
S312 Wednesday 24 October 2001 Poster Sessions 

1153 POSTER 

Preoperative staging and tumor resectabllity assessment In 
pancreatic cancer. Prospective study comparing endoscoplc 
ultrasonography (EUS), computed tomography (CT), 
magnetic resonance lmaglng (MM) and anglography 

A. Sorianol, M. Ayuso2, J. Ayuso*, M. de Caralt’, Ft. Gilabert*, 
M. Gin&s’, M. Real*, F. Feu’, A. Castells’, S. Nave’ ‘Hospital Clinic, 
Gastroenterology; lnstitut de Ma/a/ties Digestives, Barcelona, Spain; 
2Hosp/ta/ Clinic, Radiology; Centre de Diagnbstic per /a lmatge, Barcelona, 
Spain 

BackgroundlAlm: So far, there is no consensus about the best strategy 
for staging and tumor resectability assessment in pancreatic cancer. In this 
prospective study, efficacy of EUS, helical CT, MRI and angiography were 
compared. 

Method: All patients with pancreatic or periampullar cancer judged tn 
for Japaratomy were studied by EUS, CT, MRI and angiography. Analyses 
included: extension of primary tumor, loco-regional. lymph-node, vascular 
and metastatfc invasion, TNM stage, and tumor irresectability. Imaging 
results were correlated with surgical findings. 

Results: Sixty-two patients were included, 51 (82%) with pancreatic and 
11(18%) with periampullar cancer. Of them, 44 (71%) patients had loco- 
regional invasion, 26 (42%) lymph-node involvement, 25 (40%) vascular 
invasion, and 12 (19%) distance metastases. In addition, tumor was irre 
sectable in 25 (40%) patients. CT had the highest accuracy in assessing 
extension of primary turr0r (73%), loco-regional invasion (74%), vascular 
invasion (830/o), distance metastases (88%),and TNM stage (41%). By con- 
trast, EUS had the highest accuracy for lymph-node involvement (65%). 
CT was the most effective individual technique for establishing tumor irre- 
sectability (table). 

Se SP PPV NPV A 

EUS 23 100 100 64 67 
CT 67 97 95 77 63 
MRI 57 90 61 73 75 
ANG 37 100 100 65 71 

Se, k.ttivity; Sp. specificity; PPV, pesltive predictive 
value; A. accuracy. ANG. angiography. All values in %. 

value; NPV, negative predictive 

When imaging techniques were evaluated altogether, combination of CT 
and EUS had the highest sensitivity (74%) for tumor irresectability. If both 
tests were in agreement, specificity was maximum (100%). In discordant 
cases, angiography contributed to reestablish 100% specificity. 

Conclusions: Helical CT is the most useful individual imaging technique 
for tumor staging in pancreatic cancer. Combination with EUS may repre- 
sent the most effective strategy for establishing tumor irresectability, being 
angiography only needed in discordant cases. 
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Prospective assessment of functlonal results and quality of 
life in p&tibnts treated for locally advanced anal canal 
carcinoma by high dose radio-chemotherapy: 

D. Peiffert’, F. Petit-Laurent’, J. Gera&, M. Ducreux3, C. Lemanski4x5. 
’ Centfe Alexis Vabtrin, Radiation Oncu/og~ Vandoeuvre-Les-Nancy, 
France; * Hopital Lyon-S&, Radiation onto/m Lyon, France; 3 lnstitut 
Gustave Roks’sy, /&&a/ Onco/~, Villejkf, k&e; 4 Centre Va/ d’Aure//e, 
Radiation oncology Montpellier, France; 5Digestive Gtvupe, Federation 
nationnsle des Centres de Lutte contre le Cancer. Park, France 

Objectives: Functional results of conservative treatments must be eval- 
uated, especially in, locally advanced tumors, when the @inter can be 
destroyed by the tumour or late treatment effects. Quality of life(QOL)is an 
end point of a four arms prospective phase Ill study of treatment intensifica- 
tion by induction chemotherapy (CT) and a higher dose of inadiation (RT). 
The prime objective of this trial is to improve the colostomy-free survival. 
We studied the functfonnal results of the first 60 patients included in the 
study. 

Patients and Methods: There were 48F/12M (mean age = 65, range 
31-79). The T-stages were 3 Tl , 37 T2. 13 T3. 7 T4, 30 NO, 15 Nl , 15 
N2-3,60 MO. They received a pelvic RT(45Gy in 25 fractions over 5 weeks) 
combined with concomitant 5-FU-CDDP CT in weeks 1 and 5, followed 
bv a RT boost~l5Gv~. Two cvcles of induction CT were delivered in two 
a&, and a higher &se (20~i5Gy)in two arms. QOL was assesed by two 
validated questforinarfes: the EORTC QLQ-C30, and the Anal Sohincter 
Conservative Treatments Questionnaire. The forms are filled at inclusion, 
at 2 and 6 months after the end of the treatment and annually. 

Results: The first two questionnaires where anal&d in 56/60 patients. 
Diarrhea was present in 17% and 9.4% of the cases respectively and an 
adjunctive treatment prescribed in 12% and 16.6% of the cases respec- 
tively. Constipation was present in 23% and 3.1% of the cases respectively, 
and an adjuntiie treatment was prescribed in 22.4% and 9.4% of the cases 
respectively. Incontinence for gaz, stools,and mucous was not modified 
(77.6% and 81.8%, 96% and lOO%, 91.7% and 96.9% respectively). The 
need of a protective pad,and imperious bowel movements were not modi- 
fied. Diet was modified in 28.5% and 48.5% of the cases respectively. The 
patients were unsatisfied for their bowel work in 20.8% and 9.7% of the 
cases respectively and moderately satisfied in 33.3% and 42% respectively. 
The health status perception was qualified of median in 45.6% and 40.6%, 
and very good in 42.5% and 47% of the cases respectively. 

Conclusion: This prospective evaluation of the digestive function and 
QOL shows the improvements partially linked to the adjunctive treatments. 
The proper role of the specific cancer treatment will be analiied from the 
different treatment modalities. The high rate of respanses depicts the high 
interest of the QOL in patients and physicians considering the conservative 
treatment of anal canal carcinoma. 
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Pemetrexed dlsodium (Alimta”) with folic acid (FA) in 
advanced or metastatic gastric cancer 

L. Celia’, E. Bajetta’, R. Buuoni’, L. Ferrati’; E. Ferrario’, R. Longarini’ , 
A. Mamhia#, C. La Tom?‘, A. Gentile’. ‘Medical Oncu/ogy Unit 6; 
*Radiology Unit B, lstituto Nazionale per lo Studio e la Cura dei Tumori, 
Milan; 3E/i L///y Italia, Sesto Fiorentino, ha/y 

Purpose: A clinical trial was undertaken in order to evaluate the efficacy of 
the new antifolate Alimta in chemonaive patients (pts) with locally advanced 
of metastatic gastric cancer. After the first few pts, an oral supplementation 
with FA was also given due to major drug-related toxicity observed. In fact 
an early clinical study and preclinical studies with Alimta suggested that 
FA should reduce antifolate toxicity, especially in pts likely to have folate 
deficiency, and have little or no impact on efficacy. 

Methods: In this ongoing study Alimta is administered at a dose of 500 
mg/n? as a lo-minute infusion every 21 days (d). In addition, an oral 
supplementation with 5 mg FA/d for 5d starling 2d before Aiimta is given. 

Results: Each of the first 6 pts had at least one episode of Grade (Gr) 
3/4 toxicity; Gr 3/4 neutropenia occurred in IO of 15 cydes completed. 
One pt discontinued, and three died, all due to toxicity related to study 
drug. As a result, subs?quent pts were gfven oral supplementation with FA. 
Twenty-five pts with measurablb disease have sin& +[olied recei$ing 97 
cycles (median 2. range l-8). Median age was 60 years (ranae 44-761: all 
but one pt had a ECOG PS,if O-l. Mainmetastati<sites &&liver (l&&j), 
abdominal lymph nodes (12/25) and lung (6/25). Thus far, 6 of these 25 
pts have had confirmed objective’ responses (2 CRs + 4 PRs) with an 
overall response rate of 24%; an additional pt had,an unconfirmed complete 
remission. Gr 3/4 treatment-related toxicities have been geutropenia 1(24%), 
leuwpenia (4%), thrombocytopenia (8%) and raised transaminasas,(4%). 

Conduslon: Aithough the trial Is stiil in progress, the eiriy Qlinical findings 
show that Alimta has a very promising activity in gastrfc cancer, while 
supplementation, with low-dose FA orally is able to dramatically improve 
safety profile of the antifolate. 
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Final results of a phase 1 and PK study of c&ecltaMne 
(XEL) in combination wi!h eplrublcln (E) and,Asplatln,(C) 
[ECC] In patlents with advanced oe$ophagog&tric (OG) 
adenocarcinoma 

T.R.J. Evans’,2. J. Paul’,*, A. Mcinnes’,*, N. Raby*. B. Blackie’, 
R. Morriso$, AC. Mcdonald’. r University of Glasgow, ‘Medical Oncology, 
Glasgow, UK; 2 Western /ntkmary, Beatson Oncology Centre, Glasgow, UK 

The standard treatment of advanced OG adenocarcinoma in the UK is with 
EC and continuous infusional 5-FU by an indwelling central venous catheter 
[ECFj which has a significant complication and morbidity rate. Capecitabine 
is an orally-available tumour-selective fluoropyrimidine carbamate which 
is bio-activated by a 3-enzyme process to provide prolonged high levels 
of the active moiety, 5-FU, within tumour cells, and is actiie in breast 
and colorectal cancers. TO reduce the morbidity of ECF associated with 
Hickman line insertion we have conducted a dose-finding and PK study of 
capecitabine in combination with EC. 

32 patients (28M/4F) median age 63 (range 32-76) years, ECOG perfor- 
mance status O-2, with histologically proven unresectable (IO) or metastatic 
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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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Mutti~ntsr phase II trial of first-line lrinotecan (CPFll) and 
~;~~ablne @MB) In patlents with unresectable pancreatic 

G. Stathowulas, S. Rigatos, N. Androulakis, J. Souglakos, 
Ch. Kourbussis, ,A.fvl. Dimopoulbs, G. Aravantinos, Th. Giannakakk, 
G. Foutzilas, J. Stathopoulos, V. Georgoulias. The Greek Cooperafive 
Group for Pancreatic Cancer, Greece 

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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Treatment of pancreatic endocrine tumours with 
adriamycln-strepabFbtocin &aociation: .evaluatton of 
efficacy and ~r@p$Mic f&&m ofrespdnse and survival 

T. Delaunoq’, M. Ducreuxl, E. Baudin”, V. Beige’, P. Lasse?, 
P.‘Rouoier’. P. Ruffie3. N. Lassau4. D. Elias5. M. Schlumbeme~. ’ hstifut 
Gustave Floussy: untte’de gastmen~erologie, billejuuir, France;‘i institut 
Gusteve buss% Servibe OrEndocrinologie, Vi&iuif, Rance: 31nstitui 
Gustav& Rmssy DepartemenY de Medeciine, Vitleju~ Fmce~ 4 lnstitui 
Gustave Roussg Unit6 d’Echogabhie, Viueiuir, Frame; 5/nstitut Gustave 
Roussy, Lkpartement de Chirugie, Villejuif, France 

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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Survival In the surgery of pancreatic tumours with vascular 
involvement 

R. Durando’. A. Novarino’, M.P. Capozzi’, N. Palestini’, A.,Ravera’, 
M.P. Bellomo’, 0. Bertet&, A. Robe&i’. ’ \p U.0. Cf$~h~r&G&?erele 
Universitatia, tvkrlinefte, Yorino, Italy; 2 UO.Oncobgia, AWM’te, Torino, 
l&/y 

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. 


