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(22) oesophageal (1) gastric (9) or OG junctkm(22) adenocarcinoma re- 
ceived up to 6 coursesof E (60 mghn2) C (60 m@m2) and XEL at g-weekly 
intervals. XEL was administered orally in an intermittent schedule (14 days 
treatment, 7 days rest period) at doses of 500 mg/m2 bd, 825 mg/rn2 bd. 
1000 mg/mZ bd, and 1260 mg/rn2 bd in successive cohorts. Up to 6 evalu- 
able patients were recruited into each dose cohort wlth no intra-patient dose 
escalation. Dose escalation occurred after 6 patients had completed at least 
1 cyde of ch&notherapy at the previous dose level. DLT was assessed 
on the first-cycle toxicity only. The MAD was 1250 mg/m2 bd with 2 of 5 
patients experiencing DLT (grade 2 stomatltis [l], grade 3 diarrhoea with 
febrile neutropenta [I]). Cumulative toxicity for all cydes (n=140) (worst 
NCI-CTC grade per patient) induded grade 4 oesophagltis (1 patient) grade 
3 diarrhcea (5) grade 4 neutropenia with infection (7) grade 2 stomatlfls (4) 
and grade 4 fhrombocytopenia (I). Of 29 patients wlth evaluable disease 
there was 1 documented CR and 11 PR (41%). PK analyses (fust cycle 
only) confirm absorption of capeoitablne in patients wlth active OG cancer 
or previous OG resection with peak concentration of 291-9499 rig/ml, of 
DFCR from 701-9686 rig/ml; and of DFUR of 611-8948 rig/ml. A dose of 
1000 mg/m2 bd capecitablne is recommended in combination with EC. 
This is tolerable and active and a randomised comparison with ECF is 
justified. 
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Objecilves: GMB is considered as standard treatment of pancreatic cancer 
confening a significant dinical benefit to the patients. Cm-11 is active in 
gastrointestinal rttalignancies. Based on pmclinical data suggesting syn- 
ergism between the two drugs and their diierent mechanism of action a 
multlcenter phase II study was conducted in order to evaluate the tolerance 
and the efficacy of their combination. 

Patients- and M&theds: Fii-seven .chemotherapy-naTve patients with 
advanc+d pancreatic cancer [median age: 65 years, FiM: 33%/87%. PS 
O/1/2: 6/36/16. medlen involved sltes/pt 21 were em’olled. Patients received 
GMB (900 mg/ti over a 30-mln infusion) on days I and 8 and CPT-11 (300 
ms/mz over 1 h infusion) on day 8 every 3 weeks. 

Results: All pts were evaluable for toxicity. 52 for response (intentlon-to- 
treat). Two (4%) CRs, 10 (19%) (ORR 23%; 95% C.I. II .63%-34.53%) PRs, 
18 (35%) SD and 22 (42%) PD were documented (intention-to-treat-analy- 
sis). The median duration of response is 3.25 months, the median TTP is 6.3 
months and the median survival 8 months. Grade 3-4 neutropenia occurred 
in 24 (42%) pts and 9 (18%) of them developed febrile neutmpenia; 3 pts 
died because of sepsis. Grade 3 anemia was observed .in 2:(4%) pts and 
grade 3-4 threml&ylopenla in7 (12%). Non hematologic t&tyfi&luded 
trade 3 diarrhea in 4 (7%) pts, grade 3 vomiting in 2 (4%), grade 3 fatigue 
I’n 8 (14%). The other ioxi&&s were mild. - - 

Conduelon: The combination of GMB/CPT-11 is a relatively active regi- 
men for patients suffering from pancreatic cancer with acceptable toxidty. 
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Introdudlon: Adriamycln-streptozotocin association has been considered 
as the chemoth&apy of choice in the treatment of advanced pancreatic 
endotine tumour (PET) until recently when a trial failed to confirm the 
eflkacy of thll chemotherapeutic regimen. Because of these confticting 
resulis, we de&ded to present oursexperience of this specific therapeutic 
regimen in the treatment of advanced PET. The aim of our study was to 
assess retmspectively the objbctive response rate and survival of patients 
suffetlng from PET and treated by this association. Furthermore, we tried to 

determine prognostic factors of response and survival. Finally, we analysed 
the to@ty of this regimen. 

M&Hal and’ Method*: .l#ween January 1995 and, Dect@er 1999, 
we investigated r&ospe@ively 46 consecutive @tl&e, suf+ng from 
advanced Ph and receiving adriamycin-titreptoiofocin a&o&&ion. The 
chemotherapeutic protocol was addamycin 50 mg/ti2 day 1 and 21 and 
streptozotocln 500 mg/m2 day 1 to 5. This treatment was administered 
every 6 weeka(day l=day 43). The patients were assessed every two 
months by radldogkal examination. 

Results: there were 18 women and 27 men, median age54 years. Fourty 
two of the 45 patients had metastases (liver 39/42, lymph nodes 18/42. 
peritoneum 3/42, others Q/42). Performance status, was O’in 34, -I- in 7. 
2 in 3 and 3 in 1 of the patients. Sixteen patients have been previously 
treated by surgery, il by systemic chemothwapy, 4 by radlarapy, 4 
by chemoembolllation, and 11 by somatosfatin analogties. Slleen of the 
45 patients had partial response and seven had, a minor response. The 
objective reponse .rate was 35.6%[lC95%:0.22-OH]. Sewal #rognosfic 
factors of response to chemotherapy have beers isolated; .eFialty ‘pm- 
vlous tiamotherepy (p=O.O033)or hepatomegaJy (p=O&l56} which wors- 
ened the response to chemotherapy. Furthermorel previous &&notherapy 
(p=O.OO835)or chemoemboliiatlon (p=O.O0646) arid hepator?&@y (w.06) 
were associated with a poor overall suwival. Finally, fhe.assoclatipn was 
well-tolerated with 7 grade 3-4 digestlive side effects (OMS classification)and 
3 febrile neutmpenia. 

Conclusions: ad&my&-streptozotocin oombination was well tolerated 
and associated with up to 35% of objective fes@nse rate, which confirm 
the results of the Mayo Clinic trial. Moreover, prognostic factors of response 
and survival isolated in our study could be interested to select patients who 
received this chemotherapeutic treatment. 
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The aim of the study is lo evaluate survival time, with a retmspectlve analysis 
of a database of patients with pancreatic adenocardnoma who underwent 
pancreatic andp&al or mesf$eric resection. In thaw&@- January 
1994 and December 1999 tiere admitted 74 &iant~ &&I ‘N &id 
pancreatic adenocatinoma (m& 59%, wcimei 41%). The &gn&is-of 
vascular involvement was done with the angioscafl, angiography of surgkal 
exoloration. Survival data were evaluated accordina to K&&t Maver, 
W&xon Test was used to assess st&stical .dlf&en& .b&v&n gi&ps. 
The software was Statistical for Widows, version 4.0 :Z&dtq$ Inc., 1993. 
In this group. 59 patientswere submit&d to ,resectiqn or paHi@ive surgery, 
5 had a diagnostic IaparatOmy and 10 medical therrrpy of&y. Of 59,in 
33 cases pancreas u&erwer+~reseclion and, ar$ng tli&e. i0 vascular 
resectllns were performed: 5 resection of the pbrtomesenteric axis and 
direct end-to-end reconstruti and 5 marginal reseotlonsend dte@&~re. 
In 26 patients was performed a palli@ive operation. wiito~k~evidence 
of tumow cell infiltration of vessel walk was present in the majority of 
the resected specimens. Thirty-day mortality ws’6;6% in the pancreatic 
resection without vascular involvement, 6.3% in vascular resection and 
11.5% in the palliation. All patients were submitted to chemotherapy (5Fu 
and/or Gemcitabine) when required. Significant ‘results. wer@ shown for 
the mean survival of 6.5 months for the vascular r&@onb and 18.3 
months for the pancreatic reseotlons w&out vascWaQrwolvemeet (Wikoxon 
P=O.O2703, GJX P=O.O42).The~mean survlvai was also of.7 fnc0ths for the 
surgical palliation and 6.8 months for the diagnostic lapatitomy. Finally 
there was no significant survival time difference between pall&tion versus 
vascular resection* 7 and 6.6 month respectively, with UteWilcoxon test P 
~0.462 and the Cox test non significant. 

Condusion: Patients undergoing vascular resectlonhave an uniformy 
poor outcome despite resedion. The prognosis of these patients ls dismal 
and corresponds to the prognosis with palliative nonrese@&al surgery. 
We beliive that vascular resections can be safelype+med ay seems to 
improve the quality of life but n&ds further study’in these high-risk patients. 


