroxacin treatment
Bod Dosage Clinical response
ody . . - .
Case|Age . . . . . |total| Surgical Isolated Organism evaluation , Side-
no. | ) Sex weight| Diagnosis | daily dose |duration|, " \treatment | [MIC: 10° cells/ml (u@/mD)] |from criteria doctor’s | effects
kg (mg x times) | (days) © (atio) judgement
. .. good .
37 |21 | M| 65 |[pericoronitis| 150x2 3 1090 -— 11 (0.64) fair —
" Lo S. sanguis (3.13) good .
38|43 F | 39 osteitis 100 x 2 7 [1.30| incision S. intermedius (3.13) 9/18 (0.50) fair —
) - good
39(39(M]| 75 osteitis 100 x2 8 160 — 12/20 (0.60) good —
- good
40 |31 | F | 51 osteitis 100x2 4 |[0.80f NA 5/14 (0.36) good —
- . . good
41 (23| M| 64 osteitis 100x2 4 (080 — S. intermedius (3.13) 6/12 (0.50) good —
.. L good
42 (48 | F | 58 osteitis 100 x 2 11 |2.20| incision 1218 (0.67) good -
S. mitis (12.5) 0od
43 (28| F | 54 osteitis 200x1 7 |1.40| incision S. salivarius (3.13) 9 /lg 047 good —
S. constellatus (3.13) ’
- Lo . good
4 |18 F | 57 osteitis 200 x1 4 0.80| incision S. morbillorum (6.25) 6/19 (0.32) good -
.. L . good
45 |16 | F | 4 osteitis 200x1 7  |1.40| incision S. haemolyticus (0.20) 7116 (0.44) good —
» poor
46 (22 (M| 55 osteitis 200x1 7 |1.40 — 14117 (0.82) poor -
- P. asaccharolyticus (3.13) good
47 |49 | F | 65 osteitis 200x1 6 |1.20] NA S. morbillorun (6.25) 815 (0.53) good —
- oL good
48 |34 | M| 64 osteitls 150 x 2 12 [3.60] incision S. aureus (0.78) 10119 (0.53) good -
incision
. S. aureus (0.39) good
49 (49 | M| 46 osteitis 150x 2 8 (240 ex:(r):cthﬁon P. magnus 3.13) 7119 (0.37) good -
" L P. magnus (3.13) good .
50 (44 | M| 50 osteitis 150 x 2 17 |4.95( incision B. asaccharolyticus (3.13) | 9/14 (0.64) fair —
. o good
51 |51 (M| 70 osteitis 150 x 2 5 |1.50| incision S. constellatus (3.13) 13/26 (0.50) good —
S. sanguis (3.13) 00d (;311{1:1 3;)
52 |75 | M| 49 osteitis 150 x 2 3 (090 NA S. salivanius (6.25) 8 good
S. monbillorum 3.13) | 818 0:44) 5-Crt
14-1.7
- oL . . excellent
53 |43 | M| 78 osteitis 150 x 2 3 10.90] incision S. intermedius (3.13) 2122 (0.09) excellent _

NA: needle aspiration
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Table 2-1. Clinical results of fleroxacin treatment
No. of Judgement by points Efficacy
cases excellent good poor rate (%)
Diagnosis
Periodontitis 19 4 9 6 68.4
Pericoronitis 14 3 9 2 85.7
Osteitis 16 1 14 1 93.8
Dose (mg x times/day)
100 x 2 27 5 18 4 85.2
200 x 1 9 6 3 66.7
150 x 2 13 8 2 84.6
Total 49 32 9 81.6
Table 2-2. Clinical results of fleroxacin treatment
No. of Judgement by doctor Efficacy
cases excellent good fair poor rate (%)
Diagnosis
Periodontitis 19 3 10 4 2 68.4
Pericoronitis 14 1 9 3 1 714
Osteitis 16 1 12 2 1 81.3
Dose (mg x times/day)
100 x 2 27 3 18 6 77.8
200 x 1 9 6 3 66.7
150 x 2 13 2 7 1 69.2
Total 49 5 31 4 73.5
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Table 3. Laboratory findings
Case RBC Hb Ht WBC Eosino GOT GPT Al-P BUN S-Cr
no (104/mm?®) (g/d) (%) (/mm?3) (%) wnm wn aumn (mg/dl) (mg/dl)
B 417 12.8 | 36.5 6600 1 18 24 78 21.0 0.30
1 a 400 12.0 | 35.0 5700 3 23 31 72 27.0 0.90
B 396 12.2 35.7 9700 0 19 5 104 16.0 1.30
2 A 373 11.8 | 33.8 6900 1 21 11 81 18.0 1.10
B 473 14.7 | 424 9100 - 31 38 — 11.0 —
3 A 440 13.7 39.9 6700 1 44 47 99 14.0 1.00
B 423 12.6 36.6 4200 0 18 17 65 16.0 0.90
5 A 434 12.7 36.9 4300 1 14 12 64 13.0 0.90
B 482 14.3 41.1 11500 0 12 13 111 11.0 0.90
T A 498 144 | 414 | 6100 2 — _ _ - —
B 552 16.3 47.1 6200 7 18 64 90 10.0 0.90
9 A 540 16.5 474 7000 11 23 72 84 13.0 0.90
1 B 411 12.5 37.0 6700 0 27 31 133 14.0 1.10
1 434 128 | 373 4600 2 30 35 102 15.0 1.10
o B 481 14.6 | 43.1 7600 — 11 14 94 21.0 1.10
A 485 14.8 | 425 6800 — 21 18 77 17.0 1.10
;5 B 420 13.0 | 37.2 11900 0 20 24 84 20.0 1.70
A 416 12.8 | 36.6 | 10600 0 31 35 105 17.0 1.10
3 B 384 10.2 | 309 4600 1 20 15 60 13.0 0.80
A 451 11.8 | 36.6 4500 1 - - - - -
o B 481 144 | 42.0 5200 3 15 13 57 15.0 0.80
A 409 124 | 371 6400 4 10 9 56 10.0 0.70
6 B 525 16.2 | 46.2 13200 0 16 25 94 13.0 0.90
A 525 15.8 | 46.9 8600 5 26 26 90 16.0 1.10
s B 411 14.3 | 40.0 7700 0 18 18 62 14.0 1.20
A 402 13.2 | 385 6000 4 - - - — -
s B 431 14.1 | 398 4500 0 17 37 70 13.0 0.80
A 442 13.6 | 40.1 4500 — 22 34 - 15.0 -
50 B 447 124 | 373 3500 2 13 14 69 15.0 0.80
A 457 12.8 | 376 4500 3 — — — - —
5% B 397 12.3 | 357 7300 2 12 11 51 9.0 0.70
A 412 126 | 375 4900 2 12 20 58 6.0 0.70
53 B 419 134 | 39.7 | 14900 0 10 12 64 10.0 0.60
A 377 11.8 | 36.1 5700 2 13 5 61 12.0 0.50
0 B 441 129 | 39.6 8800 0 15 16 63 15.0 0.70
A 392 11.2 | 33.7 7000 1 10 18 58 15.0 0.70
4q B 436 13.5 | 383 7900 2 13 21 90 16.0 0.80
A 473 14.2 | 40.3 4200 2 15 24 79 24.0 0.80
u B 460 13.0 | 38.6 | 15600 0 13 14 100 9.0 0.70
A 455 13.2 | 383 7500 1 13 15 83 11.0 0.70
% B 477 13.7 | 40.0 7800 1 15 21 132 8.0 0.90
A 433 13.3 | 395 8900 1 11 21 138 8.0 0.80
4 B 464 10.2 | 33.2 9200 0 27 55 79 20.0 0.80
A 464 10.2 | 335 4700 0 14 20 69 11.0 0.70
5 B 530 17.1 51.5 | 20400 1 12 11 292 21.0 1.00
A 496 15.8 | 47.6 | 11500 1 15 16 215 18.0 1.00
s B 375 13.1 38.0 7000 1 15 25 194 21.0 1.40
A 339 12.1 33.3 5500 3 16 7 191 32.0 1.70
53 B 455 16.0 | 45.5 | 10000 0 18 36 - 9.0 0.90
A 480 16.6 | 48.2 5900 — 25 32 - 11.0 1.00

B: before, A: after
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BASIC AND CLINICAL STUDIES ON FLEROXACIN IN ORAL SURGERY

Axiniro Kaneko, Haruo Sakamoto, TakasHi MoristiMa, Yosuinipe Ota and Jiro Sasaki
Department of Oral Surgery, School of Medicine, Tokai University
Bouseidai, Isehara 259-11, Japan

T akerumi Morinana and Fumisapa TomiTa
Department of Dentistry and Oral Surgery, Ashikaga Red Cross Hospital

We performed experimental and clinical studies on fleroxacin, a new synthetic antimicrobial agent for oral use, in the field
of oral surgery.

1. Fleroxacin, at 200 mg, was administered to 135 patients, and the concentrations in blood of fleroxacin revealed
0.45-4.43 pg/ml at 141-370 min, after administration in 55 subjects.

2. A clinical study was conducted in 53 patients with odontogenic infections. The efficacy rate, judged by comparative
score evaluation, was 81.6%, while that by doctors was 73.5%. Causative bacteria were isolated from 17 patients. In five
cases, side-effects (insomnia, dizziness, headache) occurred. Abnormal changes in laboratory findings were noted in two cases

(mild increase in eosinophils and slight elevation of BUN, s-Cr).



