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CS-807D FRE& REHLAE 1= X3 B ERARAUMRAY

BARE= - JEBEN
SR BARBTILER AR R
HHES - REEZ - HIFEWR - BRBE
TR EEF RO 4 K2R F BRI R BR Al

FLORORY 7 = ARHEMHE CS-8071C DWW TUTORIR 21872,

1) & PADAREAORBAT | 1 PIOMMERTIIIRA BE 4K % 200mg, 400mgiE 5 L, 1 Bsfitkic
AR 2 HIE L 7208, W GFRYE(0.078ug/m) LATFTH o7z,

2) EEGRRLAK : CS-807% 40BIDEER (UTI3N, #&E 1) cik5 L1, 1 ISR LIES5H
iz, AtEM® UTIAU-UTDIZE & L T100~200mg (5> 2 )% 3 HRE, @MaMM UTI
(CC—UTD T3 Ei2200~400mg (42 ) % 5 B, WK T2 600mg (53) 7 BEITH o712, ERKER
Fiz UTI SShaHEE R CFHE L 87 AU—UTI T2 1150108, 90.9%DHE %K (E%) 6 5,
B¥AB)THoT,

CC—UTI TiZ 18I 14851, 77.8% (FE%h8 B, BXN6 B DERE LBz, WED 1 iz EY
2 Hlz, MEFHRERIRTIE AU-UTI o ML/ 126k (N 5HEI3 E. coli) 32 TRE S
720 CC—UTI 51322660353 MES 1, 188k (B1.8% ) SR E & iz, ZD I B E. coli T3t 3
MIC i30.20~1.56ug/mIT, CS-807i23&\v B2t %R L7,

3) ®&M I BEMENER L L T 1HICBROTRIZ B 1208, ERCEER L, BE5#TH2H
DIRCIER B LT (RESEE, 2.5%). BRREMTIE GOT, GPT L& 16 (#2368t 1
B) & SFREERINN 1 B (REARR 14Bh 1 1)) 38807208, LITNLBRE LR THY, EERMICIIRIE:
Rekdol,

4) #5351 CS-807i3, BMEOROMAL 7 x ARKILHEART, BT E. coli #E¥ L33 GNR I
PEEEIFE L (LI LD SN, ThERBRL THEHBEDOSEMYE UTI LRI T,
ROERERE L, BEMICOWTH, RRFILLAT, BRI 22 Z bk, NIREOL
7 = LARGIEWE L LTERMESE W EEZ Sl

EF, ZHETRARSALHLOEORE7 70R# o THARBES n, M iEH 42 R-3763(Fig. 1) &
)~ %I CS-807(Fig. 1) ¥ RESBIFE DGR ICHEA L, LTHFET S, Thid7 7 48B4, BESECLEEL A
TR L REHIT OV TRH T O THET 3, RIZMILEGL, BBREORORAE7 70 £ >

CS-87TBROBE L VBEROIRT 5—YiC FlOHIEEM 23 R IL 72 V> Enterobacter spp., indole posi-

Fig. 1 Chemical structure of CS-807 and R-3763
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tive Proteus spp., Serratia spp., @D Az bR M
EMERT Lo E L TH SR TS,

1,

I. ¥ EeH &
t MHIIZIMME (prostatic fluid, PF)~OBAT :

CS-807% 1 BIDNEMERT LIRS 8 E 12 200mg & 400mg %4E
O#5L, 16M%&D PF PME 2 mmE & 3l
EL BIEAEIMEN L LT Mmorganii IFO
3848% V- MM T 4 A 7RI & o7z,

2, BK  REFIBIZ4BITH 2, MREBLER
MR L OBEMAERL 7 b DA Table 1 Th3, 20pH
BIIRBERICEBEE 2Rz 2 BEEM% UT]
(acute uncomplicated UTI, AU-UTD) #2146, %
WERBEH T 58 MH UTI(chronic compli-
cated UTI, CC—UTD 032580 TH %, DMz @t
EtEERHA (G.C.UNDS 1BITH S, 7RI BN
9B £ 3BT H 1 :4%3.3TH o1z, FEMMRIL1T

Table 1 Patients treatment with CS-807
. ) No. of Agel(y)
Diagnosis® Sex
case 17~29 | 30~39 | 40~49 | 50~59 | 60~69 | 70~79 | 80~84
AUC. F 13 5 3 2 2 1
A.UP. F 1 1
M 8 1 2 1 1 3
CCcC.
F 9 1 2 2 3 1
CC.P. F 8 1 2 2 1 2
G.CU. M 1 1
M 9 1 1 2 1 1 3
Total
F 31 7 6 4 5 5 3 1
* A.U.C.: acute uncomplicated cystitis
A.U.P.: acute uncomplicated pyelonephritis
C.C.C. : chronic complicated cystitis
C.C.P. : chronic complicated pyelonephritis
G.C.U :gonococcal urethritis
Table 2 Administration method ﬁ’\‘s& TR ‘21:3% AHLT ‘: o 203565
T Mebotingimeia) oy RO EOBBEL LT EEOIR S0 16
9EnOSS | case ["soxz [ 1002 a00x2] 2003 ] woxe-maxz| (days) B58, K58 Table 2 iRl 7. AU-UTIT
13146k 353 1 H50mgx 2, 115155100mgX 2 Th-
AUC | 1 3 110 U g, CC-UTIT 3256 h 9 Bl 45100ngx 2, 145128
200mgx 2, 1 $»5200mgx 3, 1 H»5100mgX 2 25
AR ! ! 2000gX 2 iEE LI b DTHTe, REWPNSHET
23~148 (FELLT3H), #HTR5~3BAFELL
CCC. 17 8 8 1 5~35
T58)TH-7, G.CUD 1HITI3200mgX 3% 7H
ccr | s s U | ERSUR. ESRHRNEL SHICERERELT,
0> b UTI SERNaHiEHE T UTI %) 68
G.C.U. 1 1 7 6@”: Chblgﬁ' < *‘UE%ﬁo 7:0
LMD B EARWER & BRMREE & ORS%
Total 0 | 3|24 1 3~35 BHETITo 12, BEPRMRZEIIGAHI, FF - BRAEREC
2V, BMEOER % Tk L T2 THEE{To
* A.U.C.: acute uncomplicated cystitis 7=
A.U.P.: acute uncomplicated pyelonephritis s
C.C.C. : chronic complicated cystitis II. & a
C.C.P. : chronic complicated pyelonephritis 1. PF ’\U)M%: PF ~i3200mg, 400mg, q,r;'
G.C.U. : gonococcal urethritis :

nEE5 UL 1% CIRERFUT (0.078
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Table 3 Clinical summary of acute uncomplicated cystitis and pyelonephritis treated with CS-807

Treatment Bacteriuria Evaluation
case| e T e | Duration |2V , Side-
Agely) | Diagnosis® X (days) | obser- | Symptom | Pyuria . Count | MIC .
no. (mg X times ) Species UTI Dr. effect
Sex Jdays) Tot?lg)doee vation (/ml) | (ug/ml)
7 0 + # | E.coli 10" | =0.05
) S.H.F AUC. 50X 2 3 - - (-) Excellent | Excellent -
48
L T R =)
AN 3 0 + # | E.coli 107 0.20
) o AUC. 100%2 Moderate [ Good -
68 F 0.6 3 - t | S.haemolyticus | 10° | 6.25
E.coli 108 0.20
- 7 O | * | * | Condida 10°
3 9 F AUC. 50X2 3 + — | S hominis 10° 100 Excellent -
0.7
7 - — | S.hominis 10¢ 100
5 0 + # | E.coli 107 6.25
KK
4 20' ‘F AUC. 50%2 3 - — | E.faecalis 10° 50 | Moderate | Excellent -
05 15| - | - =)
Y.T. 3 0 * | # | Ssaprophyticus| 10" | 6.25
5 A.UC. 100X 2 Moderate | Excellent -
3 F 0.6 3 - - | candida 10¢
TO. 3 0 + | # |Ecoki 107 | 0.20
6 AUC. 100X%2 Moderate | Excellent -
B F 0.6 3 - — | Paeruginosa 10° | > 100
YO 3 0 + | # |Ecoli 10° | <0.05
7 AUC 100X 2 Excellent | Excellent -
% F 0.6 3 - - =)
NO. 3 0 + | # | Ecoli 10°| 0.20
8 AUC 100X%2 Excellent | Excellent -
2 F 0.6 3 - ~ | E aecatis 10
E.coli 0.20
HK 3 0| + | # _— s
9 | 4 g | AUC | 100x2 P.mirabilis 10° 13005 pycellent | Good | Diarrhea
0.6 3 - — | E.faecalis 10*
KH. 3 0 + # | E.coli 10°
10 AUC. 100X 2 Poor Fair -
8 F 06 | 4 + + (-)
KM. 3 0 + # |GNR <10°
1 AUC. 100X 2 Excellent -
W F 0.6 3 - - =)
S.aureus 10°
14 0 + H# . "
, SM. . E.coli 10
.UC. X -
52 F ucC 100x2 4 _ _ (=) Excellent | Excellent
2.8
14 - - (=)
T.N. 7 0 +* + | Ecoli 108
13 AUC. 100%2 Excellent -
% F 1.4 | 7 - | - -)
4 0 +°** # | S.saprophyticus 107 6.25
EA.
u 3 AU.P. 100X 2 2 - + (-) Excellent | Excellent -
0 F 0.9
4 - - (=)
*)A.UC.: acute uncomplicated cystitis * * ) Fever

A.UP.: acute uncomplicated pyelonephritis
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Table 4 Overall clinical efficacy of CS-807 in acute uncomplicated cystitis
S .
ymptom Resolved Improved Persisted Effect on
Pyuria Cleared |Decreased|Unchanged| Cleared |Decreased|Unchanged| Cleared |Decreased|Unchanged bacteriuria
Eliminated 6 1 7 (63.6%)
.. | Decreased
Bacteriuria (R:prl:aced) 3 1 4 (36.4%)
Unchanged
Effect on pain on 10 (90.9%) (% 1 9.1%) ,
micturition Patient total
Effect on pyuria 10 (90.9%) (% 1 (9.1%) 1
E’ Excellent 6 (54.5%)
Overall efficacy rate
l:| Moderate 4 (36.4%)
10/11 (90.9%)
1~ 1
ug/mlAT)DBETH -1, ZBITHMBEIZ200mgt s Table 5 Bacteriological response to CS-807
B 0.59ug/ml, 400mgH58$IZ6.61ug/mITH 57z, in acute uncomplicated cystitis
2. Bk AU-UTLICx T 2 BREREUIE O — %6 13 Isolate No. of strains | Eradicated(%) | Persisted®
Table 3 TR 7Tz, UTIHBCARKL 2 11BI0REK
S.aureus 1 1(100)
43 Table 4 TH 3, S.saprophyticus 1 1(100)
BEEYEI IR L0BIER BRI 6 B), AR 4B, Ecoli 9 9100
ERESL.5%) THHEN. 9% Thor, WRCHTS  T ! 1100
SR LRI T B8R IZVL TR 115105, 90. Total 12 12(100)

N DEMETH 512,

Table 5 I3 FHIZNE, Table 6 135 & ERE
EENFNRLIODTH %, IEEFTTIX E.coli 9%k
R LT 5 4 EREIGESRE S W, BEEINS
BETRESH, BEEXI00%%1587, K5EEEER
E faecalis 38k%13UHET 5 4 6 BROSERS S LTz,

Table 7 13 CC—UTI 256z X34 2 ERIRE D —&
ERLIEODTH B, INSDEFID S H UTI HHEC
BRI 18FIDREERER £ L7z b D3 Table 8
TH5, 1851451, 77.8%DEME LB, FON
FUIERN 8B, 44.4%, BEZN6 B, 33.3%, FExh4 6
22.2%TH o1z,

JRIEE B FIRIR (Table 9 ) T3 BIHEBHE 1661+
13, 81.3%DEXETH-ole INIINL TEEE
RHLE 2 BT 1 BlaSERICH0%DERIE TH 512,

I R%E (Table 10) 12 8 BifE, 226k0SIGHERTIC
B sz, IBRERBE LB b DIL18, 81.8%T
Hotze EXERIIOWTAS L E. coli 1185108,

* Regardless of bacterial count

Table 6 Strains appearing after CS-807 treatment
in acute uncomplicated cystitis

Isolate No. of strains
S.haemolyticus 1
E. faecalis 3
P.aeruginosa 1
Candida 1
Total 6

90.9%, P. mirabilis 3tkrh 3%k, 100%, E. faecalis
3B 28K, 66.T%DREETH o7, HESERNHR
(Table11)id 8 BREIMK T Holeo EX HDRE
faecalis 3%k, S. epidermidis 2 ¥z ¥ D GPCHEHE
ThH-ol
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Table 7 Clinical summary of chronic complicated UTI treated with CS-807
] Name Diagnosis® - Treatment Day of Bacteriuria Evaluation
G2 pely) | Underlying gowp Dose Duration(days) | obser- | Pyuria Species Count (HMIE“) Utt | Dr Remarks
P sex | disease® (mgxtimes/day) | Total dose(g) | vation (/ml) %4
] ccc. 5 0 | + | Kontoa 07| 0.20
" KS. G4 100X2 Excellent | Excellent | —
M N.B. 1.0 6 — | S.haemolyticus <10° | >100
] ccc. 5 o | # | Pmirabitis 10° | 0.05
16 BT. G-4 100x2 Excellent | Excellent | —
80 M B.P.H. 1.0 5 - (=)
CCcC. 5 0 # | Efaecalis 107 | >100
17 KK. G4 1002 - Poor | Good -
76 F N.B. 1.0 6 — | E.faecalis 107 | >100
P.mirabilis , | =0.05
18 T.N. ccc. 100X 2 5 0 # Raemginusa} 0] 100 Poor -
2 M Urethral stricture 1.0 5 P.aeruginosa 108 | >100
KS CCC. 5 0 + | Ecoli 107 0.20
19 7 G-4 100%2 Moderate | Good -
66 F | Urethral stricture 1.0 5 ~ | S.hominis 10° | 0.05
E.faecalis >100
rr. | CCC 5 0 | # | Pmirabitis 10" | 50.05
20 60 F G-6 100X 2 P.aeruginosa >100 Poor | Good -
NB. 1.0 5 — | Paeruginosa 107 | >100
0 + | E.coli 107 0.39
HO. CCC. 8
0. _ | E faecalis a _
21 6 M G4 200X%2 5 Staphylococcus sp. 10 Moderate | Excellent
stricture .
Uretral sric 3.2 8 | — | Efaecatis 10¢
IT. cce. 5 o | # |Ecoli 107 | 0.39
2 G-4 200%2 Excellent | Excellent -
77 F | Urethral stricture 2.0 5 | - (=)
cce 7 0 # | E.coli 107
KK, CC.
23 70F G4 100Xx2 5 — | E. faecalis 10¢ Moderate | Good -
N.B. 1.4 7 | + | Efaecatis 108
o CCC. 7 0 + | K.pneumoniae 107 0.10
.N. " "
3 D G4| 1002 S | | Mmorganii 10 O | Poor | Poor | -
CDC group IVC-2 s 50
N-B. 1.4 7 ¥ | A.calcoaceticus 10 12.5
E. faecalis
km | CCF 5 0o | T |Ecoi 10°
25 I F G-6 100X 2 M.morganii Excellent | Good -
Contracted kidvey 1.0 S| 7 | sepidermidis 102
0 + | S.liquefaciens 10% | >100
. cep. 100x2 2 5 | # |Sliquefaciens 10° | >100
Y. GOTt
% ) ) ; .
OF G-1 ! 11 + | S.liquefaciens 10° | >100 Poor Poor GPT1
Hydronephross 200x2 6.4 17 | # | Sliguefaciens 10° | >100
22 + | S.liquefaciens 10° | >100
S.capitis
or. | CCF 5 0 | + |Shominis <10°
a 57 F 200X2 S.agalactiae, Good -
Renal stone 2.0 6 GPC <10°
F.H. CCP. 5 0 + | E.coli 107
28 6 G-3 200X 2 Excellent | Excellent | —
F | Polycystic kidney 2.0 5 | — | Sepidermidis 102
CCP. 14 0 + | E.coli 107 0.20
29 [ TW. G-3 200%2 5 + | Candida 10¢ Moderate | Excellent -
44 i
F | Contracted kidney 5.6 1 | — | Efaccalis 10°

*C.CC. : chronic complicated cystitis
: neurogenic bladder

NB.

B.P.H. : benign prostatic hyperplasia
C.C.P. : chronic complicated pyelonephritis
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Table 7 Clinical summary of chronic complicated UTI treated with CS-807

e Name | Diagnosis® - Treatment Day of Bacteriuria Evaluation
(y) i Duration(days) | obser- | Pyuria MIC
0. Agely querlyn:u group Dose . Species Count wm | uTt Dr. Remarks
Sex disease (mg times/day) | Totg] doge(g) | VAtion (mb) | Vg
CCP 14 0 + | E.coli 100 | 0.20
30 UF. G-3 200%2 5 - (=) Excellent | Excellent | Eosino !
20 F
V.UR. 5.6 14 - (=)
E. faecalis ) | >100
wr | CEP ! O | * | Ecol } 10 170,20
L P 200%2 5 | - [Ecoii 107 | 50.05 Poor | -
Renal stone 2.8
7 - (=)
M.L C.C.P. 5 0 % | P.mirabilis 10¢
32 G-3 2002 Moderate | Good -
69 F | Renal stone 2.0 5 | + (=)
- cCC. 35 0 # | S.rubidaea 10¢
33 o 200X%2 7 t | K. pneumoniae 107 0.78 Good -
. N.B 14
o 21 - (=)
YK CCC. 14 + | E.coli 107 1.56
34 17' F G4 200%2 5 - | E.coli <10? 3.13 | Moderate | Excellent | —
N.B. 56 | 14 | - | Shaemolyticus 107 [ >100
: 7
KA cCC. 28 0 + | E.coli 10 0.20
35 o G4 200%2 5 - (=) Excellent | Good -
M B.P.H 11.2
A : 14 - (=)
KH ccc. 21 0 + | Ecoli 10° 0.39
36 o 200%2 14 — | E.faecalis 10° | >100 Poor -
53 F NB
-B. 8.4 a | - (=)
KK. ccce. 14 0 | + | Ecoli 107 | 1.56
37 200X 2 Good -
74 M | Prostatic cancer 5.6 4 | — | Efoecalis 10°
K CCC. 1 0 — | K.pneumoniae 10*
38 o 200%3 7 - (=) Good -
S8 F Bladder 8.4
tumor : 14 | — | Efaecium <10
HK. cCcC. 14 0 | # |Ecoli 107 | 0.39
39 G4 200X 2 Excellent | Excellent | —
81 M B.PH. 5.6 5 | — | Efaecium 10° | >100
#*C.C.C. : chronic complicated cystitis V.U.R.: vesico-ureteral reflux

C.C.P. : chronic complicated pyelonephritis
N.B. :neurogenic bladder
B.P.H.: benign prostatic hypertrophy
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Table 8 Overall clinical efficacy of CS-807 in complicated UTI

- Fyvria Cleared Decreased Unchanged Effect on
Bacteriuria bacteriuria
Eliminated 8 1 9 (50.0%)
Decreased 1 1 (5.6%)
Replaced 3 1 1 5 (27.8%)
Unchanged 2 1 3 (16.7%)
Effect on pyuria 14 (77.8%) 1 (5.6%) 3 (16.7%) Patient total
D Excellent 8 (44.4%)

Overall efficacy rate
I:I Moderate 6 (33.3%)
14/18 (77.8%)

E Poor 4 (22.2%)

Table 9 Overall clinical efficacy of CS-807 classified by the type of infection

No. of Overall efficacy
Group patients (%) Excellent | Moderate | Poor rate (%)
1st group
(Catheter indwelt) 16.6) 1 0.0
2nd group
(Post-prostatectomy)
Monomicrobial | 3r4 group
4 (22.2 2 2 100.0
infection (Upper UTD) ¢ )
4th group
(Lower UTD) 11 (61.1 5 4 2 81.8
Sub-total 16 (88.9) 7 6 3 81.3
5th group
(Catheter indwelt)
Polymicrobial | g,
group
infection (No catheter indwelt) 2D ! ! 50.0
Sub-total 2 (11.1) 1 1 50.0
Total 18(100.0) 8 6 4 77.8
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Table 10 Bacteriological response to CS-807 Table 11 Strains appearing after CS-807
in complicated UTI treatment in complicated UT]
Isolate No. of strains | Eradicated (%) Persisted® Isolate No. of strains

E. faecalis 3 2(66.7) 1 S.epidermidis 2
E.coli 11 10(90.9) 1 E.faecalis 3
K.oxytoca 1 1(100.0) E.faecium 1
K. pneumoniae 1 1(100.0) S. haemolyticus 1
P.mirabilis 3 3(100.0) S. hominis 1
M.morganii 1 1(100.0) Staphylococcus sp. 1
S.liquefaciens 1 (0.0) 1 M.morganii 1
P.aeruginosa 1 0.0) 1 Candida 1
Total 22 18 (81.8) 4 Total 1

* Regardless of bacterial count

Table 12 Relation between MIC and bacteriological response in CS-807 treatment (AU-UTI)

lsolate MIC (ug/ml)  ( Inoculum size : 10°cells/ml) Not Tota
s0.05| 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100s | done
S.aureus 1/1 11
E.coli 2/2 5/5 1/1 3/3 11/11
S.saprophyticus 2/2 2/2
P.mirabilis 1/1 11
GNR 1/1 11
Total 3/3 5/5 3/3 5/5 16/16
Table 13 Relation between MIC and bacteriological response in CS-807 treatment (complicated UTI)
leolate MIC(ug/ml)  (Inoculum size : 10°cells/ml) Not | -
=0.05| 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100< | done
E.faecalis 1/2 1/1 2/3
E.coli 4/4 3/3 0/1 3/3 10/11
K.oxytoca 1/1 1/1
K. pneumoniae 1/1 1/1
P.mirabilis 2/2 11 3/3
M.morganit 1/1 11
S.liquefaciens 0/1 0/1
P.aeruginosa 0/1 /1
Total 22 | 11 | 55 | 33 0/1 14 | 66 (8118 /82: )
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Table12,13i3 MIC L EFHRIRE AT O DTH
3, 2055 AUCD Ecoiic2nTHhb L, B
g g iz LIRE S h, D MIC130.20¢g/
micB—7 B Ho7e. 8 HEH 2 #ki2<0.05ug/ml T
otz 1BIOWEICKT 2 ik (Table14)i3, 1H
0mg 5T 2 Bk T BHOMREE CEZ L b S
P (FAS

BEAOERICH T 2 EIREIC & 2EERINRHE *
fFo1zbDid Table15TH 5, BEHIZBEHDERIE
#81,

me £ M

AFIDWEATERIIT - 1 MEE—HARTE & IIIRELFIR
=@ - B)TR, FFICERT 2 L Bbh 2 REEIZ
GOT, GPT L& 15 (EFI26) k- iFREREI 1 B (GE
FI30) 2ED- b3, WITN bEE R CERRNICIZRE
rrbktnotz (Table16,17), EEAEWERIZ 1 Hhc
BOTH GER 9) 2B 7208, LB L T ICRSH

WATRET H o 1co C DEFILMNCIZEENC & 5 LB
ZEWER %2> 7z (Table 18),
v, % %

CS-807 EPS ~D#ATIZ 1 I Tizd 55, 200mg,
400mgHr 5 1 REMIICHIE L 7o ER, W'n b AIERRA
HUTTHo7, BICMBORMSID 548, —Mict
7 x ARHEYR I EPS AOBATHE L, RROESH
FT1~2 5L THMPMEDE B TH D5, &
SR DD WEFITIREDFIE R b > e DId SIRD
R L,

ERIIC AU-UTLic W T, UTI&#® T4
108, 90.9%DEXEx 1B, 1 BHS5 HH3100~200
mgE YL T, T LIENRCEOWERIR G HRC
1, &S E.coli %13 U &+ B RAHICHOIIEE
MERT I L L, FOHRRTERE BT 2EETH 2,
CC—UTIiziz 1 B200~400mg%* 5~ 6 HE& 5 T18
Bb 146, 77.8%DERETH o1, EHI I LK

Table 14 Clinical efficacy on GCU

Treatment
Name Day of Clinical Sid
Case Durati ay o inical ide-
Age(y), rrauon WBC | Organism
no. gely Dose (days) observation effect effect
Sex (mg X times/day) | Total dose
(g
7 0 # N.gor(x;z»r)rhaeae
K.O.
40 200%3 2 - (=) Excellent -
26 M
4.2
7 - (=)
Table 15 Clinical evaluation of CS-807 by doctor
' . No. of Clinical effect Efficacy
Diagnosis® rate
cases
Excellent Moderate Fair Poor (%)
AUC. 13 10 2 1 92.3
AUP. 1 1 100.0
CCC. 17 6 8 3 82.4
CC.P. 8 3 3 2 75.0
G.C.U. 1 1 100.0
Total 40 21 13 1 5 85.0
* A.U.C.: acute uncomplicated cystitis
A.U.P.: acute uncomplicated pyelonephritis
C.C.C. : chronic complicated cystitis
C.C.P. : chronic complicated pyelonephritis
G.C.U.: gonococcal urethritis
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Table 17 Abnormal laboratory findings after treatment

Case Total dose Item Relation
no. (g) to the drug
GOT 90(IU)—123(1U)
% 6.6 GPT 84(IU)—165(10) | Frobable
30 5.6 Eosino 0(%)—10(%) Possible

Rate of occurrence (no. of cases/no. of examined) | 2/29(6.9%)

Table 18 Incidence of side-effects

Case Type of

Ho. cide-effect Severity of symptoms | Relation to the drug

9 Diarrhea + Definite

Total no. of cases with side-effects 1/39(2.6% )

Total no. of cases evaluated
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CS-807, A NEW ORAL CEPHEM ANTIBIOTIC,
IN UROGENITAL INFECTIONS

KE1zo Suzuki and Masakl HORiBA
Department of Urology, Hiratsuka Municipal Hospital, Hiratsuka
YORIO NAIDE, MASAYUKI SHINODA, MASANORI YANAOKA and KATSUO TAKANASHI
Department of Urology, School of Medicine, Fujita-Gakuen University, Toyoake

The following findings were obtained on CS-807, a new oral cephem antibiotic.

1) Diffusion into prostatic fluid :

After oral administration of 200 or 400mg, the drug concentration in prostatic fluid was below assayable
concentration (>0.078ug/ml).

2) Clinical results:

CS-807 was administered to 39 patients with UTI and 1 patient with gonococcal urethritis.

(1) Acute uncomplicated cystitis :

Most patients received the drug at a daily dose of 100 or 200mg in two divided doses for 3 days. Ten patients
out of 11 responded well (excellent 6, moderate 4) and the efficacy rate was 90.9%, according to the criteria
of the Japanese UTI Committee.

(ii) Chronic complicated urinary tract infection :

Most patients received a daily dose of 200 or 400mg in two divided doses for 5 days; 77.8% of the 18
patients responded well (excellent 8, moderate 6) according to the criteria of the Japanese UTI Committee.

(iii) Gonococcal urethritis :

Clinical effect was excellent in 1 patient receiving the drug at a daily dose of 600mg in three divided doses
for 7 days.

3) Safety :

As subjective symptoms, soft stool was observed in one case (incidence 2.5%) ; however, it was mild and
disappeared without treatment two days after completion of the therapy.

In the laboratory tests (peripheral blood tests, liver and renal function), there were two abnormal findings
attributable to the drug (elevation of GOT and GPT in 1 and eosinophilia in 1) but these abnormal values were
transient.

4) Overall evaluation :

We consider CS-807 to be a drug with high clinical efficacy against uncomplicated cystitis, mild chronic
complicated urinary infections and gonococcal urethritis.

Its adverse effect profile is comparable to those of existing cephem antibiotics on the market, and no

problem is anticipated in its safety.



