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Table 1. Clinical summary of uncomplicated UTI patients treated with SY5555
Treatment Bacteriuria* Evaluation** .
. . . — Symp- . Side
No. | Age | Sex | Diagnosis | dose |duration Pyuria*| = | . . . Remarks
tom* Species |Count| MIC | UTI Dr effects
mgXx/day| (days)
. + + E. coli 107 1 0.10 | .
1 5 | F AUC 150x3 3 — — — ——|—|Excellent| Excellent - -
+ # E. coli 10° 10.78 .
2 44 F AUC 150 x3 3 - — — |~ |Excellent | Excellent - —
. + # E. coli 107 10.39 | .
3 62 | F AUC 150 %3 3 — — ——|——— || Excellent|Excellent - -
+ # E. coli 10° 1 0.39
4 23 | F AUC 150x 3 3 — " — ——|———|Moderate| Good - -
+ H E. coli 107 | 0.78
5 |54 F | AUP |150x3| 3 . . | | = Excellent |Excellent|  — -
+ # E. coli 107 10.78
6 |25 | F | AUC |150x3| 3 . = S |2 Excellent | Excellent|  —
+ # E. coli | 10" |0.10 .
7 79| F AUC 150X 3 3 — — — — | / Excellent - -
+ # E coli | 107 [0.20 .
8 63 | F AUC 2003 7 - / Excellent - -
- - P. aeruginosa| 10* | > 100
- 1 E. coli >10710.39
9 |57 | F | AUC |200x3| 13 - e el Rt Good | hot flush
+# +# E. coli >1071 0.20
w7 |F | AUC |200x3| 7 o - LR Excellent] - -
+ + - —
11 {21 | F AUC 150 %3 3 — — — | / Good - -
AUC+ + - -
12 | 27 | M L. | 150%x3 3 —_—— / Unknown - —
Prostatitis + - — -
. - before treatment «x - UTL criteria proposed by the UTI committee
" after treatment " Dr . Dr’s evaluation
AUC ! acute uncomplicated cystitis AUP : acute uncomplicated pyelonephritis
bﬂ&‘f)*o Z1BEERC ABITH - 72, BEBRRRNRE 3. BFIKER (Table 5)

IEIxERh 2 6, Hah 16, El WJ’C“Z‘) -7z, MU
2509 RIS EEMEAL 3B, AVE 16, BESRIC AT
6;)1% IFIEFEL 260, &FE 16, %1 WJ’C&%of‘
(Table 3). UTI % BIRERBIZZIEZ 22 &, #3
BT 2BImE 16, A1BITHY, F4E01
BUESD, 56BN 1BIIEM TH - 72, AFIHEHH
ZTBES NZMEIL, S, epidermidis, E. faecalis, E.
coli, Klebsiella pneumoniae, Enterobacter cloacae O
S5HRTHN E. cloacae & W { £4k»14% L7 (Table
4)e INHLDOMICY%2 25 &, L7 E. cloacae »*
3.13ug/ml TH Y, ZNLSNDHIZ0.20~1.56pg/ml
Thotz, —F, H5SHBBHEIL, WFomEs)C
s b N - 72, FIREIC & BERRRRHIEIR, W
FTHNOEBIZB T LR 720 i’ﬂﬂl%@mﬂﬁ(iﬁ‘m
LILTWwW2Z &), Exh26, A836ITh-17,

B f- BRI 4% 315117)%].:}{ I, MREMLH, HE - 25
IPTHA 26T, Z s 36z R L AEI200~ 300
mg, 1 H3Inl, 4 F72213HMEYS- S, FEED
FRAZD RAHEIXF AT 2 B, 0% 16T, #hiE
(3 3BIeBcigs Lz, UTI B#- &80 72 262>
WTHBE, ERG, Ry rImERATRAE L 72 1 6Hs
HohThH-12,

4. BIYEA - BERRAEMERE (Table 6)
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Table 2. Clinical summary of complicated UTI patients treated with SY5555
Treatment Bacteriuria* Evaluation** i
No.|Age|Sex w Catheter uTl dose (durationPyuria* . Side [Remarks
Underlying condition group megx /day|(days) Species  |Count| MIC| UTI Dr ffectg
1157 | F —(J—U)— - G-3[200x3| 7 i M 1 ﬁ Moderate| Good | — coT?
Bilateral renal stone + - - GPT?
CCpP +# E. coli 107 | 1.56
2 | 38 | M | Left renal stone - G-31300x3 | 7 —_' B _ o Excellent |Excellent| — -
U.P.J. stricture
3o | F|— € b aa|soxg| 7 || Komeomomee) 01020 oy oent|Excellent| — |
Neurogenic bladder — -
S. epidermidis 0.20
4174 | M cCC - G-6|300x3| 7 H# E. cloacae | 107 |3.13| Poor | Good | — -
Bladder tumor T E. cloacae | 10° E
E. faecalis 0.78
517 | M cce - / 1200X3| 5 +# CNS 10¢ 10.10 / Good | — /
BPH = / |
. before treatment . x . UTI ; criteria proposed by the UTI committee
" after treatment " Dr . Dr’s evaluation

CCP : chronic complicated pyelonephritis ~ CCC :

BPH : benign prostatic hypertrophy

UPpJ.:

chronic complicated cystitis

CNS : coagulase negative Staphylococcus

ureteropelvic junction

Table 3. Overall clinical efficacy of SY5555 in complicated UTI

Pyuria

L v Cleared Decreased Unchanged Effect on bacteriuria
Bacteriuria
Eliminated | 2 ] 1 3
Decreased
Replaced
Unchanged 1 1

Patient total
Effect on pyuria 2 1 1 ! 4
C—J Excellent 2
Overall efficacy rate

Moderate 1 v 3/’4 Y

] Poor 1

FNFEIT2 7 = L7
PERE I B W T LENZIE D 24T 5 2 X 5 &

ot UMREZETH - 72 77 b
in complicated UTI

Table 4. Bacteriological response to SY5555

AT B0, GRS & 5 Staphylococcus aur- lolat Nooof [ ed] Persicted
eus X° E. faecalis (25 L T LB BN % 4L T some strains | oo e Tersiste
Y, S. epidermidis 1 1
N PN TR TN ;r~r L Tit, Pseudomonas GPC | E. faccalis L 1
aemgz'nos‘a IR 2 e e v b oo, BRIGIRISE 5 S‘ulb.'mtal f T
BT RIS A ,wlw;mffmw_ﬁ L % pmemoniae | 1 |
u%*mfut7lgﬁmmﬁ IZVCBCT AU 24T ONR L e ) 0 ]
LT3, KEIo Kb BRI 5 15240 ] TH) sub-total 3 2 1
%*ﬁ*én,it,WW% C13 %142~ ARSI T Total 5 4 1

#9100g/ml® x HE K D %1154 A
LB okt kY,

Lo,

ety
FE ~ R O BRI

GPC : gram-positive cocci
GNR  gram-negative rod
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Table 5. Clinical summary of urethritis patients treated with SY5555
Treatment , WBC IN. gonorrhoeae| Evaluation* .
. . — Day of |. Urethral . Chlamy- Side
No. | Age |Diagnosis| dose |duratio . |Symptoms Gram- . - Remarks
) observation discharge|smear| VB, . |culture |diazyme| UTI Dr feffects
'mgX day| (day) stain
. 0 m # , # + 1 - )
1|28 GU ]200x3 4 — | —— | —— | —— | ——— |Moderate| Fair - —
4 - 4 + - -
. 0 +# # o o— |+ +
2 | 38 GU [ 200x3 4 —— | —— | —— | —— |Excellent|Excellent| — -
4 — — — — —
. 0 H + / ¥ 4
3 122 GU |300x3| 13 ——_—_— | — / Excellent| —
16 — - - / - /
. before treatment «x - UTI criteria proposed by the UTI committee
" after treatment "Dr . Dr’s evaluation
GU : gonococcal urethritis
Table 6. Clinical adverse reaction and abnormal changes in laboratory findings
Reaction or . . . Dose Relation ) . Day of
. Diagnosis Age Sex Severity .
item (mg % /day) to drug disappearance
. . the last day of
Hot flush AUC 57 F 2003 possible +
treatment
coT? cep 57 F 200%3 ibl 07 =z
K ssi
GPT 1 possible YN
+ © Treatment for adverse reaction was not necessary
* . Abnormal value
ELE oA

BRI L, KR HERANESIFTER L5260
5,

Grlnl, FR2ILIRIEIBYIES £ B FIRELIZHT LA
FRIDBEREIRIZ DV TRET L 720 2 oks#, UTI i
(2 EEL 72 Bipi PR B IYE 6 B T3, ARA1450mg (55
3) ZIHMIKLG LA, WAL, AERE
WK, IRATR L LIcdEEL 72, BREIZVITNY E coli
ThY), IgHK L7z, UTI B2 S8 L 728 IR
PR RSYEE 4 B2 L, A#I600~900mg (573) & 7 HIH
®E L7722, 4B 3R T, MEFHIRhSE
Stk 4tk gL, BGERBBE RS L 722
L&D, WERINEHEREME,

4—‘5&%13%52% . B L 72 AR B OKINENEE 2 & DN B

HET 2 HE2EMT2L0THY, REIORE
EL."" W2 B Hhm s L CHEMM TI3450mg (55
3), ?Eu’#ﬁilﬁf 13600~900mg (53 3) W T H b L &
FACY A DAN

ARNIHE IS LECTHE N2 FT L 00, B1
PRIERIZ B TIREER R A & DG A A S 1L
5V, L DLEBIDORETTIE, WTHLMEDIE A A

REPEIZ DG TIE, AR Z 8- L 7220804 16002 &
TER AL, F 72 1 Bl EEARR ALt R BB & 5len 72
D5 OTAUL R TR LB I ANE T H - 72,

PibE& Y, ARANZWK SRR L, 5
LERRIAE ML L - MR TH B L E2 L,
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Clinical studies on SY5555 in the urological tield

Masaya Oshi, Yoshio Aso
(Director: Prof. Y. Aso)
Department of Urology, Faculty of Medicine, University of Tokyo
7-3-1 Hongo, Bunkyo-ku, Tokyo 113, Japan
Kazumi Yamaguchi, Takashi Tominaga and Yoji Nishimura
Department of Urology, Mitsui Memorial Hospital

We studied SY5555, a new oral penem antimicrobial agent, in the treatment of urological infections and
evaluated its therapeutic efficacy and safety.

Twelve patients with acute uncomplicated urinary tract infection (UTI), 5 with complicated UTI, and 3
with urethritis were treated with SY5555.

The drug was given at a dose of 150~300 mg 3 times a day for 3~13 days.

The clinical effects in 6 patients with acute uncomplicated UTI, 4 with complicated UTI and 2 with
urethritis were assessed according to the criteria of the Japanese UTI Committee.

Overall clinical efficacy in acute uncomplicated UTI was excellent in 5 patients and moderate in 1. The
causative organism was Escherichia coli in all cases, and it was eradicated in every patient.

Overall clinical efficacy in complicated UTI was excellent in 2, moderate in 1 and poor in 1.
Bacteriologically, 4 strains (Staphylococcus epidermidis, Enterococcus faecalis, Klebsiella pneumoniae, E. coli)
were eradicated, and one strain of Eunterobacter cloacae was not.

Clinical efficacy in 2 patients with urethritis was assessed as excellent in 1 and moderate in 1. Neisseria
gonorrhoeae was eradicated in both patients.

The only adverse effect during treatment was hot flushes in the facial area in 1 patient. Slight elevations
of GOT - GPT were observed in 1 patient.



