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Conclusions: Adjuvant CHTH in urothelial cancer of urinary tract isn't
a standard treatment. Half of pts treated with adjuvant CHTH relapsed in
one year. The risk of relapse remained comparable with results obtained in
pts without adjuvant treatment. The optimal strategy of management in this
high-risk pts is to be defined in prospective way.
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Effective first-line chemotherapy with docetaxel and
gemcitabine in advanced bladder cancer (ABC)
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Background: Docetaxel and gemcitabine are two promising drugs in
ABC, vyielding high response rates as monotherapy with manageable
toxicity. Moreover, there is evidence of synergism between docetaxel and
gemcitabine in various tumours.

Materials and methods: Twenty-one patients (16 male, 5 female) with
stage IV ABC have been enrolled. Aged 42-73 (median 63) years, ECOG
PS 0-2, 6 and 7 patients had been treated with adjuvant chemotherapy and
radiotherapy, respectively. Treatment consisted of docetaxel 75 mg/m? d1
as a 60-min iv infusion after standard premedication and gemcitabine 1000
mg/m? dl + d8 as a 30-min iv infusion, repeated every 3 weeks for up to 6
cycles.

Results: A total of 105 cycles have been administered (median 5/patient).
Grade 3-4 haematological toxicities included neutropenia 20%, thrombocy-
topenia 10%, and anaemia 10%, with febrile neutropenia in 4 patients and
9 cycles. G-CSF and EPO were judged necessary in 11 and 5 patients,
respectively. Treatment delay was required in 5 patients and 7 cycles. No
toxic deaths occurred. Haematological toxicity was generally manageable
and as seen in other studies with the two agents (alopecia, asthenia,
serious onycholysis, diarrhoea, mucositis, dyspnoea). Thirteen patients
responded clinically and/or radiologically with 3 complete responses (2 fiver
metastases); 5 patients had stable disease. Median time to progression
exceeds 6 months.

Conclusion: Preliminary results suggest that the docetaxel-gemcitabine
combination is effective and well tolerated in ABC. The study is ongoing.
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Nonseminomatous germ cell testicular tumors clinical stage
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The cure rate for nonseminomatous germ cell testicular tumors (NSGCTT)
clinical stage | is very high (99%). This can be achieved by different
therapeutic strategies. We analyzed retrospectively 100 patients (pts)
followed by 2 institutions: 42 accepted and entered into a surveiliance
program (SP), 58 were treated with retroperitoneal lymph node dissection
(RPLND). Patients had either normal serum markers or declining at haif-life.
Patients characteristics were: median age 28 years (range 16-71) for SP
and 28 (range 17-54) for RPLND; embryonal carcinoma component was
predominant in 72.5% (SP) and 56% (RPLND pts); vascular invasion was
present in 21.4% (SP) and 25% (RPLND pts); serum tumor markers were
elevated in 74% (SP) and 47% (RPLND) of cases before orchiectomy;
pathological stage I, after RPLND, were revealed in 7 pts. Median follow-
up was 9.8 years (9- 250 months) for SP and 8.3 (15-323 months) for
RPLND respectively. Relapses were as follow: 14 (33.3%) for SP and
8 (14%) for RPLND; all were treated with cisplatin-based chemotherapy
and surgery of residual masses. In the first group sites of relapses were:
retroperitoneum (6 pts), lung (2), retroperitoneum and lung (1), mediastinal
and retroperitoneal lymph nodes (1); four pts had only an increase of serum
tumor markers. Relapses after RPLND were: lung (3), retroperitoneum (2),
inguinal lymph nodes (1), retroperitoneum and lung (1), lung retroperitoneal
and mediastinal lymph nodes (1). Median time to relapse (TTR) was 6
months (range 2-19) for SP and 4 (2-19) for RPLND. None of the prognostic
factors studied (age, tumor size, pathological stage, histology, vascular
invasion and serum tumor markers) was predictive of relapse, neither for
SP nor for RPLND. In each group the disease specific survival was 100%:
one patient died for HIV-related causes in the SP group, and one patient
died for car accident 3 years after RPLND. There is only one patient,
followed initially with the SP, alive with disease.
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Conclusions: i) both strategies allow an optimal cure rate; ii) in each
group relapses were observed; iii) median TTR was similar; iv) no prognostic
factor examined was predictive of relapse. Therefore, independently from
the strategy, an accurate follow-up must be performed for the first 2 years
and the patient's choice should be a fundamental point in the decision
making.
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Capecitabine-monotherapy and in combination with
immunotherapy in the treatment of metastatic renal cell
carcinoma
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Purpose: Capecitabine is a novel fluoropyrimidine carbamate, oraily admin-
istered and selectively activated to fluorouracil by a sequential triple enzyme
pathway in liver and tumor cells. This prospective trial aimed to evaluate
the therapeutic effects and systemic toxicities of capecitabine monotherapy
and capecitabine treatment combined with biological response modifiers in
patients with metastatic renal cell carcinoma.

Patients and Methods: 54 patients suffering from metastatic renal cell
carcinoma progressing under first-, second-, or third-line treatment entered
the trial. Capecitabine was given orally at a dose of 2500 mg/m? daily divided
into two doses for 14 days, followed by seven days* rest in the monotherapy
as well as in the combination treatment. This schedule was repeated in
three-week cycles. The combination therapy consisted of capecitabine and
an immunotherapy treatment, which consisted either of interferon-gamma
1b (100 mg/d) administered consecutively five times weekly during weeks
1 and 2 and recombinant interleukin-2 (4.5 MU/d) administered on 4
consecutive days during weeks 3 and 4, every 6 weeks, or alpha-interferon
(6 MiolE/d) administered three times a week.

Results: 52 patients are now evaluable for response and 54 patients for
toxicity. We observed a partial response to treatment in 5 patients (9.6%),
minor response in 5 patients (3.6%), stable disease in 32 patients (61.6%),
and only 10 patients (19.2%) showed continued disease progression despite
treatment. Outpatient capecitabine was well tolerated. We did not observe
any WHO-grade IV toxicities.

Conclusion: Capecitabine monotherapy and capecitabine treatment in
combination with biological response modifiers appear to be effective
regimens with favourable toxicity profiles in patients with advanced renal
cell carcinoma. Capecitabine monotherapy seems to be superior than the
combination treatment because of its easier application form.
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Health-related quality of life in randomised controlled trials
in colorectal cancer.
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Health related quality of life (HRQOL) is an important outcome in clinical
trials in colorectal cancer yet there is no established consensus on the
methods of optimal measurement of HRQOL for these patients. Recent
publications have raised questions regarding the quality of some published
health-related quality of life (HRQOL) assessment studies in cancer clinical
trials. Hence, t he aim of this systematic review was to evaluate levels of
reporting of HRQOL in randomized trials in colorectal cancer.

A comprehensive search from 1980 to March 2003 was performed to
identify randomised controlled trials (RCTs) of colorectal cancer patients
who had undergone a HRQOL assessment. Articles were identified mainly
by MedLine, CancerLit, and the Cochrane Library. All studies enrolling
at least 50 patients and using a HRQOL patient self-reported measure
were included. Two reviewers (FE & AB), according to a pre-defined-
coding scheme, independently extracted the data and assessed all trials to
consistently evaluate their methodological quality.

A total of 34 RCTs enrolling 10,180 colorectal cancer patients were iden-
tified. The majority of the studies (74%) examined metastatic patients. 26%
of the RCTs examined HRQOL as a primary endpoint. Different HRQOL
measures were used to assess outcomes, with the EORTC QLQ-C30 being
the most common measure used (47%). The remaining trials used different



