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CLINICAL STUDY OF A NEW INJECTABLE CEPHEM, FK 037,
FOR ACUTE BACTERIAL PROSTATITIS

Keizo Suzuki, Masaki Horiba, Kiyohito Ishikawa
and Shinobu Katoh
From the Department of Urology, Hiratsuka City Hospital

FKO037, a new injectable cephem antibiotic, was administered in the treatment of 13 acute
bacterial prostatitis (mean age 53.5, range 30~79), and its effectiveness and safety were evaluated.
The human prostatic fluid (PF) concentration of FKO037 on 7 specimens | hour after 1g i.v.d., was
in the range of 0.87~7.47 pg/ml (mean=SD, 3.43+2.23 ug/ml), whereas, the serum concentration
averaged 45.31-2.88 xg/ml, the ratio of PF/serum consequently being 0.08+-0.05.

In the clinical study, l1g of FK037 was administered to 13 patients by i.v.d. twice a day for 7~9
days. Bacteriological eradication on expressed prostatic secretion (EPS) was obtained for all clini-
cal isolates which included 11 strains of Escherichia coli (MIC =0.05ug/ml), 2 of Enterococcus faecalis,
and each one of Staphylococcus aureus and Morganella morganii. Symptomatical cure was 100% in all
cases. As for safety profile, no side effects were noted. In laboratory values, slight elevation of
transaminase were detected in 3 cases, but they were transient and returned to normal 1~2 weeks
after completion of the therapy. We conclude that FKO037 is highly effective in the treatment of
acute bacterial prostatitis, and is well tolerated in comparison with other relative antimicrobials.

(Acta Urol. Jpn. 40: 1131-1137, 1994)
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Table 1. Concentration of FKO037 in human
prostatic fluid (lhr after 1.0g i.v.d.)

BHERECEVCHEA 7 P E BCHED 2 HF T Case* Gaiml) Gy PE/Seram
BT ETHBH. AF &V T BEEEEIIRE 1o+ 186 4.7 0.00
(acute bacterial prostatitis, ABP) {53 5% BRI 2%* 0.87 45.4 0.02
B BT b O BRERA B3 L. 3 2.63 43.7 0.06
4 3.43 45.4 0.08
Mg &LFE 5 1.77 43.1 0.04
6 6.01 51.9 0.12
1. v FEZMEE (human prostatic fluid, PF) ~ 7 7.47 9.7 0.17
OBAT Range
ﬁﬁ%bi, ]993@2}%75)66)@'&1‘0:%?4%&%1/ (Mcan:ﬁSD) 3.43+2.23 45.3+2.88 0.08+0.05
T AEH33~66RE D B 6 BT, FFILIGHEIIIIRE D * Case 1~4: Sampling from chronic prostatitis

Case 5~7: Sampling from acute prostatitis

ERI3 6 (Befki4) C EHMZBRINATHE- ** Assayed in the same patient



Table 2. Clinical summary of acute bacterial prostatitis treated with FK037

Treatment Bacteriology of EPS (count/ml) Efficacy
No. | Age S toms* Side | Abno undlc{rcln!:rksdi?crases
- Dose  (g/day) | *Y™PO™ 0 MIC 3—~4 7~9 follow UTI | D | cffects | values o myr:l ﬁimiou
Duration (days) day (ug/ml) days days up ' P
1|57 1.0X2 + E. coli (10%| 0.05 |E. coli (10" [ C. albicans (10%) N.D. Moderate |Good | (—) | GPT Chronic nephritis
7 - (13—+59) | Diabetes mellitus
2| 62 1.0x2 # E. coli (10%| 0.05 |E. coli (10%) | Corynebacterium N.D. Moderate |Good | (—) None
7 - sp. (10%)
S. aureus  (10%)
GPC (<10%
31|30 1.0X2 # a-haemolytic <0.025 (=) (=) N.D. Moderate |Good [ (—) Acute epididymitis
7 - Swept. (10| 25
S. aureus (109{ 3.13
S. epidermidis (10"
4 | 64 1.0x2 + E. faecalis (10%| 100 | E. faccalis (<10°% | S. aureus  (10%) N.D. Moderate |Good [ (—) Prostatic hypertrophy
7 - Hypertension
Liver dysfunction
5| 59 1.0X2 + E. coli (10%{ 0.05 |E. coli (<10% (=) Corynebacte- | Moderate [Good | (—) None
8 - rium sp. (104
CNS (10
6 | 33 1.0X2 + E. coli (10%) | =0.025 | E. coli (105 (=) CNS (10%) Moderate [Good | (—) None
7 - E. faecalis  (10%)
7|57 1.0X2 + E. coli (10%) [ <£0.025 | E. coli (10%) (-) Corynebacte- | Moderate [Good | (—) None
7 - Corynebacterium rium sp. (10%)
sp- (10°) CNS (104
E. coli (10%
8| 40 1.0x2 + E. coli (10%| 0.05 =) (=) CNS  (10%) | Moderate |Good | (=) None
7 - E. faecalis 10%| 100
9|79 1.0X2 # E. ooli (107) <0.025 N.D. E. faecalis (102) N.D. Moderate {Good | (—) Sepsis
9 - Corynebacterium Renal dysfunction
sp. (10%) Prostatic hypertrophy
Hypertension
Angina pectoris
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None
None

urethritis (?}

Chronic hepatitis
Fatty liver

Chlamydia

TEZR%, AK 1.0g #AEEAEN 100m]l wBHL,
S0P ARGIHE L. #5487 | MBI EILIR < »
F—%T-C PF %R L, RN T M
#eLlbic FKOY7 OB THEEXMEL L. WE
v¥, Bucillus subtilis ATCC 6633 #HREH L T5
disc Bz L b, ZFbE—v—=A CHKE L TT

GPT
(28—+59)
(25—+63)

GOT

-7z,
2. EBREBEY
TR 1992410 A2 199342 7 R ¥ CDI0A A

GPT
(37—113)

(=)
=)
=)
(=)

RIC, BENSITERI~TEDOBM T ABP LK
Liz13BlDARBECHS. SfEL LTRE®SERK

FUEOHRBIE LT, SMEBEEGRIA, 273
STHRES GO 14, BEORIIRIEALE 2 fIH

Moderate | Good

Moderate | Good
Moderate | Good

Hote. MWOEBOEHESE LTI, BHBREER
Ao B, BUmiE & EEEE, RILE, HROED 1k

(10%) | Moderate | Good

S. aureus

E. faecalis
(10%)
(10%)
N.D.
N.D.

CNS

LU S URFEE 3 flhid - AR XD
BEBRIG I B fo» T ik GCP BIEF O BERABROE
M B35 H8E | (EAHIERRR B TR TEI0A
2 H) @&3WC, TRCOBEFANCTES 5L

(=)
(=)

=)
(=)

(

v, BEERIRACIE L TRBANOIEC LS
ME%x 1. BEAEL EARIGT A b CEEYTE
BLWE, AAI1E 1.0g % 4 BAEK 100ml @
BE, 04T TC 1 B 2 EAEEE L. 850
117 ~9 BMTH -t

(<10%
(10%)

N.D

E. coli

MEEHME & LT, WISZARE ¥ (expressed
prostatic secretion, EPS) 3v— FA 7 7, Rixv
VANPITERL, WTh b HEoERERLA
T AFIHT A RSN R ZHH Y — v — = iR

0.78
0.05

BLUTHIE L.
BRI ERENE L UTI EaaiikEr X v
FRE L. Te¥s, T9REO 1 Gk, UTI BRSSPl

(10| £0.025
(10% | <0.025 | M. morganii (10%)

(10%

(10%) | <0.025 | E. coli

(10%

E. coli

M. morganii
S. aureus

E. coli

E. coli

M50, ERERERCCTCRHEL 5 B
FTHoteDT, THICETTHE L. 20
iz, M2l BMENEEREBE T L L
bic, BRBREEOET: LCEHR, ME—4%
WHEFBRESC X - THE L.

&+

)54 i
1. &+ PF ~OBT

1.0X2
1.0X2
1.0X2
1.0X2

PF ~OFAOBTEEIL 0.87~747 pg/ml (F
3.43+2.23 pg/ml) TH o= —F, METIT 42.7~
51.9 pg/ml (73 45.3+2.88 pg/ml) T, PF i
LEEE L o, (PF/serum) {30, 08+0. 05TH

60
54

42

ofc. TR, OPBREOCHKB% M PF ~BTL

10

11

TWBZ Ao (Table 1).
2. ERIRBUR

** Chlamydial antibody (IgG, IgA), positive

* Before treatment/after treatment

N.D. : not done
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13600 SR HEBRRI D BEEN S Table 2 w78 L. E.
coli = X BBYuW (E. faecdlis = X% RERYH] 1
Bl &1e) 11081, 76.9% TH -7z, T DBOERIL
a-haemolytic Strept. & S. aureus & S. epidermidis O
TR 1 B, M. morganii & S. aureus DK
ERY 1, E. faecalis v L2 1B ThH-Te.

3 ~ 4 BV S MBEFERIL E. coli BE10
BID 5 2 GUIREREMR TH - 728, 3 Pk
Fioir 103/ ml KRG EROBPEZTRL, BrDO 54
1324 & — L LOBEHROBA %R L. a-haemoly-
tic Streptococcus & 8. aureus & S. epidermidis D
KEBRLH TR AR L. E. faecalis D 1 4]
Tt 103/ml Riff~DWA, Fi M. morganii & S.
aureus \Z X B ERL S, aureus HSHEL, M. morga-
Rt (L 4F—F—WA L. 7T BRERTSHEEN
MRTIE, E. coli DL TNTOESRE IR, B
BERI00% ThH-fe. thbD E. coli i+ % FK-
037 o MIC 1% 0.05 pg/ml 225 #, <0.025 pg/ml %S
5fkE W TEN T\ o, i S aurens 2 BEIT
0.78%5 XL T8 25 pg/ml, S. epidermidis 1 k% 3.13 pg
[ml, a-haemolytic Streptococcus 1 fki =0.025 pg/ml
M. morganii 1 FRi3.<0.025 pg/ml LEFER T Toh,
E. faecalis 2 fRiz\~Fhdb 100 pg/ml & MIC 235
Bofe. Toks, BeEHMEEIERS 104/m] L ko

WRILE 40%

125 19944E

& D & LT Corynebacterium sp. 2 #k & X0 C. albi-
cans 1 ¥RDOBH &tz (Table 3).

TRRHE T %, BRI O\WTBIL £ 7EA 13614
6 BITH >, WIhBERIL Ko7, EPS O
WEESEE B 1 Bl E. coli 103/ml SR I Nt
25, FROBILHD bDODERVRMALTEY, B
RLFMWETE o

WBer T EER Rz, UTI RGERMaEsEY k3
HER L UOEBEHEDWTH TS 13FH1346-4<C
ER), BHEIGOBEFETH-Te. ok, ERz
7% UIefEfDs fohs o fo DX, EPS o HImERe T %
HRPYECE STEAB R DR e hok L2 X
5.

S IRBRERC AT 23Rk Table 4 w/RLiz.
7e3, EPS s [quukkicsd+ 540818 Table 5 iR
TTELKAEETH, TE6HITH-.

BRI SR EOR S EELIFED 1 D THHR
WP AR OEE Y Fig. 3 R L. &g~
OEFTEW I HIIRHEL 2R LY, BEfcEE
FTARUEFHBECE L.

DE E. coli W X BKRIER & LICESIDW
Tl 5. Case 9, 795558 H:. %2 1 JBEMN X vEEER
B D, RAcRIEBL, FETEFRLOYSZ
BLENRERLEBH S hi.. Tok, BE BE

Table 3. Bacteriological response on clinical isolates in EPS of acute

bacterial prostatitis

No. of . . Strains appearing  No. of
Isolate Strains Eradicated (%)  Persisted after treatment* Strains
E. coli 10 10 (100%) 0 Corynebacterium sp. 2
E. faecalis 2 2 (100%) 0 C. albicans 1
S. aureus 2 2 (100%) 0
S. epidermidis 1 1 (100%) 0
a-haemolytic
Streptococcus 1 ! (100%) 0
M. morganii 1 1 (100%) 0
Total 17 17 (100%) 0 3

* Bacterial count : 210%/ml

Table 4. Effect on clinical symptoms of acute bacterial
prostatitis treated with FKO037
Symptom E;zeﬁ:{;i;r Improved  Persisted  Total
Fever 13 13
Miction pain 13 13
Residual urine 13 13

feel

Pollakiuria 11
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Table 5. Response on leucocytes in EPS

Cleared Decreased Unchanged Total
0 7 6 13

WBC

25,000

20,000

15,000

10. 000

5.000

Normal range:3, 900~9, 000

Before After
theraphy theraphy

Fig. 1. Effect on leucocytes in blood (n=13)

RHBR L, MEERSZ2, AL oo i, ABRRF OB
WRifigs & OF EPS 5% E. coli A& H S h, Sl
L ABP o&HiflL M s hiz. ks, =V %y
ViREHTH 7o, BRITEE 41.5°C ¥ CEL,
BOBERAE L B o mEER k. FKO037 %
18 20g #58AL, 3 HERBERBEIEE L.
5 BB EsBec L, 7HBHi EPS T E. coli 28
WAL, 9HHRIIIROERSEFEE L. ful
s LCoghEix, FELE O MK jEfT LT
Wit BRI 5 BBRIEELTE Y, E5
EEXbhie. ¥, REFITHREMCBRECBES
(BUN 33, Scr 1.7) % i3, &Iz, BUN
17, Ser 14 wdEsR L.
ZEMEOVWTORR TR, HEERZV-THho
EATL A ERT 5 BERFBD R, -1 BRE
ElOFB TIIAFNC X 5 & Boh 5 [FSEEE O LT
FRUICH O 3 Rbhi: (Table 6). Wwihi
TR NS, BEPILEOBYHRED TEIEH
TRITHHCIR LA LBRNOECE LT, 20
flDIE B Gt RERRDIch » T,

Table 6. Clinical abnormal values treated
with FK037

Case No. Item Follow up

1 GPT 13— 59 N.D."

1 GPT 28— 59 N.D."

GOT 25—+ 63 33%
GPT 37—113 427

13*

* : Complicated with fatty liver
"): Not done
.17 days after completion of therapy

% Z

ABP oFRERIESRLBOGENERTSY, B
LI L CEREVBINE e D RAETH B, TT
CER OBEP KR BhB I, FERIZEAE
P75 ARHEE, B E. i @ X B BRYETH
25710, &E 0 FK037 12k 5EEAC S Th, =
hEcrRIhc®E L A 1369 106l, T1%
E. coli s &h, X M. morganii 1 KRNz
5 L 1367114, 85% B\ T 7 7 A BENE
BELBETHDH LEL bR, —RCHNIRET T
BIRFCE, ThbOBRKECH T2 HEEE ED
SfEOfhiz, BZEES DO INIRE~ OB T2
BhAEFLBEETHBW. 75 2 BHERCHTS
FKO37 DIWEEMIZOWT 2b k, SEDHEKSH
D5 % E. coli 108k, M. morganii 18, EF11HEH
AFEEShk. Zhbieits MIC ik £0.025~0.05
pg/ml & 2 TR D - o,

€7« AREFID PF ~D BIFHEEE (T b s L
DF T cefazolin 5%, cefmetazole 1%, cefope-
razone 2%, ceftizoxime 4%, cefclidin 2% 7 &%
IxmFEED 1 ~5 Z0fECHH, —clihiE
BB LTE 1217, RF0 PF ~OBTRED,
MARE - BT 5 L, oRRE & FFCEV-ER
Thotc. Ll, SEIORHFCclihvILD8% L
WA ER, BT RRLRARFAOR TRV HCABET
530 L B,

GHEE D MIC & PF OMhEE L o B cas
&, PF DEEMN 343+2.23 pg/ml, MIC #3<0.025
~0.05 gg/ml THBHHH, MIC DX F100EDHE
BEoEFN PF ieBTLTWD 2 &b, f-
CTHRERRHETT ~9 BEI 100 % DENREERY %
o, Z ORI ERNTLT — 2 LA THER R
Rebs EBbhic, i, RERYEGE (UTD Lix
M 5 IGOHR K Rich. Tihbb3~4H
BRI BHEOBRE N0 B D b, 7T~9 K
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100%BRE ShTHbh, SELXBREDIREZ 5 ITINR
&7 HEOREARETH S L Bbhie. i, #5
BieowtiddmoRgEs» b A T1H 1.0gx 2@
DETHAHH EBbhb. i, ABP REWTILE
ROWEECBMECBITT 5 TN D 29 OT, FH
ARG, O CREINIRACS T 58
& Bbh 5 EOfEHL-® 2ROl ST
DA E LAV,

AF ABP 1ot LCHBBEERRTH S & LTI
FHNC100% PR HE IR L THLLTHD. 20
i ERER A T84 6% M IEF AL L, FAgMrp A ki
FTBERE R T HEEENHELEMNTH5L0TH
. foks, HIEMERISIRA © EPS o GmEkic w15
ZhL, norfloxacin T34 2 )45, temafloxacin
TR | IR ETARE T, BF 7 BHBEOR
FCTRSEORBCRONB X 5B LA EDHRIT
E 671:‘4 ‘@ﬁ;ﬁﬂ'éi 6 13—15,17)‘

ABP i, LIXUIEHUIERFED Z &35 B,
SEIDHETEH 1 4l E. coli o X 5IMEAR b,
ZOEPIITREBRTH Y, rOBRECHEEYS
BEL TV ies, JRIRBALG 6 A Hii FaucE L, Bum
FELARE, ABP A TH -7

REMTOVTL, BMENEIEFRZ2ACZED L
hirhole. BKREEOCEETIFRFOEELEL
b 5 FFiEeME (GOT, GPT) DR HEAL 3 flicgid b
R, THEIVThE 3 kd oTHs. Case
1 5 XULREEBREERETECHR Lz & Bbhskit
Uit otctc S BHFRE T &ith ol B TEL
Case 13 CIIREATHITH BRIIEIMECE LT
¥, BELLUIHCEETIWEELDRS.
Lo, BEEO £ 555 FETE, 13693
B, 23% 2T RCIFHEEC KT 5 b DTH » o AH
DEEDHRCOBI T, BREEHOHEMEE L
T GOT #33.9%, GPT 3. 2% DEETH » 1210,
Zh & BT 5 & S EIOBE CRARIOF#c 5 £
BYERRRE VAN D -t PEADIDHESHD
XL ABRHANUNETCH LN DOETKRELSE TS
AThosLBbhs.

%

FESHA 7 = 27PIEWE FKO37 wowC T
DEPER), BRI 2 7o

1. PF ~OBFLE : FKO037 1.0g % fivsn
e EEE Gvd) THE L. 1 BER#%0 PF
DEE 1 3434223 pg/ml (n=7) T mMAPRE koD
HiX0. 08+£0.05TH - 1z,

B
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HHBFEDHE L CFHREREECBRE LAY 34
R
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