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ACTIVITY OF VINORELBINE (VIN) IN ADVANCED BREAST CANCER: 
PRELIMINARY RESULTS OF A PHASE II TRIAL. Demicheli R., 
Terenzrani M., Ferrari L., Brambilla C., Mel terni A., . . Zambetti H., Zucchinelli P., Caraceni A., Martlnl C. and 
Bonadonna G. - Division of Medical Oncology, Istituto 
Nazionale Tumori, Milano, Italy. 
From July 1992, 20 patients (pts) with progressive 
metastatic breast cancer were treated with VIN at a 
weekly dose of 30 mg/sgm. Median age was 54 years and 
PS was 90-100. Fifteen pts had been administered prior 
chemotherapy for metaetatic disease or were less than 12 
months from the end of adjuvant chemotherapy. Adriamycin 
and/or CMF had been previously used in 17 pts. So far, 
1 CR and 6 PR (SW00 criteria,l992) have been documented 
in 16 evaluable pts (56% ; 95% c.i.: 30-80%). Main toxic 
manifestations (20 pts): neutropenia (13 pts grade 3, 5 
pt.6 grade 4), local pain (9 pta) and phlebitis (6 pts), 
fatigue (3 pts grade 2, 2 pts grade 3), fever (11 pts 
grade l), nausea (14 pts grade 1-Z). hair loss (13 pts) 
and constipation (7 pts, 2 grade 3). Because of toxicity 
(mainly neutropenia), 42 % of drug administrations was 

delayed, and in 7 pts a reduced doee (25 mg/sqm) wau 
administered. Preliminary conclusions: Vinorelbine shows 
a promising activity in breast cancer, but its schedule 
needs further refinement. 
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PHASE II TRIAL WlTB NAVELBlNE (NVB) IN ADVANCED BREAST 
CANCER (ABC) AS FlRST LlNE TBERAPY. 
J. Garcfe-Cmtde+, A. Lluch*. A. Cervantes*, V. Cervem*. A. Cesudo*, hf. 
Mmtftt*. E. Dfax-Rubio*, C. Oliveim*, M.H. Gervesiti, J.L. de Pablo+, J.L. 
Gada-Girdn”, Gcmaia@. A. Mmdnex’*, EM. Delgudo**. 
* Spanish end Fmtugd Study Gmup. ** Fiarc F&e Medicement. 
From November-89 to June-91, 54 patients with diagnostic of ABC, with 
measumble diseese and previously untreated, were included in a phase 11 trial 
receiving a @men with nuvelbine (NVB) 30 m@m2 weekly. Gbjective of the 
study was to conlhm previously published dntesz Fmnokau end cols (ASCO 
1.99Oand13thAn~S.AntonioBreastCancmSymposimn)yBnmoS.endcols. 
&JICC 15th Intemationel Canca Congress 1.990) who showed mom then 40% 
objetive mspmtse rem in ABC with NVB as single agent. Fifty pedenm, with e 
medlan age of 50 years (34-76) end perfommnce SW &2 (WHO), wm eligible 
end eskssnble fox response end toxicity. 97% wem previously tmeted with 
surgery. 54% received pcetopemtive mdiothempy and 71% received edjuvant 
chemotherapy, with more thun 12 months of disease Bee httervel. Memstutic 
sited were: 33% one site. 49% two sites and 18% three oc muse. Toml number of 
administreted courses was 564 (mean 11 courses). Dose intensity wes 68%. 
LcuLopcnisgrede3and5waeobsavedin5096nd696respe*ivel~.Ncutropcnia 
grade 3 in 35% end gmde 4 in 40% of petients. with 2% who needed 
hospitalization fox fever and severe neutropenie. Gestrointestinel toxicity 
(nausea end vomiting) was mild or absent. Alopecia gmde 2 in 24%. No 
peripheral neumputhy higher then gmde 2 wes observed. Gvemll msponse mte 
wm 50% (Complete response: 4%, end partiel rqonse: 46%). Gus detes cmtfii 
that NVB bm sn impmtsnt activity as single agent in ABC as first line therapy, 
and it should be included in fust line combined regimens of chemotherapy. 
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cHHNoTHNRAPY CGMBIMED WITB MBDROXY- 
PRGGESTBRONB ACETATR IN ADVAMCBD BREAST 
CANCBR.TWO BAWDDMIBED STUDIES. 
S.Gundersen,On behalf of The Norwegian 
Breast Cancer Group.Dept.for Medical Oncology 
andRadiotherapy,TheNorwegianRadiumHospital, 
0310 Oslo 3,Norway. 

In in vitro studies gestagen (MPA) can render 
hormone resistant cells more susceptible to 
chemotherapy (CHT). Patients (138) with es- 
trogen receptor negative advanced disease were 
therefore randomized between CHT and CHT+MPA - 
5OOmgx2. 

The total response rate was 73 % for CHT+MPA 
vs.46 % for CHT alone (p=O,OOS).Doses of chemo- 
therapy did not differ. 

In a second trial 218 patients that had been 
treated with and progressed on hormone therapy, 
including MPA, were randomized. Response rates 
were 41% versus 30% for CHT alone (p=O,ll). 

In concordancewithexperimentalstudies,there 
may exist an interaction between CHT and MPA in 
hormone insensitive metastatic breast cancer. 
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