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Table 1.

Maxillo-Facial Surgeons

Grade of symptoms and numerical points
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Criteria for evaluation of clinical efficacy by the Japanese Society of Oral and

1. Body temperature 0: less than 37T, 1: from 37T to 37.5C
2. from 37.6°C to 37.97C, 3. more than 38C
2. Fatigue 1. none, 2. existence
3. Anorexia 1. none, 2. existence
4. Redness (local fever)
a. Intraoral 0: none, 2. gingival redness on one or two teeth areas
4 . gingival redness on more than three teeth areas, or redness
with neighboring tissue (buccal mucosa, mouth floor, etc)
b. Extraoral 0: none, 1: redness or local fever on extraoral area
2 . redness with local fever on extraoral area
5. Swelling
a. Intraoral 0: none, 2. gingival swelling on one or two teeth areas
4 . gingival swelling on more than three teeth areas, or swelling
with neighboring tissue (buccal mucosa, mouth floor, etc)
b. Extraoral 0: none, 1: swelling on extraoral area
2 . swelling more than hen’s egg size on extraoral area
6. Induration 0: none, 1: induration by touch on face
2 . induration with skin tonus
7. Pain
a. Spontaneous pain 0: none, 1. moderate pain, 2 . severe pain
b. Swallowing pain 0: none, 1. existence
¢. Oppressive pain 0: none, 1. existence
8. Trismus 0: more than 30 mm, 1: from 20 mm to 29 mm
(limitation of jaw movement) 2. from 10 mm to 19 mm, 3. less than 10 mm
9. Finding of lymphnode 0: no finding or swelling without tenderness
1. movable swelling with tenderness
2 . fixed swelling with tenderness
Assessment of clinical efficacy
Excellent : R=0.3
Good o 0.3<R<0.7
Poor . R=0.7

Score ratio (R) =

Score (total numerical points) at Day 3

Score (total numerical points) at Day 0
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Table 2. Gingiva and serum levels of gatifloxacin after
oral administration of 150 mg
Noo |t | e | BRESS | SO | e
1 AN. 1.1 1.97 - —
2 M.J. 1.5 1.81 - -
3 M.K. 2.0 1.82 — -
4 K.H. 2.0 2.27 — -
5 W.T. 2.5 7.28 - -
6 H.K. 2.5 2.00 - -
7* O.M. 2.5 4.58 — -
8 S.M. 2.5 5.14 - -
9 S.H. 3.0 2.39 -
10 M.Y. 3.1 3.28 - —
11 LS. 3.5 5.07 - —
12 M.H. 3.5 2.94 0.79 3.72
13 G.T. 4.0 1.30 — -
14 M. 12.0 0.97 0.40 243

*

: After oral administration for 3 days
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Bl % SRR BB R R AT AT R & L 72,

1) A

1A e OV PR R O BE B (MK Ek 14) % Table
20 L 720 AFEIL150mg i 5- TOWMWFIRE TS 1.1~
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Table 3. Alveolar bone and serum levels of gatifloxacin after
oral administration of 150 mg

> Time Alveolar bone Serum A/S

No. | Initial (h) (ng/g) (ng/mL) | ratio

1 M.H. 3.5 0.13 0.79 0.16

2 LM. 12.0 0.13 0.40 0.33

Table 4. Cyst levels of gatifloxacin after
oral administration of 150 mg

-, Time Cyst
No. Initial (h) (ng/g)
1 N.Y. 2.6 3.51

Table 5. Palatine mucosa and serum levels of gatifloxacin after
oral administration of 150 mg

o Time Palatine mucosa Serum P/S
No. | Initial (h) (ng/g) (ng/mL) | ratio
1 E.T. 12.0 1.67 0.51 3.27
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Fig. 1. Tooth extraction wound levels of gatifloxacin after oral administration
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TEIS B, ERTLEREEAER 1 6]) R OB ESER 19
B (GFRIEGE RO, WERN LB, #0550 RRE L
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22%1), SREEM%100% (13/13%)) K U%H4:82.9%
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Table 6. Tooth extraction wound levels of gatifloxacin
after oral administration of 100 mg

No. Initial T(ilgr;e Tooth ex(tlr”ag;iggl wounds
1 K.M. 0.2 1.01
2 K.A. 0.5 <0.01
3 HK. 0.5 0.04
4 N.K. 0.7 <0.01
5 S.M. 0.8 0.05
6 M. 0.8 0.60
7 Y.T. 1.0 1.59
8 T.A. 1.1 0.13
9 H.N. 1.4 0.97

10 M.A. 1.6 0.04

11 H.T. 1.7 0.57

12 AM. 1.8 0.18

13 Y.M. 1.8 1.56

14 O.M. 2.0 0.11

15 H.K. 2.0 0.58

16 F.S. 2.1 0.29

17 0.Y. 2.3 0.32

18 T.H. 2.3 0.75

19 S.Y. 2.3 0.81

20 O.K. 2.5 0.42

21 O.H. 2.5 0.81

22 H.T. 2.7 0.36

23 T.M. 2.7 0.55

24 N.K. 2.7 0.75

25 K.K. 2.8 0.10

26 O.T. 2.8 0.50

27 Y.A. 2.8 0.66

28 H.K. 3.0 0.86

29 M.K. 3.2 1.22

30 Y.N. 3.3 0.53

31 O.F. 3.5 0.81

32 O.K. 3.8 1.33

33 K.K. 4.2 0.62

34 H.M. 4.3 0.44

35 O.H. 4.5 0.41

36 AY. 4.5 0.50

37 S.H. 4.6 0.37

38 T.K. 4.7 0.41

39 U.M. 4.9 0.44

40 K.E. 4.9 0.70

41 M.Y. 5.0 0.58

42 K.Y. 5.0 1.00

43 N.T. 5.4 0.42

44 M.S. 5.6 0.51

45 LF. 5.6 0.56
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Table 7-1. Number of patients evaluated

No. of patients enrolled No. of patients evaluated
104 for efficacy by doctors
76

Periodontitis 22
Pericoronitis 13
Osteitis of jaw 41

No. of patients evaluated
for efficacy by comparative score
67
Periodontitis 19
Pericoronitis 11
Osteitis of jaw 37

No. of patients evaluated
for clinical adverse reaction
104

No. of patients evaluated
for abnormal laboratory findings
71

No. of patients evaluated for utility
78

Table 7-2. Reasons for exclusion from evaluation

Clinical efficacy
Adverse Laboratory

Reason Doctor's  Comparative score reaction  findings Utility
evaluation evaluation
Excluded
Disease not included in protocol 2 2 2
Not reached the defined pre-dose score 1 1 1
Received a previous quinolone chemotherapy 5 5 5
The preceding specific chemotherapy unknown 1 1 1
Drop-out
Violation of concomitant drug 9 9 9
Violation of concomitant treatment 1 1 1
No visit after initial consultation 6 6 6
Discontinued because of adverse reactions 9 9
or progressed disease
Not examined on day 3 9
Shortage of total dosage 1 1 1
Unsatisfactory laboratory tests 33
Total 28 37 0 33 26
11) Tho7, 85.1% Tdh o 7o EERNERFILHREMMERLTT3.7% (14/
(2)  sLECHE 1961), sEEBEAT100% (11/1161), %42 T86.5%

BECHES X BRI R, RRRIEBI 67 B [ (32/37#l) TdH -7 (Table 11),
1178l THE] 4080 O [H%h] 1060T, HrhEid 5 OAMFEIL200meg/HTIX100% (7/7),
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Table 8. Background of patients (doctor’s evaluation)

Diagnosis
- " - — — - Total
Periodontitis Pericoronitis | Osteitis of jaw
male 10 6 27 43
Sex
female 12 7 14 33
20-39 6 9 18 33
ﬁff 40-59 10 3 18 31
60-79 6 1 12
100 X 2 4 7
Daily dose
(mg X times) 150 X 2 21 9 28 58
200 X 2 1 10 11
3 15 4 22 41
Duration _
(days) 4~7 6 9 16 31
8~14 1 3 4
Total 22 13 41 76
Table 9. Background of patients (comparative score evaluation)
Diagnosis
- " - — — - Total
Periodontitis Pericoronitis | Osteitis of jaw
male 8 5 24 37
Sex
female 11 6 13 30
20-39 4 7 18 29
ﬁff 40-59 10 3 14 27
60-79 5 1 11
100 X 2 4 7
Daily dose ‘
(mg X times) 150 X 2 18 7 24 49
200 X 2 1 10 11
3 14 4 21 39
Duration A~7 4 14 25
(days)
8~14 1 2
Total 19 11 37 67

300mg/H T81.6% (40/49),
11) THh-o72,

3) HHE R R)R

TR LR A G IE B CHITE FRRD R 252 LR 72 4061
75 92HDH (Table 12) AWEER & L THRI Sz,
SR RE TR D LR T ABRTER 4T RO %
12 95.7 %, GFAMES 7 LBEVER6HRIZHB\VTIZ100 %
DYRETH o7, X, BEMES T LR 23 HROIEE
FI13100%, HERES 7 LEMEHE 16FRICBVWTH 100 %
THho71,

SR M E RS (Table 13) (dHMME YA
BT, WEAMEREIF, HWEAMESBITHY, ZoRBEMAL
FL100 % Th o 72, WHHEGIEII2HT, 2052
WREIC & 2 B A AT 1760, SHWAELL bIZ X 2 88k

400mg/HT90.9% (10/

BN IS HTHY, FOREIEIL6.9%TH 7,

SRR A9 5 MIC., (Table 14) i, 0.05~3.13
ng/mLTohY, TFLX, CPFX, OFLX &HE¥ 5 &,
ARHFIZCPFX, OFLX & 03 < TFLX & {121Z[F% 0 MIC
ERT LR SN, £/, ABPCIZIINZ /R34 —
EROW (Staphylococcus aureus, Serratia marcescens 55) |2
Rif7e MIC #/R- L 72,

4) wEME

(1) EIfEH

BIE RN PRI A GERI 0 104 B 811 (7.7 %)
ZRRO LN, FONEIE - RBIE, R, BR, A
AP - F v, TESE, 725 & (Table 15) Tho
Too TNHOMEE - HALEERF T EE L b DT % (%
ki b L i3 5HE®IcETHEL L 72,
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Table 10. Efficacy of gatifloxacin classified by clinical diagnosis (doctor’s evaluation)

Diagnosis Daily dose No. of Clinical efficacy Efficacy
gnos (mg Xtimes) | patients | oxcellent good fair poor rate(%)
) o 150 X 2 21 6 9 3 3 71.4
Periodontitis
200X 2 1 1 100
22 6 10 3 3 72.7
i o 100 X 2 4 100
Pericoronitis
150 X 2 ¢ 3 100
13 7 100
100 X 2 3 3 100
Osteitis of jaw 150 X 2 28 6 17 2 3 82.1
200 X 2 10 1 7 2 80.0
41 7 27 4 3 82.9
100 X 2 7 4 3 100
150 X 2 58 15 32 5 6 81.0
Total
200 X 2 11 1 8 2 81.8
76 20 43 7 6 82.9

Efficacy rate (%)=(excellent+good)/No. of patients

Table 11. Efficacy of gatifloxacin classified by clinical diagnosis
(comparative score evaluation)

Diagnosis Daily dose No. of Clinical efficacy Efficacy
gnosis (mg X times) | patients [ axcellent good poor rate(%)
) o 150 X 2 18 4 9 5 72.2
Periodontitis
200 X 2 1 1 100
19 4 10 5 73.7
, N 100 X 2 4 4 100
Pericoronitis
150 X 2 7 2 100
11 6 100
100 X 2 3 3 100
Osteitis of jaw 150 X 2 24 6 14 4 33.3
200 X 2 10 1 8 1 90.0
37 7 25 5 86.5
100 X 2 7 4 3 100
150 X 2 49 12 28 9 81.6
Total
200 X 2 11 1 9 1 90.9
67 17 40 10 85.1

Efficacy rate (%)=(excellent+good)/No. of patients
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Table 12.

Bacteriological response of clinical isolates

Isolated organism

No. of strains

Bacteriological response

eradicated

persisted

Eradication
rate (%)

Aerobic bacteria

53

51

2

96.2

Gram- positive

47

45

2

95.7

Corynebacterium sp.

Leuconostoc Sp.

G. morbillorum

G. hemolysans

S. aureus

S. haemolyticus

S. anginosus

DN || = | =00 ||

DO | == | — 00| ]|

S. constellatus

—
[e]

—
[e)

100

S. intermedius

S. equinus

S. mitis

S. oralis

S. salivaris

S. sanguis

Gram-negative

100

H. parainfluenzae

M. (B.)catarrhalis

Neisseria Sp.

=== O =]

Ny e S o R Y e Y Y R B2

Anaerobic bacteria

w
©

w
©

100

Gram- positive

DN
w

[N}
w

100

A. israelii

A. meyeri

Actinomyces Sp.

B. adolescentis

E. lentum

P. anaerobius

P. magnus

DO [ == = =] =

=== =] =]~

P. micros

—
[e)

—
=
j=)

100

P. prevotii

R

S

Peptostreptococcus Sp.

—

—

Gram- negative

—
>

—
(e}

100

B. gracilis

F. nucleatum

P. asaccharolytica

P. buccae

P. denticola

P. gingivalis

P. intermedia

P. loescheii

P. oralis

Veillonella sp.

— W= W=~ ||

—|lwl—|w|—~|—|tofo|—]—

Total

el
[N

©
(=)

97.8
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Table 13. Bacteriological response of clinical isolates to gatifloxacin classified by type
of infection
Bacteriological effect o
Isolates No. of patients . partially ] Eradlc?g/lc;n
eradicated eradicated replaced | persisted rate (%
Monomicrobial infection 8 8 100
Aerobic bacteria 3 3 100
Gram- positive 2 2 100
S. mitis 1 1
S. oralis 1 1
Gram- negative 1 1 100
Neisseria sp. 1 1
Anaerobic bacteria 5 5 100
Gram- positive 4 4 100
Actinomyces sp. 1 1
Peptostreptococcus Sp. 1 1
P. micros 1 1
P. anaerobius 1 1
Gram- negative 1 1 100
P. asaccharolvtica 1 1
Polymicrobial infection 32 31 1 96.9
2 species 17 16 1 94.1
3 or more species 15 15 100
Total 40 39 1 97.5
Eradication rate (%)=(eradicated+replaced)/No. of patients
(2) BRRMA(E Rw 2 HREDSER SN TS, 40, FAIIHZIZEK

RRIR AR A {18 S 2 B | L ST RAEB 71 Bl 2451 (2.8 %)

123 5N 7z, 1BICS-GPT D550 (18) 2o 5%
(43) ~O E5 ROV AL-p DF 541 (263) A5 4% 5-% (300)
O LEHRBEDH N, Fio, 1BNIAFEEEROIE SR (1.7)
M oHGH% (12.1) ~0HnAsEio itz (Table 16),
5 AR

BRIRADE, EER R CHRMABRE 2 RG0SR
L, GERHSEMIC L) FHMEEHE L, ZONRE
Table 17 128% AR @S SAER 78 Blrp, [
THER] 1L, THR] 496, TR/ 96, KU
[FHTRW] 9FITH 70 2095 [WOTHEH] &
[(HR] #265bE7-HHEIL76.9% (60/78%]) TH-
7oo WABINIHEMERARSL &, WEMKESK63.6%, Wi
EF % 80.0 % M UFi%82.9% THh -~ 72,

m % %=
fEk, oREF - OREANRMEBIRGEI S L TE 3 T2 %
LAMEESNH SN TE LD, EEIIZYEHED 7L
Fux /0 REESERHSNL LI o7 T
Fux /oy RIMEESLHELZEAXXZ PLEFL,
M0 B MR AT 2 R 72 o MEBURSSE IS L TR

ENZzT7 VAT F 0L REREE GFLX 0% UK 4E
WA A HERE, REMEEWET 5 HI TN, R
H9ARET 2 FEHE L 72

KA, EBRAEBRBRIC=2tF -2 —z)Ls
BEMEERGFEOOANEL S ERE S HE (Streptococcus
mitis,

Strptococcus constellatus,  Streptococcus intermedius,

Streptococcus anginosus, Streptococcus sanguis) 99 ¥k %
WGFLX, TFLX R U'OFLX (22w T MICHllE %17 -
7z (Table 18), #D#E%E, GFLX ®MIC,130.39~0.78
pg/mLThY, TFLX LEFEDL LLIZ1EIZES LD,
OFLX & ) 1 &2 5 3FIZEEN/MICy Z/RLTZe D
FERICEDE, - OSBRI O BRIR R % FE Hf
THERVGHL LD LHET I NI,
HENMERITORE#RRE RS &, RHANREIIAR
#150mg &5 T1.1~12KMTO0.97~7.28 ug/g,
B IR 15 3.5~ 12 % T0.13 ng/g, #EHBN
BRI I% 5 2.6 BHIA T3.51 ng/g, HISAEIEAERE L
%5 12 KM% TL1.67 ug/g Tho7:o TFLX DA HIR
FEI3#%5-2.5~3F% D661 T0.40~1.64 ng/g & D3
H DL, FLU2.5~3FMD 55 TGFLX Tid2.00~
7.28 pg/g ERMVHIBBITE R L T 5, HIEENIRE
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Table 14-1. Sensitivity of clinical isolates to gatifloxacin and reference agents
Isol No. of Gatifloxacin Tosufloxacin Ciprofloxacin
solates isolates | MIC range  MIC., MIC range  MICa, MIC range  MIC..
aerobic S. aureus 1 0.05 0.05 0.05 0.05 0.39 0.39
Gram- positive | §. haemolyticus 1 0.05 0.05 =0.025 =0.025 0.20 0.20
bacteria S. anginosus 2 0.10-0.20 0.20 0.20 0.20 0.39-0.78 0.78
S. sanguis 4 0.78-3.13 3.13 0.78-3.13 3.13 1.56-6.25 6.25
S. constellatus 13 0.20-0.78 0.78 0.20-1.56 0.78 0.78-3.13 1.56
S. intermedius 11 0.39-0.78 0.78 0.39-0.78 0.78 0.78-3.13 3.13
S. mitis 3 0.78-3.13 3.13 0.78-3.13 3.13 3.13-12.5 125
S. salivarius 1 1.56 1.56 1.56 1.56 6.25 6.25
S. equinus 1 0.39 0.39 0.78 0.78 1.56 1.56
S. oralis 8 0.39-3.13 3.13 0.39-3.13 3.13 0.39-50 50
G. morbillorum 10 0.10-0.78 0.78 0.20-0.78 0.78 0.39-3.13 1.56
G. haemolysans 1 0.10 0.10 0.39 0.39 0.78 0.78
Leuconostoc Sp. 1 3.13 3.13 3.13 3.13 12.5 12.5
Corynebacterium sp.| 1 1.56 1.56 12.5 12.5 12.5 12.5
aerobic Neisseria sp. 3 =0.025-0.39 0.39 =0.025-0.78 0.78 =0.025-0.39 0.39
Gram—_negative S. marcescens 1 0.39 0.39 0.20 0.20 0.20 0.20
bacteria H. parainfluenzae 1 0.05 0.05 0.05 0.05 =0.025 =0.025
M. (B.)catarrhalis 1 0.39 0.39 0.39 0.39 1.56 1.56
anaerobic A. israelli 1 0.39 0.39 1.56 1.56 3.13 3.13
Gram- positive | A. meyeri 1 0.39 0.39 6.25 6.25 6.25 6.25
bacteria A. odontolyticas 1 0.39 0.39 0.39 0.39 1.56 1.56
B. adolescentis 1 0.20 0.20 0.39 0.39 0.39 0.39
E. lentum 1 0.20 0.20 1.56 1.56 1.56 1.56
P. anaerobius 1 0.10 0.10 0.05 0.05 0.39 0.39
P. magnus 2 0.20 0.20 0.20-0.39 0.39 0.78 0.78
P. micros 12 0.05-0.39 0.39 0.05-0.39 0.20 0.39-0.78 0.78
P. prevotii 4 0.20-0.39 0.39 0.20-0.39 0.39 0.78-1.56 1.56
anaerobic P. melaninogenica 1 0.78 0.78 1.56 1.56 12.5 12.5
Gram- negative| B. gracilis 1 0.78 0.78 1.56 1.56 12.5 12.5
bacteria P. loescheii 1 0.39 0.39 0.39 0.39 3.13 3.13
P. oralis 4 =0.025-3.13 3.13 =0.025-6.25 6.25 0.20-25 25
P. buccae 2 0.39-3.13 3.13 0.39-1.56 1.56 6.25-25 25
P. intermedia 4 0.20-1.56 1.56 0.20-3.13 3.13 0.39-12.5 12,5
P. denticola 2 0.39 0.39 0.39-1.56 1.56 3.13 3.13
P. asaccharlytica 2 =0.025-0.20 0.20 =0.025-0.20 0.20 0.20-0.39 0.39
P. gingivalis 1 0.39 0.39 0.78 0.78 6.25 6.25
F. nucleatum 1 0.39 0.39 0.10 0.10 0.78 0.78
Veillonella sp. 2 0.05-0.20 0.20 0.20 0.20 0.20 0.20
MIC : (pg/mL : 10°CFU/mL)
R Z R L 72AS, ERNEE, SR R Ok 7oo A, FAROFERE2H), FIEEG 1FIZBWTE

APEREILEIE L7-CIREL » HERE O MIC, % 4 2 5
R L, BERMEORBRS+FICHFETELIEEZLN
77

AT R BT OVWTIEAE AN S DS, &
51 EERI%LDBEIZ BV T0.04~1.59 ug/g &R L7,

FREsHRIE, FEEHEOHFTIL82.9%, HEMT
TIXHEMREAT72.7 %, WHEEBEAK100 %k UFH2%£82.9
% LEVARNEL IR L, FRRIC SECHE T EER T
DHENHEILE5.1 %, B TIIHEHEXT3.7%,
BRI 2100 %, R UBHZ£86.5 % & AAFDOMEM % 7R L

BEHET [RRHR], HEHET [F7] L ofExE
AU 7o 0 FREBRF RS FROEREZ R L7,
#5890 FEEHEDAHEHFIE200mg/H Tid 100 %,
300mg/H T81.0%, 400mg/H T81.8% CTdH IR
DA SENL -7,

fhd 7 A ax /0y RPUEHE TR0 s EBH E AR
L2518, OIHRVIBAHRAELARETRBLTAS
&, OFLX1 H300~600mgf&5TOHEMETT.4% ,
lomefloxacinl H 400, 600mgf%5- CTOEMWEEZNFN
81.0%, 80.3%", TFLX1H 150~600mgi%5CTnH



VOL. 47 S—2

BRE - CIRESVERRISIC 5517 5 GFLX D3RR - BRRAIMET

415

M3 83.8%" THh,

Table 14-2. Sensitivity of clinical isolates to gatifloxacin and reference agents

No. of Ofloxacin Ampicillin
Isolates . .
isolates | MIC range  MIC., MIC range  MIC,
aerobic S. aureus 1 0.39 0.39 25 25
Gramjpositive S. haemolyticus 1 0.20 0.20 0.39 0.39
bacteria S. anginosus 2 0.78-1.56 1.56 =0.025-0.05 0.05
S. sanguis 4 3.13-12.5 125 =0.025-0.10 0.10
S. constellatus 13 1.56-6.25 3.13 =0.025-0.39 0.10
S. intermedius 11 1.56-6.25 6.25 =0.025-1.56 0.20
S. mitis 3 6.25-25 25 0.05-0.39 0.39
S. salivarius 1 12.5 12.5 0.78 0.78
S. equinus 1 3.13 3.13 =0.025 =0.025
S. oralis 8 1.56-50 50 =0.025-0.78 0.78
G. morbillorum 10 0.78-3.13 3.13 =0.025-0.10 0.10
G. haemolysans 1 1.56 1.56 =<0.025 =0.025
Leuconostoc Sp. 1 25 25 0.20 0.20
Corynebacterium sp. 1 12.5 12.5 <0.025 =<0.025
aerobic Neisseria sp. 3 0.05-1.56 1.56 =0.025-0.20 0.20
Gram—_negative S. marcescens 1 0.78 0.78 >100 >100
bacteria H. parainfluenzae 1 0.10 0.10 0.39 0.39
M. (B.)catarrhalis 1 0.39 0.39 0.78 0.78
anaerobic A. israelli 1 3.13 3.13 =0.025 =0.025
Gram- positive | A. meyeri 1 12.5 12.5 =0.025 =0.025
bacteria A. odontolyticas 1 1.56 1.56 =0.025 =0.025
B. adolescentis 1 1.56 1.56 =0.025 =0.025
E. lentum 1 1.56 1.56 =0.025 =0.025
P. anaerobius 1 0.78 0.78 =<0.025 =0.025
P. magnus 2 1.56 1.56 0.05 0.05
P. micros 12 0.78-1.56 1.56 =0.025 =0.025
P. prevotii 4 1.56-3.13 3.13 =0.025-0.05 0.05
anaerobic P. melaninogenica 1 6.25 6.25 12.5 12.5
Gram- negative| B. gracilis 1 3.13 3.13 1.56 1.56
bacteria P_ loescheii 1 3.13 3.13 0.20 0.20
P. oralis 4 0.39-6.25 6.25 =0.025-12.5 12.5
P. buccae 2 1.56-12.5 12.5 0.39 0.39
P. intermedia 4 0.78-12.5 12,5 =0.025-25 25
P. denticola 2 1.56 1.56 0.20-0.39 0.39
P. asaccharlytica 2 0.39-1.56 1.56 =0.025 =0.025
P. gingivalis 1 6.25 6.25 0.20 0.20
F. nucleatum 1 1.56 1.56 0.20 0.20
Veillonella sp. 2 0.39-0.78 0.78 =0.025 =0.025

GFLX (85.1%) D&WAxhMED

MIC : (ng/mL : 10°CFU/mL)

97.8% L@ <,

IR R A EFIT TV B EEIOND,

MR X N7z,

FIGEEH E A RAEB T 5-BGHIE 12 MIC A%IlE S 7
EHD 1099, 7T LEME 82 (75.2%), Rt
WAS27Hk (24.8%) THo7:o T MFEMEEAT404K (36.7
%), BRAMEED 69 (63.3%) &R S/ wF -
CIRESV R RIS GE (2 B AR E OB & L,
KELELRDIDOTUERDoTz, SHGHESNHHKIC
145 GFLX O MICy l2 oW Tld, 2Bz L 3.13
ng/mLUFTHY, TFLX &% E, CPFX, OFLX
INRVITE N AR L7c, T4 E0ORKAEOHEERIL

BIER IR &M SAEF D 7.7 % (8/104 B1) |
BoOLN, FONFEITH - BZ, ki), ER, R
B F\, FEE, £AXThol, INHDOME - Y
{LEHERS MR L BEEZ D DI % G5k TH L <
5 I RICETHE L7z, BRREMEOREEEIC
DWTIES-GPT, Al-p®LtH, FEEEROHESE & 2 fEf]
RO LNz, NS ORIER R UERREMEO R L
BEIREFOF /0 AEHETRICHRESNELDT
&)/)f:o

BRIRAER, WEMEBMELZHHARIIEETT6.9%
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(60/78%1) Tdh -7z
DEoi#EL ),

GFLX 1384 - #hiy - NFEHBEF O
[T P AR~ BB 2 LR BB A T HE R B W B I ATRR D B 1,

o, R - LIFES RS e (2 5 L AL 22 i R R

(NN

Table 15. Adverse clinical reactions

ZEWIZOHICHEN RO LN o270,
AFIREGIE DGR A R ERTH D EEZ LT,

Sex : . . ; Day of | Daily |Administration Day of -~
Agely) Diagnosis Symptoms | Severity |Relation to the drug appearance | dose | of the drug |disappearance Treatment
n}zago osteitis of jaw diarrhea mild possible 3 15>(<)1§1g continued 4 none
male osteitis of jaw diarrhea | moderate | probably relational 2 150mg continued 4 alumigel
44 o ) rash moderate | probably relational 3 X2 suspended 6 serestamine
feggale perio:{\i/t(izl;)rf the sleepiness mild probably relational 2 15;2%15{ continued 3 none
ferélgle perioz}i}ézl:rf the nausea mild probably relational 1 15>(<)r§1g continued 3 none
female | pericoronitis of the |discomfort mild probably relational 0 150mg continued 3 none
57 wisdomteeth dizziness mild probably relational 0 X2 3 none
rrzazle periostitis of jaw | headache | moderate | probably relational 1 ISQI,;g suspended 3 none
mzasle peri%;ﬁ%ﬁ;éﬁl the dullness mild possible 0 15>(<)r£1g continued 3 none
rr[llagle peris\z;%‘éirgfee(;; the headache mild possible 0 l()>(<)r£1g suspended 1 Sedes-G
Table 16. Abnormal laboratory findings
Sex . . Item Relation to Daily dose
Agel(y) Diagnosis (before —after — post) the drug (mg X times)
S-GPT
: . (1843 —17) .
njl‘l:;le osteitis of jaw possible 200mg X 2
Al-p
(263 —300—238)
female " . eosinophils - .
16 osteomyelitis of jaw (17—12.1) possible 150mg X 2
Table 17. Usefulness
Usefulness Useful
. . . - sefulness
Diagnosis No. of patients markedly useful slightly useless rate (%)
useful useful
Periodontitis 22 4 10 5 3 63.6
Pericoronitis 15 2 10 1 2 80.0
Osteitis of jaw 41 5 29 3 4 82.9
Total 78 11 49 9 9 76.9

Usefulness rate (%) = (markedly useful+useful) /No. of patients
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Table 18. Antibacterial activity of gatifloxacin
and reference against clinical isolates
(No. Isgl?stglsates) Agent MIC range | MICq
Gatifloxacin 0.39 - 1.56 0.78
S.(gn(;‘t)is Tosufloxacin | 0.20 - 0.78 0.78
Ofloxacin 0.78 - 3.13 3.13
Gatifloxacin 0.39-0.78 0.39
S constats [ “Tosufloxacin | 0.10-0.39 | 039
Ofloxacin 0.39 - 1.56 1.56
Gatifloxacin 0.20 - 0.78 0.78
S mferetedies [ "osufloxacin | 0.10- 0.39 | 0.39
Ofloxacin 0.20 - 3.13 3.13
Gatifloxacin 0.10 - 0.39 0.39
S angioses | osufloxacin | 0.05- 0.39 | 0.39
Ofloxacin 0.39 - 1.56 1.56
Gatifloxacin 0.20 - 0.78 0.78
5 'z‘g;g)uis Tosufloxacin | 0.10 - 0.39 0.39
Ofloxacin 1.56 - 6.25 3.13
MIC : (xg/mL : 10°CFU/mL)
X 73 687~689, 1991
1) Hosaka M, Yasue T, Fukuda H, et al.: In vitro 6) #HH JL, AE B, KHGLE, M ORESRGE
and in vivo antibacterial activities of AM- BUBYEIZ BT B T-3262 DERER, EERIRFZE,
1155, a new 6-fluoro-8-methoxy quinolone. Chemotherapy 36 (Suppl. 9) : 1475~1481,
Antimicrobial Agents and Chemotherapy 1988
36 (10) : 2108~2117, 1992 7) BEfES, SUREA, WREE, b ORESLVR4E
2) Wakabayashi E, Mitsuhashi S: In vitro BWIZBIF 5 DL-8280 »HERER - FRIK AT
antibacterial activity of AM-1155, a novel Chemotherapy 32 (Suppl.1) : 1070~1083,
6-fluoro-8-methoxy quinolone. Antimicrobial 1984
Agents and Chemother 38 (3): 594~601, 8) HAARKE, HE K, WAHEE, v wRokE
1994 VBRI AE LSS 5 NY-198 (Lomefloxacin)
3) NARMEF, IIHEHEK, BHEEE, i sEdEo DG B O 7280 O W BERERK A, IR 7
Za—=bF70 Ly FIRDARBDEIEEE L%/ 92~111, 1988
02 RIEEO L FEEOKT. A AR A 9) FEAARKER, BMIOBET, ®HF £ b OpEst
it 43 (3) 1 357~360, 1995 FHEIURGE 1239 % T-3262 (Tosufloxacin
4) WASMHALFHEFRRE, HEY VBV YL, tosilate) DERRIIIRET, PR 8:5~15, 1989
AM-1155, #Hi, 1995 10) fE4ARKER, FREMESH, HRIEZE, b SR
5 EHLE (HALFHEEEREWERH ERERFE IS © O E B L OEHEZEICOn

B&) PEEICLBEBRESICBITSEER,
FRIRIRAE S E O HIE 1, Chemotherapy 39 :

TORREY. FEME 51 87~96, 1986
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Basic and clinical studies of gatifloxacin in oral surgery

Jiro Sasaki and Akihiro Kaneko

Department of Oral Surgery, School of Medicine, Tokai University
143 Shimokasuya, Isehara, Kanagawa 259-1143, Japan

Kazuo Shiiki

Department of Dentistry and Oral Surgery, Iwaki Kyoritsu General Hospital

Yukihiro Michiwaki and Kenichi Michi

First Department of Oral and Maxillofacial Surgery, School of Dentistry, Showa University

Kazuyuki Kanno and Tomoya Ohno

Second Department of Oral Surgery, School of Dentistry, Ohu University

Tadashi Yamamoto
Department of Dental and Oral Surgery, Toyohashi Municipal Hospital

Nobuo Yamane
Department of Dentistry and Oral Surgery, Ashikaga Red Cross Hospital

We performed experimental and clinical studies on gatifloxacin, a new synthetic antimicrobial

agent, for oral use in the field of oral surgery.
1. A single dose of 150 mg of gatifloxacin (GFLX) was administered to 16 patients. Concentrations
of GFLX in gingiva were 0.97-7.28 ug/g 1.1-12 hours after administration in 14 subjects ;
those in alveolar bone were 0.13 ug/g at 3.5-12 hours in 2 subjects; and those in cyst, 3.51
pxg/g at 2.6 hours in 1 subject; and in palatine mucosa, 1.67 ug/g at 12 hours in 1 subject.
2. A single dose of 100mg of GFLX was administered to 45 patients, and concentrations found

in tooth extraction wounds 0.2-5.6 hours later were <0.01-1.59 ng/g.
3. A clinical study was conducted in 104 patients with odontogenic infections. The efficacy

rate judged by comparative score evaluation was 85.1 % for 67 patients, while that by doctors

was 82.9% for 76 patients.

Side effects were observed in eight cases (diarrhea, rash, sleepiness, nausea, discomfort,
dizziness, headache, dullness). Abnormal laboratory findings were recognized in two cases (mild

4.

increase in eosinophils and slight elevation of S-GPT, Al-p).
Based on these results, we conclude that gatifloxacin is a useful antimicrobial agent for the

treatment of odontogenic infections at a dose of 200-400mg/day.



