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gemcitabine in advanced soft tissue sarcomas: a GEIS 
study 

A López-Pousa1, R Losa2, J Martín3, J Maurel4, J Fra2, M Sierra2, A Casado5, J García 
del Muro6, A Poveda7, C Balañá8, J Martínez-Trufero9, E Esteban2 and J M Buesa2 

1. 1Department of Medical Oncology, Hospital Sant Pau, Avda. Sant Antoni Ma Claret 167, 08025 
Barcelona, Spain  

2. 2Department of Medical Oncology, Hospital Central de Asturias, Instituto Universitario de Oncología 
del Principado de Asturias (IUOPA) – Obra Social Cajastur. Julián Clavería s/n, 33006 Oviedo, Spain  

3. 3Department of Medical Oncology, Hospital Son Dureta, Andrea Doria 55, 07014 Palma de Mallorca, 
Spain  

4. 4Department of Medical Oncology, Hospital Clínic, Villarroel 170, 08036 Barcelona, Spain  
5. 5Department of Medical Oncology, Hospital Universitario San Carlos, Dr Martín Lagos s/n, 28040 

Madrid, Spain  
6. 6Department of Medical Oncology, Instituto Catalán de Oncología, Avda. Gran Vía Km. 2.7, 08907 

L'Hospitalet de Llobregat, Barcelona, Spain  
7. 7Department of Medical Oncology, Instituto Valenciano de Oncología, Prof. Beltrán Báguena 19, 46009 

Valencia, Spain  
8. 8Department of Medical Oncology, Hospital Trías y Pujol, Ctra. del Canyet s/n, 08916 Badalona, Spain  
9. 9Department of Medical Oncology, Hospital Miguel Servet, P° Isabel la Católica 1-3, 50009 Zaragoza, 

Spain 

Correspondence: Dr JM Buesa, E-mail: jmbuesa@hca.es or jmbuesap@seom.org 

Received 11 January 2006; Revised 18 April 2006; Accepted 26 April 2006; Published online 23 May 2006.  

Top of page  
Abstract 

The aim of the study was to determine the dose-limiting toxicity and 
maximum tolerated dose of a first-line combination of doxorubicin and 
gemcitabine in adult patients with advanced soft tissue sarcomas and to 
explore its activity and toxicity, and the presence of possible interactions 
between these agents. Patients with measurable disease were initially 
treated with doxorubicin 60 mg m-2 by i.v. bolus on day 1 followed by 
gemcitabine at 800 mg m-2 over 80 min on days 1 and 8, every 21 days. 
Concentrations of gemcitabine and 2',2'-difluorodeoxyuridine in plasma, 
and gemcitabine triphosphate levels in peripheral blood mononuclear cells 
were determined during 8 h after the start of gemcitabine infusion. 
Myelosuppression and stomatitis were limiting toxicities, and the initial 
dose level was applied for the Phase II trial, where grade 3–4 
granulocytopenia occurred in 70% of patients, grade 3 stomatitis in 46% 
and febrile neutropenia in 20%. Objective activity in 36 patients was 22% 
(95% CI: 9–35%), and a 50% remission rate was noted in 
leiomyosarcomas. Administration of doxorubicin preceding gemcitabine 
significantly reduced the synthesis of gemcitabine triphosphate. Clinical 
activity, similar to that of single-agent doxorubicin, and the toxicity 
encountered do not justify further studies with this schedule of 
administration. 
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