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Table 1. Criteria for evaluation of clinical efficacy by the Japanese Society of Oral and Maxillo-Facial Surgeons
Grades of symptoms and numerical points

©less than 37°C, 1: from 37°C to 37.5C

“from 37.6C to 37.9C, 3: more than 38°C

I none, 2 | existence

1. Body temperature

2. Fatigue

—— o

3. Anorexia ‘ none, 2 | existence

4. Redness (local fever)
a. Intraoral 0 : none, 2 . gingival redness on one or two teeth area

4  gingival redness on more than three teeth area, 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 area
4 gingival swelling on more than three teeth area, or swelling with
neighboring tissue (buccal mucosa, mouth floor, etc.)
b. Extraoral “none, 1 © swelling on extraoral area

[S R

. swelling more than hen’s egg siaed on extraoral area

6. Induration - none, 1 induration touched on face

oo

induration with skin tonus

7. Pain

a. Spontaneous pain

<

“ none, 1 . moderate pain, 2  severe pain

b. Swallowing pain “none, 1 existence

c¢. Oppressive pain ‘none, 1 existence

8. Trismus > more than 30 mm, 1 from 20 mm to 29 mm

(limitation of jaw movement) Cfrom 10 mm to 19 mm, 3 less than 10 mm

9. Finding of lymphnode - no finding or swelling without tenderness

> movable swelling with tenderness

[SCRIE N R )

. fixed swelling with tenderness

Assessment of clinical efficacy

Excellent : R=0.3 Score ratio (R} =
Good : 0.3<R<0.7

Poor : R20.7

Score (total numerical points) of Day 3
Score (total numerical points) of Day 0
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Table 2. Concentration of SY5555 in plasma and oral tissue
Concentration
. Weight dose Time . plasma Hospital
No. Age Sex . . concetration A
tkg) {mg) min) tissue concentration code
‘ug/g ,
tug/ml,
75 Maxillary bone <0.03
1 43 M 57 200 90 Cyst-wall 0.21 T
110 0.71
120 Gingiva <0.12 0.20 v
2 37 M 65 200 Lo
120 Gingiva <0.11
3 34 M 69 150 210 Gingiva <0.11 2
@ Iwaki Kyoritsu General Hospital
@ Ashikaga Red Cross Hospital
Table 3. Patients structure
No. of patients evaluated for
clinical efficacy
Periodontitis 37
Pericoronitis 27
Osteitis of jaw 50
Total 114
No. of patients evaluated for side
No. of patients enrolled effects 17
Periodontitis 40
Pericoronitis 28
Osteitis of jaw 50
Total 118 No. of patients evaluated for utility
116
Table 4. Sex and age of patients evaluated for Table 5. Daily dose and duration in patients evaluated
clinical efficacy for clinical efficacy
Age Sex Total (%) Daily ‘dose Duration 'flast Total %
(yr) male female (mg xtimes) | =3 4~5 6~7 | 8~14
17~19 2 2 4 (3.5 100 x3 1 2 3126
20~29 10 18 28 (24.6) 150 %3 47 38 17 6 108 '94.7
30~39 11 11 22 (19.3) 200X 3 1 1 1 3 02,6
40~49 20 13 33 (28.9) . 49 38 20 7
Total (%) . 114 100
50~59 6 6 12 (10.5) 43.0) | (33.3 | "117.6) | 6.1
60~69 3 4 7(6.1)
70~79 6 1 706.1
80~ 0 1 1 (0.9
Total (%) o8 %6 114 (100)
(50.9) (49.1)
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Table 6. Clinical efficacy assessed by doctors in charge
No. of patients Clinical efficacy Efficacy rate
evaluated excellent good fair poor (%)
Diagnosis B
Periodontitis 37 8 24 2 3 32/37 (86.5)
Pericoronitis 27 9 15 2 1 24/27 (88.9)
Osteitis of jaw 50 10 33 4 3 43/50  (86.0)
Dose ‘mg < time/day)
10073 3 1 2 3/3
150 3 108 26 68 7 7 94/108 (87.0)
20073 3 2 1 2/3
o Total 114 27 72 8 7 99/114 (86.8)
Table 7. Clinical efficacy assessed by symptom score
No. of patients Clinical efficacy Efficacy rate
evaluated excellent good poor (%)
Diagnosis
Periodontitis 37 9 24 4 33/37 (89.2)
Pericoronitis 27 11 13 3 24/27 (88.9)
Osteitis of jaw 50 10 36 4 46/50 (92.0)
Dose ‘mg ¥ time/day)
100> 3 3 2 1 3/3
150 %3 108 28 69 11 97/108 (89.8)
200> 3 3 3 3/3
Total 114 30 73 11 103/114 (90.4)
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Table 8. Efficacy rate assessed by type of infection (doctors in charge)
Type of infection
Diagnosis . chronic Total
acute chronic .
facute exacerbation)
Periodontitis 26/30 (86.7) 6/7 32/37 (86.5)
Pericoronitis 18/20 (90.0) 5/6 24/27 (88.9)
Osteitis of jaw 27/32 (84.4) 15/17 (88.2) 43/50  (86.0)
Total 71/82 (86.6) 26/30 (86.7) 99/114 (86.8)
Table 9. Efficacy rate assessed by symptom score of Day 0 (doctors in charge)
i i Symptom score of Day ( N
Diagnosis Total
10~14 15~19 =20
Periodontitis 25/30(83.3) 7/7 32/37 (86.5)
Pericoronitis 11/12(91.7) 13/15(86.7) - 24/27 (88.9)
Osteitis of jaw — 31/34(91.2) 12/16(75.0) 43/50 (86.0)
Total 36/42(85.7) 51/56(91.1) 12/16(75.0) 99/114186.8)

Table 10. Efficacy rate assessed by presence of
surgical treatment (doctors in charge)

Efficacy rate (%)
Diagnosis surgical non surgical
treatment treatment
Periodontitis 27/28 (96.4) 5/9
Pericoronitis 5/6 19/21 (90.5)
Osteitis of jaw 35/37 (94.6) 8/13 (61.5)
Total 67/71 (94.4) 32/43 (74.4)
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Table 11. Clinical efficacy in case of ineffectual prechemotherapy

No. of patients Clinical effects Efficacy rate
Prechemotherapy -
evaluated excellent good fair poor (%)
3 ABPC 1 1 1/1
= AMPC 3 2 1 2/3
£ BAPC 5 1 2 2 3/5
E LAPC 5 4 1 4/5
& Sub-total 14 1 9 3 1 10/14 (71.4)
CEX 6 1 3 2 4/6
4 CDX 1 1 1/1
£ | CXM-AX 1 1 1/1
£ CFTM PI 1 1 1/1
5 CCL 10 2 6 1 1 8/10 (80.0)
Sub-total 19 4 11 1 3 15/19 (78.9)
OFLX 1 1 1/1
LFLX 1 1 0/1
TFLX 6 3 3 6/6
Z | RKM 1 1 1/1
< CAM 1 1 1/1
CFIX + BAPC 1 1 1/1
Sub-total 1 4 6 1 10/11 (90.9)
Total 44 9 26 5 4 35/44 (79.5)
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(1) EIfEM

AE & DRRBRLITEE LG > 2BEWERHNE &
& % Table 15127~ L 72,

SR BB 7THI  BIVER S BB, B EBAVR
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B, OAKIBIDF7HI(6.0%) TH-7z, BE - &
FER 1 B, Bir 1 BIngt 2 BllE ARG & Fk L 72275,
Z DMOREBIZ 12 G4k I BERTE R L, Rl R &
% HEWERIZEED LN h 5 72,

6) BIRRAEMEDORELH

FEiEI114B1 0 5 bEE S TREZLE L L TIRY L
IF72 3pln—% %K% Table 16i2/RL 72,

R AEMED REEBOWNRIT, HEERM S 14
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Fig. 2. Improvement rate of symptoms a point of Day3 and Termination
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Table 12. Clinical isolates from the closed abscesses of patients evaluated for bacteriological response
Organism Periodontitis Pericoronitis | Osteitis of jaw Total
S. aureus 1 1
S. epidermidis 2 2
K S. sanguis 4 1 3 8
%g E S. anginosus 2 1 3
_é: 'z S. constellatus 1 10 11
2 E | S intermedius 9 1 12 2
5| S mitis 1 1 2
< = L. cremoris 1 1 2
Corynebacterium spp. 2 1 3
Sub-total 17 5 32 54
Neisseria spp. 1 2 3
:_:: é K. oxytoca 1 1
g i H. influenzae 1 1
‘,’j 2 H. parainflenzae 1 1 2
é £ H. parahaemolvticus 1 1
,:’; \:5 E. corvodens 1 1
Sub-total 5 2 2 9
G. haemolvsans 1 1 2
G. morbillorum 1 1
P. micros 9 3 12
P. prevotii 1 1
Peptostreptococcus spp. 2 1 4 7
< P. acnes 1 1 2
z B. uniformis 1 1
E Bucteroides spp. 1 3 4
; P. oralis 1 5 6
E P. intermedia 5 4 9
§ P. buccae 1 1 4 6
Lol
: Prevotella spp. 4 4
F. varium 4 3 7
F. nucleatum 3 3 6
Fusobactevim spp. 2 2 4
GPR* 1 1
Sub-total 32 4 37 73
Total 54 11 71 136
*(Gram positive rod
Table 13. Bacteriological response
. . No. of patients . Not eradicated Eradication rate*
Diagnosis Eradicated .
evaluated replaced unknown (%)
Periodontitis 20 20 20/20 (100)
Pericoronitis 5 5 5/5
Osteitis of jaw 29 25 1 3 25/29 (86.2)
Total 54 50 1 3 50/54 (92.6)

* Eradicated/evaluated
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Table 14. Bacteriological effect on isolated organisms

. No. of cases . Not eradicated Eradication rate
Isolated organism . Eradicated -
patients evaluated replaced unknown %
S. sanguis 1 1 1/1
.E S. anginosus 1 1 1/1
g '@ S. constellatus 2 2 2/2
. a
k3 & S. intermedius 2 2 2/2
& < .
£ & L. cremoris 1 1 1/1
& Sub-total 7 7 7/7
Haj
o e e | H influenzae 1 1 1/1
5 =
‘g :_;’E § | E. corrodens 1 1 1/1
§ 2 Sub-total 2 2 2/2
= -8' Bacteroides sp. 1 1 1/1
%g Fusobacterium sp. 1 1 0/1
g Sub-total 2 1 1 1/2
Sub-total 11 10 1 10/11 190.9
G(+)+G(+) 2 1 1 1/2
< f— /
%- - G(+)+G(—) 2 2 2/2
£ -3 | Anaerob.+G(+) 5 4 1 4/5
—
E% Anaerob.+ Anaerob. 7 7 7/7
E ™| Not less than 3 organism 27 26 1 26/27 196.3
Sub-total 43 40 1 2 40/43 193.0)
Total 54 50 1 3 50/54 (92.6
Anaerob. . anaerobic bacteria
Table 15. Side effects
. Daily . X Day of . Day of
Symptoms Age | Sex Duration | Severity ['reatment X
dose appearance disappearance
. . . , natural aluminium silicate _
Stomach Discomfort| 38 | M |150mg, t.i.d. 4 mild 3 o . 5
bifidobacterium
Diarrhoea 49 M |150mg, t.i.d. 4 mild 2 none 3
Diarrhoea 60 F | 150mg, t.i.d. 7 mild 1 none 2
Diarrhoea 25 | M |200mg, e.i.d. 3 moderate 2 bifidobacterium 3
Rash, Itching 60 | M |150mg, t.i.d. 1 mild 0 none 2
Drug Eruption 23 F [ 150mg, t.i.d. 5 mild 5 none 9
Angular Stomatitis | 41 | M |100mg, t.i.d. 6 mild 3 none 9

Table 16. Aggravation of laboratory findings

Aggravation laboratory

No. of patients with aggra-

findings vation of laboratory findings
Eosinophile 1 1
ALP 1 1
BUNT -K 1 1
Total 3

SHEDATNA90.4% & ) FR A, KRR, S0

Midk, MREF L LRIl — TlE v hs,
B - LIES RSO — L8612 & ) BRIRZD R Aok =

T BMOPLH MDA 7504 L i 5 &, cefaclor
(CCL) 137061 THraS & 1A %h4:82.8%', cefprozil
(CFPZ) (29765 T4 %h#4:81.4%"'), cefuroxime axetil
(CXM-AX) (22346 T4 %h4:83.8%'?, cefteram
pivoxil (CFTM-PI) (320115 T A7 %) #%88.1%"'*,

cefetamet pivoxil (CEMT-PI) (3926 T 4 %) #
89.1%', cefdinir (CFDN) {21741 T £1%h4:90.8%"%,
cefditoren pivoxil (CDTR-PI) (294 T4%h4:84.0
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Table 17. Utility judged by doctors in charge
No. of Utility .
. . . - Utility rate
Diagnosis patients very . slightly X
. satisfactory . unsatisfactory (%)
evalated satisfactory satisfactory
Periodontitis 38 8 25 2 3 33/38 (86.8)
Pericoronitis 28 9 15 2 2 24/28 (85.7)
Osteitis of jaw 50 10 30 7 3 40/50  (80.0)
Total 116 27 70 11 8 97/116 (83.6)
%' THY, SY5555(% CFDN & [W)%, F 7% LIst I, ) 2 SEIAT RIS AR O U H10%m <, TR

DICH AL O o ATah$ & kL 7z,

RN FoMEHz DT, IWRTIE, B, 18,
BB ED AU K E LA hb nah-
7z £ BaG 0o LOIBER AR DV TS, 10~ 14

SR X 15~ 190t el Tk
HN#H83.3% & 45 1kh - 728, Z LIS Tlddh
AR LN h -1z, 20050 ISR DA TH B H° 4‘4
NET5.0% Th - 72, AR TIE200mg #4545 5+
3L L h o 12720 ZDRR S BT B34
7255 20850 Loy E )iz d, 150mg Dt Tl A
FA AN TH B E#2 HiLh, LG H ORI
JEALE DA EER Tlx, YARHYWLE %17 - T BRERIAS
A D62.3% ThH Y, 47%h#10394.4%, FEHQRLE
AT T EDATRNIAUL T4 . 4% TWHE L AED A b
Ltz BB BER) T H - 72BN B B A%
T, =) CREAICHL TIET1.4%, 27
LSRRI ML TI278.9%, ) R AR CEERE
= r7a 74 FRAEXOFEFZAL TIE0.9% & @Ay
W L7z T0AERERTO DTVEV M RHUSUE Y12 % <
J s A7z #5013 ampicillin(ABPC), bacampicillin
‘BAPC) n~= 1) > FZHAHD R TH - 1290 ke
T 702 ABPC (2l PR 2 a3 1IREL o R A7
ML v ainggidh ), 7227 LRIRHRIIEN=
S L BEANT I NINEL o ERFIC AT AR 2 £
r2re. Itz =) L RERDIM N 2D
HEEOH I L ARBI O G5, s - UV
2k S TRELWISH L T,

I Ak o 3 1 TSR is TR TTFEN D 5§
A BEMEE L oOvediEE, Teai A bR X 3 1T T80% LI
Az bb\fdkﬁm By e LTz, TTPEINRS A - B,
ik 7 2 (3000 KA s < AL A MU AT A »JL 3z
1365~ 7)%’(% 72, AR T2 3XT5% DA
Bl T b, H-Jmtim&ﬁwh(% D, 3 M
27 4% T — 12 H3E j#% 1 1THZ13240.7 % 9017580
L2z AR )44 Tdh 5 CFDN & b4 5 &
VFEEDMUN AW S LA DY, BRI Y RO, wE

o AL 2 D10~ 14 450

DUFEHRIT10% KA - 7219,
MR FHIRET T3, S4PIL D AR A BES 1UHR
SFHPNRIZ TR TI2.6% L EN M TH - 72, &

R DOHERIZ Z1041T &M & 0 B THRRIER
DEEDE fyw 7’%3 RO AR 72, KEL LR

I (2 Staphyrococcus J&2.2%, Oral Streptococci
33.8%, W7 7 LEMHE6.6%, Peptostrepto-
coccusl®14.7%, Bacteroides)&3.7% PrevotellaJ&18.4%
Thbd, 2~3FFOME & BT 5 &, Oral St
reptococciDHUE L F T T L, Bacteroides)&, Pre-
votella)&DHEFEHTEIN L 721718, Hif » TERAEOE T
L ARFI MR - DA R SIS GSE IS T A VA
W FTE 5L EZ2 5,

ZEMIZOWTIETR, BIAE OAREDN
{LEFRER DY 5 BB & O FEFEH 2 af 7% (6.0%) T
WD LTz Y, MR TRRET X Lz BIER R BLE
4. 9%V EW 5 EIFERH LN T, FRCEE LR LD
o 12, FIEDERSD L RN G ok & LE
LAy, HG b BICEIRIZIE R L 72, TR
(L BsdiE kA REIL L 72 5E B THRB RIS 2 0 L 72 2 I
PHEERCALE I3 TH T S Y5555 G- & ikic L, &5
HUSHEIRIZIE R L 72, BRIRRAE D REETIZ D\ T
|3 ARERIE %, ALP A5 L 0f BUN & iEK D E5t
HA1BIOFF3ENFIL 72, L L, WTFhomEs b
BRREIK 2 ) BREEENI L (BETH- 2, b,
FIE BB 1 THEEERDIE Zid A 5T 2w
At & e et 2 REARICHE L 2 HHEIL 2K T
83. 6% EEGWHRMEARL 7,

bFoucHE £ D) SYS55513 pAt - L1RESME AR ISR
FEIZ ﬂ L 1[\150mg X 3 [al4% 5 TEA7ZERRIR £ 7R
L, ARMESEYSED GBI SR L THERITH
brEZ LI,

X L7
g B, BUEGE | B4 H A bR ek e,
%fr%/ Y7 L, SY5555, #nl, 1993
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Clinical studies on SY5555 dentistry and oral surgery

Jiro Sasaki, Yoshihide Oota and Masataka Uematsu
Department of Oral Surgery, School of Medicine, Tokai University
Bouseidai, Isehara 259-11, Japan
Kazuo Shiiki, Hironobu Naitou and Kazuyuki Kanno
Department of Dentistry and Oral Surgery, Iwaki Kyoritsu General Hospital
Akihiro Kaneko, Fumisada Tomita, Kazunari Karakida and Nobuo Yamane
Department of Dentistry and Oral Surgery, Ashikaga Red Cross Hospital
Tadashi Yamamoto, Yoshinori Kanou
Department of Dentistry and Oral Surgery, Toyohashi Municipal Hospital

We performed experimental and clinical studies on SY5555, a new penem antimicrobial agent for oral use,
in the field of oral surgery.

1) Twenty-six patients were orally given 150 mg of SY5555, and the concentration of the drug in blood
accumulating in the wound after tooth extraction was determined. The concentration of SY5555 was 0.05
xg/ml or higher in 96.2% of the patients during the period from 40 min to 4 hours after medication.

2 SY5555 was administered to 118 patients with bacterial infections in the field of oral surgery. The
efficacy rate evaluated by doctors was 86.8%, while that evaluated by committee was 90.4%. Side effects
were observed in 7 patients : the gastrointestinal tract was affected in 5, and 2 showed eruption.

3 A total of 136 strains of organisms were isolated from occlusion abscesses in 54 patients. The isolation
rate of aerobic gram-positive bacteria was 39.7%, aerobic gram-negative bacteria 6.6% and anaerobic
bacteria 53.7%. The eradication rate was 92.6% (50/54 cases) in this study.



