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Table 1 Background of the patients treated with

AC-1370
Sex
Age (y.0.) Patients (%)
Male Female

20 ~ 29 4 (11) 4
30 ~ 39 6 (17 6
40 ~ 49 4 (11) 1 3
50 ~ 59 3 (9 3
60 ~ 69 7 (20 4
70 ~ 79 7 (20) 4
80 ~ 90 4 (11) 3 1
Total 35 10 25

Max. Age: 89 y.o., Min. Age: 20 y.o.

Table 2 Administration of AC-1370, route, daily dose

Route (gl))(ajgng?g:y) No. of cases (%)
LV. 1x1 4.ab | 5 (14
2X1 1 (3)
0.5%X2 1 (3
X
DL 1x1 309 135 (g6
2X1 13 37
1xX2 13 (37)
Total 35

Administration duration of each case was 5 days
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Table 3 Diffusion into human prostatic fluids

of AC-1370
1gLV. 1hr
Case Concentrations (ug/ml) Range
Sample 1 2 3 Average
Prostatic 0.23 ~1.81
fluid (PF) 0.23 181 0.59 0.88
Serum 52.5 ~ 62.0
©) 52.5 62.0 62.0 5338
0.004 ~ 0.029
PF/S 0.004 0.029 0.009 0014
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3 § ~ ~ é’m"“’C})ﬂf:o o 2 Blis, S. epidermidis 08 pig
ZES - - A 16 E, GPC (KRREE) & C. albicans & DEHE Ry
TH-72,
x y 3. 5 B EmEEIE, UTLHE TS BIFREm 36, 4
5 8 2§ W2 E S HRTH - 72, EBREHE T, B4 56,
g B2 BIORER T, T ADHETL ENEI100%T
2 E : 3, oty FWEAR L DEGBRIZHT 3HROENL
< &8 T, EELPBRPICLE D LD TH D, MEFOICIELTH
Cws|moSmos | A RO M IBRT X L7 (1610 C. albicans 13K <),
SSE|S8RG8%| =Z 56122 T MIC % BI5E L 72755, E. coli 44220
g2 lezsken|ns 13, 0.8ug/ml. 6.25¢g/ml 2k, S0ug/ml L% it
5 S | mr=lmaa | A ST Th » 72, S. saprophyticus & S. epider-
E midis Z L ZH 1 FRIZ, 800 7213 >800ug/ml Ot %
g s s 5| = RLIA, WERLRE S, BB, SHHEORK
“0E 1fs38a8| E BRI TE ), SR E DT 5 FIL T
_ B2 | FTERLE| o8 BTSN 72,
b=l Yy 39S S ]
2 SSEISRS | 9 2) C-C-UTI (Table 5)
- alcialabclal Bl Table 513 C-C-UTI 0281 Bl i B % & — %
S E £ n ol LLTEEDELDOTH D, B8 ~23% TOL6HIZE
- & ShE R, FEBI24~ 353 TO 126013 BEERGHITH
2 £s% - - B, HUREEGEI60]TIE, 136120V T, B
& | |RTS - 1261T13 9 T & ALZAUBHERT O BB 0 MIC % BIE
S| 2 - - |2 L 72, Table 6 (4 C-C-UTI 284ifil & UTI #Fffi#iki2 G
I i R VB BRI AT BRI S, RANEKDR
S P ~ | Z E AT LD TH B, MERIZ T 5 5 Rl 5% (elimina:
S&3 x % £ ted) 1461, 50%, 7> (decreased) 2, 7.1%, BX
= o= K (replaced) 25, 7.1%, 4% (unchanged) 10,
58 5 S | T2 35.0%Thor RATIZEM 6B, 21.4%, HALM,
. SF 35.7%, WMN2MIT, BAHHEI8HIT 6L
82 ~ > | £ ), AT 1% T o 72,
S8 = - | &A BB RBEHE TR, ENTHEL A 9B LREH
o LBl ST, ST 1% Th o
- . | P8 Table 7 (MKERSI A AH AR L O THE, B
g 858 NE .| : 5419112 1681, fmm_«wmu;lzwwi IR A
& EE IS Sl Hrz, BB 9 5 G- 2 135 <G-340
Al 58 g § | _ By orb %<, kTG4, 40, G—l. 2T
2 = |85 bt WEHEEHRTIEG-5, 561, G-6, THT
” 5|8 B. FFREMIZAD L 'Ft"islfﬁ‘i'é“}tfﬁllﬂilsﬁIH'J. £
a3 ° S BAE- 50, 4740 81, B3 HIT, HAIESL3%ThAL
% 3 2 | SlE caemLc. mmmmsecmmb s @, A
23 - o 18" ), W) QBT ATH25% Th - 72, ZOMRDHF
©F " - 1 AR~ 3 LP TR % o s, B
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Table 6 Overall clinical efficacy of AC-1370 in complicated UTI

M Cleared Decreased Unchanged %22222{132
Eliminated 6 7 1 14 (50.0%)
Decreased 1 1 2 (71%)
Replaced 2 2 (71%)
Unchanged 1 3 6 10 (35.8%)
Efficacy on pyuria 7 (25.0% (39.3%) 10 (35.7%) Case otal
[ Excellent 6  (21.4%)

Moderate 10 Overz;lé/ezf ; ect(i;e’/rT«;,;s:)rate
: Poor (or Failed) 12

Table 7 Overall clinical efficacy of AC-1370 classified by type of infection

Overall
Group I\i(;;:sf g?rtcoetr;D Excellent Moderate Poor effectiveness
rate (%)
1st group (Catheter indwelt) 2 ( 7.1%) 1 1 50
2nd group (Post prostatectomy) ( %)
_Single 31d group (Upper UTI) 10 (35.7%) 3 6 1 90.0
infection | 44h group (Lower UTI) 4 (14.3%) 2 1 1 75
Sub total 16 (57.1%) S 8 3 81.3
Sth group (Catheter indwelt) (17.9%) 5 0
Mixed 6th group (No catheter indwelt) (25.0%) 1 2 4 43
infection
Sub total 12 (42.9%) ‘1 2 9 25.0
Total 28 (100%) 6 10 12 571

RTRMEAL - 72, BB D T4, A7
Lot LEadldG-3 T1060H 9 BlA 40T, 90%D
HAN A 1872 B AR W% Tk - 72 DI RO
KRNI, G5 T5 B4 THMNT, OB THHE
BB LR,

Table 8 13 44167 & G RETT L2 Mt A o 40 i L 72 A0
& BRENNR AL LD TH S, GNBIL 81

B Axfald & s 368k, GPC I3 36 (1 bk Al %
T 12Kk iU BRIl Gl T A 5 72
GNB36B: = 0 230381, 238k 05 e 138D A L.
W H263.9% Tk - s AR T E colil6B12
¥, 75%. Klebsiella 5 % 4 B, 80%, Enterobacter 4
B2 B 50%. P.omidrabilis 5 H 2 B 40% %0 B4
T D, Klebsiclla, Enterobacter (213 L\ 544 T
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Ho129%, E. coli, P. mivabilis (28t L CTiz, AL 2 &
NE(ETH - 72, P. aeruginosa |13 2k L% <, 1HEHT
HEL, S0OBNIEERETH 72, GPC Tl S. faecalis »*

Table 8 Bacteriological response on clinical

isolates in complicated UTI

BHRE Lo &b SCRIBINA, bEr Lk
NAHT, SHRIIE -7,

Table 9 I3FERSBERRD 5 B MIC 2 BIEL 2 L0 ¢
HERBROMHBEERL22LNDTH B, L T MIC 2
50=ug/ml DL DL, EEEATHEIE 72,

Table 1012 % 5B HBREL T L 2L D TH 2, 9%
(GNB2 #hkRE %2 8T) 1200 REE N, &Kz

No.of |Eradicated S50NTVENTHIEIZTE VA, e LTS
Isolates stains | Gy | Persisted®  faocalis %0 S, epidermidis & >~ 72 GPC ¢ %\ i £
E. coli 16 12 (75.0) 4
Klebsiella 5 4 (80) 1 Table 10 Strains appearing after AC-1370
Enterobacter 4 2 (50) 2 treatment in complicated UTI
P. mirabilis 5 2 (40) 3
GNB Morganella 2 1 (50) 1 Isolates No. of strains* (%)
P. aerugir'losa 2 1 (50) 1 Citrobacter 1 @®)
A f a.ecalzf 1 0C0) 1 P. aeruginosa 1 (8)
Not identified 1 1 (100) 0 Flavobacterium 1 ®)
Sub total 36 23 (63.9) 13 A. faecalis 1 ®
S epidermidi 5 GNB 2017
S' Ka e;mz zs 8 i (ig) 2 S. aureus 1 (8)
GPC N’; e Lol (100) g S. faecalis 207
ot identitie (100) S. epidermidis 2017
Sub total 12 3(25.0) 9 Candida albicans 1 8
Total 48 26 (54.2) 21 Total 12 (100
* Regardless of bacterial count * Regardless of bacterial count
Table 9 Relation between MIC and bacteriological response in AC-1370 treatment
MIC (ug/ml) Inoculum size 10° cells/ml
Isolates Total
£0.39 0.8 1.56 3.13 6.25 12.5 25 50 100 >100
E. coli 1/1 2/2 1/1 2/2 2/3 1/1 0/1 0/1 1/2 10/14
Klebsiella 1/1 2/2 1/2 4/5
Enterobacter 1/2 1/1 2/3
P. mirabilis 1/2 0/2 1/4
Morganella 1/2 1/2
P. aeruginosa 0/1 0/1
A. faecalis 0/1 01
GNB Total 2/2 6/8 2/2 2/3 2/3 n 0/1 0/1 0/1 3/8 18/30
S. epidermidis 0/1 01
S. faecalis 1/7 1/7
GPC Total 0/1 1/7 1/8
Total 2/2 6/8 2/2 2/3 2/3 1/1 0/2 | 0/t 0/1 3/15 | 19/38
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Table 12 Clinical abnormal values

Case No. Item Relation to the drug
9 GOT 25.3-56.2 Probable
18 WBC 7,400 — 3,100 Possible
33 GOT 47 > 64 Probable
GPT 33562

Rate of incidence: 3/35 (8.6%)

Bz,
m = £ #
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9 HAMERE DKL GEFI8, 7,400—3,100) % 3&eH 72
LD 1B THh -7z, KHEBRIZ OO THERRERIL 25K
%), FAMEREGRAZ D LV, 203 MR ) &
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DIFFUSION INTO HUMAN PROSTATIC FLUIDS AND CLINICAL
EVALUATION OF AC-1370 IN URINARY TRACT INFECTIONS

KEi1zo Suzuki and HIDEKI TAMAI
Department of Urology, Hiratsuka Municipal Hospital
NoRriHiko OkisHIO and KOICHI ISHIGURO
Department of Urology, Shizuoka Red Cross Hospital
Yorio NAIDE, Tamio Fuiita, TADASHI OGAWA and MASANORI YANAOKA
Department of Urology, Fujita Gakuen University, School of Medicine

Diffusion into human prostatic fluids and clinical evaluation of AC-1370, a new parenterally active
cephalosporin antibiotic, were performed and the following results were obtained:

(1) The average diffusion into human prostatic fluid was 0.88 ug/ml (n = 3) at 1 hour after one shot
1.V. administration of 1 g, the average ratio of the diffusion v.s. serum level being 1.4%.

(2) Seven patients with acute simple pyelonephritis were treated with AC-1370 at a daily dose of 1 to
2 g for 5 days. All the patients were responsive to the treatment with the effectiveness rate of 100%.

(3) Twenty eight patients with complicated urinary tract infections were treated with AC-1370 prin-
cipally at a daily dose of 2 g for 5 days. The clinical efficacy was evaluated in accordance with the criteria of
UTI committee, and was excellent in 6 cases, moderate in 10 cases and poor in 12 cases with the effective-
ness rate of 57.1%.

(4) The AC-1370 was more effective for the treatment of pyelonephritis than cystitis in the field of
complicated urinary tract infections, and its efficacy for cases with polymicrobial infection or catheter
indwelt was rather poor.

(5) No remarkable side effects were observed except for transient nausea during drip infusion of AC-
1370 in one case. As for abnormal laboratory findings, slight elevation of GOT in 1 case and of GOT and
GPT in 1 case, and slight decrease of WBC in 1 case were noted.

(6) AC-1370 is considered to be effective for the treatment of pyelonephritis caused by bacteria sensi-
tive thereto.



