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The a&lRll ol T lo gonadal ablation dii nd intrees beabnent tox!dW but did nd improve 
therapailk results - 
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A BANDGMIZED, MULTICENTBE TRIAL EVALUATING ABEDIA IN 
BREAST CANCBB PATIENTS WITH BONE METASTASES. 
Conk. P.F., Latreille J., Mauriac L., Kolimt L., Calabresi F. and *Ford J.M. 
00 behalf of the Aredia Multirmtioml Coopemtive Group and +ciba-Geigy, 
Switizrlmd. 
To evaluate the efficacy aud tolerability of Amlia 295 breast cancer pation@ 
(pts) with lytic or mixed bone metastmes (BM) were randomized to receive 
Amdia 45 mg i.v. every 3 weeks plus standard chemotherapy or chemotherapy 
alone. 35 czede.8 pmtloipatcd in 7 comltrics. 
The primary end-point of the trial was time to pmgrassiott of disease (PD) in 
bone on serial X-rays and bone scans. To mlnimise bias the end-point was 
de&rmbd by bliided obsavers during “extra-mural review” (EM@ of the 
trial data. saxmdrrry end-points incloded the complications of BM - pain, 
attalgeaic end mdlotbempy requinwnents, pathological fracttme and 
hy-pmxlcaemis. An analysis of time to PD in bate has been perfcmted cm all 
data collected until 15.5.92 and is shown in the following table. 

Atedin Cmttrol 
Np. of Pts mdomised 142 153 
No. of Pts evahtated by BMB 116 115 
No.ofPtswithPDittbone 67 75 
Median time to PD in bone (days) 249 192 
The difference between the groups is statistically significant @ = 0.05 
Wilcoxon test). Aredia was well tolemted with tm major toxicities repmted. A 
complete and final analysis will be p-ted (both primary and secomlary end- 
points) and will include data collected until 31st Jamaty, 1993. 

b. b.tt.r in t.‘m. of-proarwsion fro* survival it does not load-to 
imprw.d surviv.1. Aa . result tb. disad.mt.gas of lmwr m tr..to.“t 
b.v. to b. w.igbt.d .g.iast . ~11 g.Ln in t&m to progr..si‘m. 
Co,wquvntly, m adopt4 P-Twistmod* wu usad to 0-r. both tr..Unmts 
in t.- of qulity md d”r.tlon of lif.. Continuous t=..ta.nt turns out 
to r..ult in 8.5 md short tr.a+a.nt 7.8 -+,,,a of quality .d.,ust.d 
survival. The diff.rmc.. thus. Is again !nin.x. 
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4-IaDR0xYANDRosTENBD IONE (4-OIiA) AS FIRST LINE TREATMENT M 
POSTMENOPAUSAL. PATJENTS WITH ADVANCED BREAST CANCF,R(ABCj 
Zilembo N., Bajctta E., Noberaw C., Bozzani R., Mmt&tti A., Fetmti L., Gelante E*., 
Fariselli G*., Pimmalh D*. 
Division of Medical Oncolcgy B, l Division of Surgical Oncology, Istitoto Naziomde per 
lo Studio e lo Cura dei Tomori, Milan, Italy 

4-hydmxyandmstenedione, a new s&cti.e tuama&e inhibitor devoid of severe 
si~ff~,ha9been~~atedtobeactiveinptswithABc.BetuaenJune’89and 
octoba ‘91, 143 omscctltivc postmenppausalptsprctrcatedorttotforABC,entacda 
randomized trial to evaluate the mdrmoc and clitticnl dfeas of 2 fort@tly 4-GHA i.m. 
doses, 25Oq(A) or SOOm&B). 52 1143 pts (mediao age 59 yrs) received 4-OHA es fkst 
line treatmoot (24A, 28B). All pta hod PS< 1 (EC@?), 34 pts (65%) had DFl > 2 yn, 21 
pts (40%) both ER+/PSR+. Hormonal adjutant txeatment was 8kr1 to 20 pts tic 
adjuvmt chemdhcmpy (CMF) to 14 pts. Sites of metestatic disease were 88 follow soft 
tissues 60%, viscsa 44% and bone 60%; 15 pt3 had nmltiple sites. AtIer a median 
treatment time of 8 mos, clinical reqmsw were: 

250 mg (24 pt.“) 500 mg (28 pts) 
CR 4 6 
CR+PR 8 (33%) 13 (46%) 

responses in soft tissues. Better re8ult8 wk obtbed in B.oo .iscera-(7/14) and bone 
(6116). E2 serum levels sigoiticantly (p@.OOl) decwwd, more thao 40% km baselioe 
valueinbothgoupsetk1moof treakntandtaainedlmchangedtherreffer.LHand 
FSH levels remained oractidv unchained SHBG levels daeased onlvdmilb7tJlelirst 
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Fluorouracll ( F ) , nlth and rltbout blgb-da. follnlc l eld (IIDFA ) plus 
EDlrubleln lE) and C.clopbc.mlumlde K ) : FJK versus HDFA-FEC DIW or 

tn 245 fully evdlubic pu. m ri(plifkmt dttmm-x in o&l rapcare r* was obsaved : A 
(60.3% ) vc.B (53.1%) vr.C ( 58.6%) vs. D (50.7%).lbe canpanion between the two 

Ii& Ia pmgrusibn ( 18 “I. 15 “I. xl .a5 mrmhr ) aal ovprl, &at n&m survtvat 
( 19 VI. 16 .,.23 vs.17 m.mth~l.~On . tad cd 1668 cycles of cbemothem~~ 


