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Noeadjuvant chemoradiotherapy with 5-fluorouracil-cisplatin combined with cetuximab in patients with resectable locally advanced
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**Chemoradiotherapy (CRT) for locally advanced esophageal cancer is p—— Maximale toxicity **GRT1*: 5 (18,5%) complete tumor response
. . . . eTransthoracic total esophagectom —
based on 5FU combined with cisplatin. “Gastrostophageal ansstomoss | n=32 -3 ypTONO ; 11,1% pRC
. . . . . eLymphadenectomy AIIergy
“*The anti-EGFR antibody cetuximab increases the efficacy of RT-based +45 grays (25 fractions) *At least 15 nodes Level -1 (n = 32) Grade 1.2 0 (0%) - 2 ypTON+
. . ° '5W€ek5 , ° ° °
regimen for patients (pts) with cancer of the head and neck. *1,8 grays per fraction Chemotherany Grade 3, 4 1(3,1%) **GRT2: 6 (22,2%) residual cancer cells scattered through fibrosis
. . . Skin toxicit . .
“*This phase I/1l trial was evaluating MTD (data presented of the phase iclusion Operabilty O -2 weeks of SFU-CDDP 30 (94%) oo 7 (21.9%) “*GTR3: 8 (29,6%) an increased number of residual cancer cells,
. evaluation evaluation urgery -1 week of 5FU-CDDP 2 (6%) ’ . . . .
1), safety and pathologic complete response (pCR) rate of the S Radiotherapy R e e b S : Grade 1, 2 24 (75%) with predominant fibrosis
. . . . . . > Grade 3. 4 1 (3.1% . . . .
combination of cetuximab with platinum-based CRT in esophageal > [o7 [ w2 [ws [we s [we [wr | ws [wo [wio |win |wi2 |wis [ wie | ws | wis -6 weeks of CTX 28 (88%) Herriafol(,)q'c — B3.1%) **GRT4: 6 (22,2%) residual cancer outgrowing fibrosis
tmonth 1 M| — > > .5 weeks of CTX 2 (6%) & TOXICILY *Tumor regression grade
:  SEUCDDP 5FU CDDP - 4 weeks after - 8 weeks after
-1 week of CTX 1 (3%) ! ! =
l l l l l l Radiotherapy Gastrointestinal toxicity S u rV I Va | S
I\/I et h O d S 4(}0 250 mg/m?week o5 fractions 30 (94) Mucositis, Nausea
mg/m* _ ) . Grade 0, 1, 2 31 (96,1%) ]
Cetuximab 28 fractions 1 (3%) Grade 3. 4 1 (3.1% Median (months) [95% CI]
-7 fractions 1 (3%) ( )
*5FU: 500 mg/m? D1-D4 Oesophagitis RFS 13.7 [547_ ]
ELIGIBILITY *CDDP: 40 mg/m? D1 Grade 0, 1, 2 28 (87,5%)
**» Squamous cell or adenocarcinoma of the oesophagus or gastroesophageal . Grade 3, 3 (9,4%) 0S 15.7 [11.01-.]
junctions siewert | D 1d g Fam Crade 4 1(3.1%)
** Resectable tumor Overall Survival Relapse free survival

Us TIN+. T2NO or N+. T3NO or N+ Assessed for eligibility: 33 patients
’ ’ (6 phase | level -1 and 27 phase Il)

WHO Performance Status 0-1 / Age 18-75 years 1o out because of fistul POStO pe rat |Ve conm p I |Cat | ons

Weight loss <15% in the last 6 months 32 CRT = LLK—% N K_\—W
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’:’ No hepatopathy Drop out due to pneumothorax e &
Surger e
STATISTICS Underwent surgery: 31 patients (94%) 931y o o
n= 0 3 6 9 12 15 18 21 24 0 3 6 9 12 15 18 21 24
0’0 1 Time in Months Time in Months
* Multicenter phase /N study Postoperative complications 15 (48,4%) Numberatrisk . . 13 9 s 3 3 o Numberatrisk e 16 8 7 4 3 a1
2 One step Flemming desien 27 resections (87%) 4 laparotomies without resection . L 559 O P — 5% G P ——
. . P _ 5 5 ] o o -Curative 26 (83,9%) and 25 RO -3 non resectable surgical C(?mpllcatlons | (25’?)%) f f
*»» Primary endpoint: pathologic complete response (Mandard criteria) > 20% _Palliative 1 (3,2%) -1 emergency surgery Anastomotic leak 3 (9,7%)
o : Anastomotic leak +| aryngeal paralysis 1 (3,2%)
[ ] [ ] [ ] ] 0
- surgical complications Pat |e nt C h ald Cte Il St ICS Transplant necrosis + Re-operations 1 (3,2%) onciusion
- mortalit Pleural complication 1 (3,2%) * . . .
“RO rese;:icn rate Patient Cnh?rggteriStics Pleural complication + Gastroparesis 1 (3,2%) "‘Addlng CEtUleab tO preoperatlve
Medical complications 13 (41,9% i i i i i i
- Overall survival, Relapse free survival, toxicity Age (year) 60 [41-76] Acut ot it q o (25 8(y°) Chemorad'°therapy 'nCIUdlng 5FU and C|splat|n did
Sex_ - Male 28 (84,9%) cute respiratory distress syndrome (25,8%) t . CR
ASSESSMENTS e c (15.1% (ARDS) not increase pCR.
% Clinical examination Performance staius: -0 21 (63,6%) costoperative fealhs $E25) “*The recommended dose level of chemotherapy
. : -1 12 (36,4%) Clavien Score
%* Endoscopy + b|0psy Weight loss - <15% 31 (94%) _grade 4 4 (12’9%) determined during phase I’ Which Was dose Ievel _1
< Endoscopic ultrasonography (EUS) - >15% 1 3%) -grade 3 0 (0%) d | h d Id lai h
Histol -S 20 (60,6%
% CT scan of the chest and abdomen stoloay _A(?s:;nczl:;noma 13 §39 4%; -grade 2b 4 (12,9%) an ower than expected, cou explain those
’ -grade 2 3(9,7% - - -
“* Bronchoscopy Classification - Stage Ila 4 (12,1%) _g:zdz 1a A ((12 9(;2) dlsappomtlng results.
- Stage lIb 4 (12,1%) ’ . e ey .
- stage Il 25 (75.8%) **We won’t initiate a phase lll trial.




