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Using chlormadinone acetate (CMA) as the control drug, a double-blind study was carried
out to examine not only the effects of 17a-acetoxy-6-chloro—2-oxa—4,6-pregnadiene-S,ZO-dione (TZp-
4238;) on subjective urinary symptoms but also, especially, that on the sexual function in patients
with benign prostatic hypertrophy (BPH).

The clinical efficacy rate in relation to the subjective urinary symptoms was about the same
in the two treatment groups; 45.9% in the TZP-4238 group and 50.0% in the CMA group, How-
ever, the incidence of adverse effects on the sexual function showed a marked difference between
the two groups. The TZP-4238 group revealed a lower suppressive effect on the function than the
CMA group (45.1% vs. 71.4%). In relation to their causation of other adverse effects, there were
no differences between the two drugs.

Accordingly, in consideration of the facts that TZP-4238 with less influence on the sexual func-
tion affords a superior quality of life to elderly patients, while achieving effective treatment by

means of a convenient single daily administration, TZP-4238 was surmised to be a more useful
drug than CMA as an antiandrogen for the treatment of BPH.
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CMA® —o— CMAB 43 40 36 30 B %% | p<0.001
() i3BER g

Fig. 6. e V{EOH#E (Mean +5.D.)

&3 TZP 2£45.9%, CMA B£50.0% T b mEERS
CHEEZIRD bR D T
2) fLEFmR
ERZcIbBliRoEky: D5 L,
Table 8 =&k 5. td, BABEOKE &%
CHBERA: 1, T/NBIRK): 2, THERK): 3, [
BPAA ) 4, TRIPA]L:5 LASUEL, BEHiBOE
(MREE] — HBH5ED L LTEbLE. RO
KExXN1 7 v 7RI ORONICESIE TZP 3
22.9%, CMA #36.7% CTHEMCEEZIRDHHh
e ote. L LWRE bBEIICHEETHRHCIRE
Bz LT (1 A Wilcoxon #5E : p<0.05,

p<<0.001, BT XA LTWAEV). ¥ RBREC K
TR E R THOECHHE TEREEZRRED LI
(G LRPY

REERAEOE({LE Table 9 iR Lich, TZP
FCHRENBAEECS D, HREHIEECRY
LTwic (p<0.00D). B ARMER (MFR) ©
AL DCHIBEBRTEERLL, LA
BEIZDHLRLh o, L LEHREER (AF-
R) Tit CMA B WTRENCHLEE i
NRbR (p<0.05), HHE IV THEERSZD
phic. 7ok, BERER L% MFR, AFR ~pgg&
BRATHIBARRLD ) € 7T ACHEGER L
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Table 6. BERFERORFIHZE
B H ® M OB R B B HER Bt 0 & h
#5a%E" TZP¥ CMAH URs TZPH CMA® URE
-3 o(o ) 1(31 0(0 ) 2(6.5)
-2 | %& 1 (2.7 3 (9.4 z=-2.423 6 (16.2) 4 (12.9) 2=0.192
-1 8 (21.6) 13 (40.6) * 18 (48.6) 12 (38.7)
0- 7% 24 (64.9) 13 (40.6) p=0.015 12 (32.4) 12 (38.7) p=0.848
1-E{ 4 (10.8) 2 (6.3 1(2.7) 1(3.2
A~ B 0 0 0 i
& & 37 32 37 32
b | H BRBEWBOER RBOBLVOEBT
BE5HIHE" TZPB CMA® URSE TZP# CMA® URE
-3 1 (2.7 1 (3.1 1 (2.7) 1 (3.1)
-2 | %&E 3 (8.1) 4 (12.5 z=-0.616 5 (13.5) 5 (15.6) z=—0.745
-1 15 (40.5) 14 (43.8) 15 (40.5) 15 (46.9)
0-7F% 18 (48.6) 12 (37.5) p=0.538 15 (40.5) 11 (34.4) p=0.456
1-Zf o(0o ) 1(3.1) 1(2.77 o0(o0 )
~ B 0 0 0 0
& B W% 32 37 32
TS HAB-TRENAK, () I BRL%, BRLELURETR TFAF, 2RV
7.
Table 7. HENEREECT 2654
%85 % B ¥ =Y M
w58 % % A% Ef &% URE =
o & o & % B E? 95%EEXM
5 12 11 9 0 b
TZP ® (1375 (32.4) (29.7) (24.3) (o0 ) 37 z=—0.568 45.9 &%fw?é
p=0.811
3 13 13 2 1 =
oMA B (o’ wo'e) woe (63 (31 32 p=0.5%6  50.0 9_53?31:%2%“2
() THRL% 1) I HEDEOKEE  2) ! Fisher DEBEHERGHE
Table 8. ERFZORIH%E %), CMA B4 (9.1%) CTHREECEELITD
A B " > bhith ol FREE LEEL D ORREBREED
- BUIRERIOH R TEER OB 2 bk, T,
HHEHE" TZP 3 CMA % U RSE . . _
i = T £ OREERERIC D\ T~ E 25T
L A S AN s
- . . z=—1.
0 FE 2% (143 19 (63.3) 2) BRIRREE
1 MK 1(29 0(0 ) p=0.144 —RRAELFRE CRETEH DD DI ENL TZ-
F = 2 2 P #40 (7.5%), CMA BE96l (20.5%) ThH-
& & 37 32 obt, FRIR ERGRE &7sh X 5 il 7o 25 kit i o
1) b S¥O -G S8 () DHERL% 7.

BB L RETIR TR, 2w

EREBERBOBRTH -
Ret
Bl R

BRI AE L TR bh LS OBIER %2
Table 10 iR L. FREOAFE TZP #3464 (5.7

25
5.
D

3) ELeMDFHIE

ZeMEHiY Table 11 R L. EEARL] &
INIEGNIT TZP ££92. 5%, CMA #88.6% Th b
ARECEREZIZED bhith o T,
6. HEMk

B ENBEREZCH T 5Bl L OReEHYEE
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Table 9. R ot 8 % W

BER Am B o5 oW # T B wees HEED,

= t
R B TZP # 18 235.2%122.7 174.3+105.2 p=0.079

(ml) p=0.248
CMA ¥ 13 227.5%156.3 227.2+132.9 p=0.993
TZP # 18  52.2% 21.6 36.6% 15.9 p=0.0002%**
ﬁk%ﬂl}?ﬁﬂ p=0.312
CMA B 13 48.6% 26.5 40.6% 17.5 p=0.30l
M TZP # 18 10.3% 5.8 10.3%t 3.9 p=0.960
F p=0.514
Rgx R CMA® 13 117 54 12.8% 50 p=0.38¢
/) s rzp @ 18 56+ 3.9 5.1% 1.9 p=0.571
F p=0.097"
R CMA ¥ 13 5.4t 2.6 6.7 3.0 p=0.031*
M TZP ¥ 18 —3.2+ 1.2 —2.7% 1.5 p=0.096"
F p=0.783
R CMA # 12 —-2.6% 1.4 —2.2%+ 1.3 p=0.244
VE Y & A
A TZP ® 18 —3.6t 1.3 —3.4% 0.9 p=0.299
F p=0.485
R CMA® 12 -3.7+ 0.8 —3.0t 1.6 p=0.043*

VIR GRE Y 2R RE
BB EST AIDONTIE BB K Wilcoxon BRTE Al %7 0 B B B Mann-Whitney @

URE TiTo7-.
Table 10. Bl £ B
b1 Z] TZP % CMA B
REAAET 20K 53 44
BERRHEN K (%) 3 (5.7) 4 (9.1)
BOEH B R H# K 3 6
7 iF 1
# B 1
B o RS !
A ol h
e 1
H B b 1
5 EHEER i
& & M 1
# B £ 1
kR KX W 1
Table 11. & & M
- -] rgg}g g M s URE % & ®  HREM
RSB L0 BERY L, B % B %Y osuREEm
49 3 1 0 - wex g
TZP B (g5 (57) (1.9 (o ) 3B ==0.691 92,5 3.8%
PO R
2 1 _ %1
CMA B (@6 (45 (43 (23 # p=0.489 86 ~10.0~17.7

() fEst% U RERZ Loge® P Fisher DEEHEIYEE

LEBEFAHE LicH RO @M% Table 12 7L st

fo. TEb®»TER] &L ¥hifix TZP #13.2%, 7 BRNENT
CMA 2£8.8%, R U EOERHE 2 TZP #44.7 MEIBERE W T B BB oW T TR AR, MR

%, CMA 44 1% CHEBCERZIZD bhich BORE, et A 27 (WKl [H&) T
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Table 12. & B i3

& b 2 b6 HFHAT 5 B %Y i 18,
kS5 ¥ O T A8 P N2} A8 UME —m B
A H A Akw & w % ® E? BUEEEE
5 12 9 10 2 _ HAEnE
TZP ¥ (139 (31.6) (23.7) (26.3) (5.3 38 2=-0.152 4.7 000 0.6%
p=1.
3 12 12 4 3 _ 95% S X
CMA ® (g8 (35.3) (35.3) (11.8) (8. 3% Pp=0.879 4.1 =25.2~26.4
() Bt % UV HALEOFERE P Fisher QBB KX

) TR OKEB O F % Bl o £ 5w S5k
L, chbk &5t Lict o), NPT fETRBALTH
B#eat U7 (Table 13).

TZP FELiEMRERsH 227 M10~125] B X ¥
[REH] OBEEBRLTNTOHET CMA Bk L
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Wic U] OUGIIEROCSIERBOES], HREDOH
BRG], MEEEESEHA DT 4~ 6 HOmER, NPT {f
20~30mm ¥ XU 30mm [J EDEFICEECE
7 (p<0.05~p<0.01) B 5\ XL OEASED LRI
Jc.

B HHBERBEIC R T 5 B oV T ER,
WL, HHRERAEHA 27 X » CBIEN 17 -
LR BEZRFEDLhAN -7 (BRIZTFELTW
.

% 3

50i%LL LD B T s\ CERZ EIRK LcRTSIRIR
BE% s 5 REL I & & b ginT s o Lixdns
NTWB, JWALWIX, 505 E], 764 Bl st L
TR BRERRI s\ CEBZ LR EEIRA LD
BRI A BT 5 BIAT50mRAR ¢ 2. 5%, 60%fR ¢ 7. 2%,
708518 1 15.8%, B0mEfL @ 18.3% L infdic X 5 £ gl
BOMEHRE LTS, BIRIERORE & PR
EORE EMNBHT LHEEBFRT S b Tkt 23,
HE CONCENLIEF R MR O C b EBREES D
HETRERBECHD L INTWBD, LichiaT
BIZIRIERFEE LCRA LD BEYER LTI
bW HRERIIELDTE N LK 5.

Z OFNRRIEAIEC ST B 1R & LT ol
RAEHRIIIEEERMT (TUR) (RRC BiNZARmERR) »°
gold-standard & X CEA, 4 R AEHNEE &
LCv—¥—%BAu5HEbEEIN, SRBLoBM
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BEAOBLIEE - TETW S,

AZBRBEXAEC ST 2 ik & LT, 7 v v

By UH, R a- ZEEENE L0 e DRE
Rl ThH 5. MEOIMT v Fe s vHIL, iR
IBKHEET v ¥ e 7 VR THD BTV F
v VvOEEEIILT v Ve Y ORRERY T
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WHRE CMA LRERH CIEL Hbh T3 H7 v

Fryvo—fEThHoBH, SEKRE L TZP-4238
1370 CMA DAFeA FEB2MAYORERLI
AFrA FC, £OEBHRE R T CMA Kb
BT v Fer Y EAZBLTWSC LR
2(31115—17)Y -iﬁ:, %Df%ﬁi%f@%gﬂfh‘bm'lm-

T, TOXSRHT v Ve v BBEDOS
4, BED QOL &85 EEHo—2E LT,
ZOEOIHNT X HUHE~ O EE X EIFbh T
. ThETH, M7 v Ve vACHELTMoRE
Fle BT HHBE~OBEN BRAIhEB a2 D -
1o, EEOBEOBITBVTINEEAYBEALR
Bol Lo THBETIRR. Thidit, GBEc
BT B HEBEEOERATHTITE LA SR TR
Mofez &b, TOFERELLTELLRS. L
Bt ST L b7V, BB TEE4D
E2»H0 QOL g EAuHIh Th5iES, i X
BEEEE~OREY TR ¥ D EBNCBLTE
T EHEBER 5.

EBE REELOBRABT 5, 628 BIOFHEETIL,
i & b7 S EEDETERIZA S b0, Bz
MRIERFE DR G D—IF & 7t 5 60~T08% L, Lo BF
TR HEBELTEY B BEBEIRTW R, LR
- T, QOLEHOBE,»D, X577 v e
7 VEE X BRETCE, BWER & LT OBBSEE T A
EDOBRETHDO0%T5HbLMC LTRSBELS
5.

T, FBR CrLH L Bi% Shic TZP-4238
DB T 2 BB DRI R TR, *
OHERKRMR (BENHERESEC 512 B9t &2
M, BAM b CMA #BEL LT EHED
L A RBRMEL TR TH 5.
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YR BE DEF K TR L O
i3 e B R E8 48 UKkEg ———
i oRE L BV ET EY G RS
. 18 6 3 0 _
TZP # % 0ty oy (o)) 27 =305 667 ‘
& 65 i K i . . . " p=0.019
CMA ¥ (986) (23.8) (28.6) (19.0) 2! ~ Pp=0.002* 28.6
10 7 4 3 _
" TZP® 1) (0.2 (6.7 (2.5 2 z=L129 47
65 &% Ll E o . " ; p=0.533
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5 3 1 1 -
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23 10 6 _
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8 6 13 5 _
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0~ 3 M p=0.592
2 1 9 1 _
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4 ~ 6 H " " " p=0.025
5 =
[13 CMA # ©20.8) (16.7) (45.8) (16.7) 24 p=0.002** 20.8
8 4 2 1 _
& TZP # (5373 .(26.7) (13.3 (6.7 19 ~=z=1.208 533
7 ~9 8 5 1 p=0.210
. 2 4 _
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3 3 1 0 __
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10~ 124 ; 5 . 5 p=0.444
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2 0 0 1 _
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5 P p=1.000
1 0 0 0 _
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9 5 3 3 -
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20 mm il ; . . " p=1.000
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4 0 _
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i 4 1 6 _
T CMA # 956y (7.1) (42.9) (21.4) '+ p=0.008"* 28.6
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CMA 8 (g3 (25.0) (s8.3) (8.3 2~ p=0.002" 8.3
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SEOX -5 BEE E Ch B IR T 5
N T OREHIMEEEE ' o\ T O BRIK, BIU
NPT (nocturnal penile tumescence) 12X 2a%
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DIONMEE A D T BENHRENAREIR N3
ERITI, PERSEMREFAETH TZP #4 CMA
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i oie.
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