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in comparison to serum HEfWneu positive patients (mean: 31.3 weeks; 
p=O.O18). 

Conclusions: Our results indicate that an elevated serum HEFWneu 
level is a negative predictive factor for bad treatment wttim’e in ferns of 
progression-free survival. This result, Wgether with the putativsly increased 
anthracycline sensitive of HE&?/neu positive patients, may help for patient 
selection to a more individualized mode of chemotherapy. 
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BiologiCal study qf gnastrozole in post-menopausal 
advanced Breast qM@r (A6C) paMit& Effects on bone 
metabolism ‘knd oestko$en suppression 
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Purpose: To study the short term biological effect of anastrozole on serum 
oestmgens, androgens, 17OH-progesterone (17OH-PGR), gonadotrophins. 
sex hormone binding,globulin (SHBG) and bone metatabolism markers. 

Methocls: 34 consecutive pts with ABC received anastrozole 1 mg/day 
treatment Blood samoles were taken before and at 2. 4. 8 and 12 weeks 
dubng treatment to mkasure serum levels of: oestrogens (El, E2 and El-S), 
androaens (A4. DHT. T’ST. Free TST. DHEA and DHEA-SI. 170H-PGR, 
SHE& and’go&dotr$hin& As indicator of bone resorpiion we’ mea- 
sured serum carbossi-teninal telopeptide of type I collagen (I&P) and 
the cross-l@ked N-telopeptide of type 1 collagen (NTx), and for the os- 
teoblastic activity intact osteocalcin (BGP) and bone alkalyne phosphatase 
(BAP). 

Results: After 2 weeks El and El-S levels decreased of an average 
of 66% (range 23.1-88.8) and 75.8% (range 52.4-872) respectively; E2 
decreased of an average of 62% (range 31.4-89.6). No significant:changes 
were detected in andrOgens and 170H-PGR. There was a significant 
increase of gonadotmphins over time @ = O.OOOi and p = O.OOQl .for LH 
and FSH. resoedivelv). and a siqnificant decrease in SHBG p = O.OOOl. 
A progressive’signif&&t incr@ase-in bone metab0lism serum markers was 
detected in all’pts: p = 0.0394 for BAP, p = 0.0156 for BGP, p = 0.0021 for 
ICTP and p= O:OOl3’for NTx. In parttcul& pts with bone met&ases had an 
increase stat&&ally significant of bone resorption markers @ = 0.0019 for 
ICTP and p = 0.0251 f0r NTx) and bnderline far bone fwmation markers. 
In pts without bone disease BAP, BGP and ICTP remained unchanged. 
whereas serum NTx significantly increased p = 0.0186. 

Concltision: Anastrozole is a seleutive ammatase inhibitor as it does 
not modify serum levels of andmgens and 17OH-PGR. In our experience 
no reiation was .f0und in the short term period between serum oestrogen 
suppmssion and bone metabolism. The evaluation of bone mf@bolism 
markers seems to be helpful for the monitoring of bone disease during 
hormonal treatment. 
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Safety and activity of Capecitabine In elderly patients with 
adviinced, breast cancer 

G. Procopio, E. @jet@ 6. Catena, M. AU, R. Longatini, N. tilembo, I. La 
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Purpose: Capecitabine is a selectively tumor activated fluoropyrimidine 
which iB effective,iri a wide range of solid tumors. This study fested the 
safety and the activity of Capecitabine in elderly patients (pts) with advanced 
breast cancer (ABC). 

Methods: From May 1999 to March 2001 forly consecutive pts were 
treated. The first thirty pts were treated using a dosage of 2500 m+qsqm/day 
b.i.d, for 2, weeks with a week of rest; than to improve the safety profile 
we are c&ttinuing the, trial by redu@ng the dosage (2000 mg/s@day). 
The pt$ mqdiah,age was 74 years (range 65-89). Pts could receive one 
prior &e&therapy and/or 2 hornional regimens for metastatii disease. 
A previous ‘therapy containing 5-fluorouracil was allowed but a 12 months 
withdrawal period was require@ starting from the last dosage of the previous 
treatment. The metaststic sites were liver (IQ), lung (14). soft tissue (12), 
bone 191. other (9). 

.  I .  

Rssuftq: Tox& according to NCI-CTC Bethesda was: grade ti di- 
anhea (lo%), .@a&? 3 vomiting (7%), grade 2 (10%) and grade I, (26%) 
hand-f&t syndrome, grade 2-3 asthesa (13%), grade 2 stomatiii (7%). 
One patient died for gastfointestinal~toxicity and one patient developed deep 
venous thrombosis. The objective responses were II/31 (35%), 3% corn- 

plete remission, stabilizations of disease were Qi31 (2Q%),,and progressions 
II/31 (3.5%). The median time to progressionwas 6 nkmths. 

Conclusions: These results suggest that Caped&tine is safe and active 
in elderly pts with advanced breast cancer. 

The Authors would like to thank the Italian Trials in Medical Oncology 
(I.T.M.O.) for its editorial assistance. 
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The combination of paclitaxsll36mg/m2 as a 3 hour infusion on day 1 and 
ifosfamide 1.7 g/m2 as a 4 hour infusion on days 2 to 4 every 22days was 
given to patients (pts) with advanced breast cancet resistantto~anfhracyline 
containing *imen 0r patients relapsed after antrscydlne ooateining ad@ 
vant chemotherapy. Pts had to have measurable or evaluabte progressive 
metastases OT locat disease, and only one regimen for meta$tat!c disease. 
Thirty one pts with a median age of49 years (range, 3W3Q):errterad the 
study. Nine (2Q%) had lung and seventeeri (55%) liver nWWa$es (mts), 
nineteen (61%} bone mts. Only seven (23%) had iymph n0de mts and fwr 
(13%) skin mts. Median of 7 cy&s (range l-18) were delIvered Respond. 
were evaluated according to WHO guidelines and side @fe&a&rding to 
NCI criteria. A :panel of oncologist and one radiilog‘i ‘revietied all. r’e- 
sponses. At baseline only three patients (10%) were free af the advme 
consequenses of the prior therapy. During the treatment severe toxicities 
(grade 23) included nausea 3%, vomittng 3%, pulmimav 398, -neummo- 
tor 3%, asthenWfatigue 7%, pain 7%, neutmpenia QO%, thmmbqcytopenia 
IO%, anaemla IO%, infection 7%, while alopecia wasuniversef~ Threecom- 
plete responses (10%). 10 pattiat responses (32%),‘8 (32%) stabk+disease 
and 8 progressive disease (26%) were documented. Median survival and 
progression free survivals after beginning of treatment were 19.3 months 
and 6.1 months, respectively. 

Concluslonz Combination of paclitaxd and ifosfamide seems to be a 
promising regimen (objective response rate of 42% and a m&$m surviVal 
time of 19 months) with acceptable side eff@s in advanced breast cancer 
patients relapsed after antracycline based adjuvant treatment or resistant 
to.antracycline treatment. 
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a multlcenter phase II study 
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Purw: A multicenter phase II study was conducted ta &q&ate the 
efficacy end toxicity of he’irinotecan (I) - gemckabine (G) &xqbiiation in 
women with disease progression after initial chemotherapy ibr,metastatic 
breast cancer. 

Patients end.Methods: Thirty-six breast oancer patients p&teat&, with 
regimens including taxanes and anthracyclines re&vedQ 12od m&2 on 
day 1 and day 8 and I 300 m!$m2 on day 8, every 3 weeks. The median 
age was 58 years and the performance status (WH6) was O-l ,in 26 (72%) 
patients and 2 in 10 (28%). Nineteen patients ‘had receivedone, iand 17 two 
or more prior chemotherapy regimens. 

Reeuk All patients were evaluable for pxicity and 28 for response. 
One-hundred torty treatment cycles were administered tith.a median of 
3.6 cycles/patient. Complete remission was recorded In one (4%) patient 
and patiial response in 5 (18%) for an overall resp@nse rate df 22% (95% 
Cl: 6.23% - 36.63%). Nine @Z’%.) oatients had StabIs disease and 13 
(48%) p~rgres~ed. &spon~& we&observed at all me&static sites with 
a median duration of response of 5.5 months ‘(range, 2.5;to $.S), and .a 
median time to progression of 7.5 months (range, 4.5 to 16.5). The rhedian 
survival was 9 months (range, 1 to 13) and the one-year’ Wrvivhl rate 
37%. Grade 3 neutropenia occurred In 7 (19%) and grade &,in 6’(17%) 
patients. Neutropenia was ass0ciated with fever in 3 (996) patients without 
toxic deaths. Grade 3 throm@cytopenia deve!* in 4 (li%),patlents and 
grade 4 in t (3%). Non-hemaMogic toxicv was mild with grade2-3 dianhea 
reported in 6 (17%) patients and grade 2-3 asthenia in ?3 (35%). 


