
LBA57
Unicancer PRODIGE 24/CCTG PA6 trial: Updated results of a multicenter international randomized phase III
trial of adjuvant mFOLFIRINOX (mFFX) versus gemcitabine (gem) in patients (pts) with resected pancreatic
ductal adenocarcinomas (PDAC)

T. Conroy1, P. Hammel2, A. Turpin3, C. Belletier4, A. Wei5, E. Mitry6, A. Lopez7, E. Francois8, P. Artru9, J. Biagi10, T. Lecomte11, E.
Assenat12, R. Faroux13, M. Ychou14, O. Bouche15, A. Lambert1, L. Monard16, P. Rat17, F. Castan18, J-B. Bachet19

1 Medical Oncology Department, Institut de Cancérologie de Lorraine - Alexis Vautrin, Vandoeuvre-lès-Nancy, France, 2

Digestive Oncology Department, Hopital Beaujon, Clichy, France, 3 Digestive Oncology Department, C.H.U. Claude Huriez, Lille,
France, 4 Medical Oncology Department, Centre Paul Strauss Centre de Lutte contre le Cancer, Strasbourg, France, 5 General
Surgery, University Health Network - Princess Margaret Cancer Center, Toronto, ON, Canada, 6 Medical Oncology, IPC - Institut
Paoli-Calmettes, Marseille, France, 7 Gastroenterology and Hepatology, CHU Nancy-Brabois Hospital, Vandoeuvre Les Nancy,
France, 8 Oncology Department, Centre Anticancer Antoine Lacassagne, Nice, France, 9 GI Oncology Department, Hôpital privé
Jean Mermoz, Lyon, France, 10 Oncology Department, Cancer Centre of Southeastern Ontario, Kingston, ON, Canada, 11

Gastroenterology and Hepatology, CHU de Tours, Hôpital Trousseau, Chambray-lès-Tours, France, 12 Medical Oncology, CHU
Saint-Eloi, Montpellier, France, 13 Gastroenterology and Hepatology, CHD Vendee, La Roche Sur Yon, France, 14 Digestive
Oncology Department, ICM Regional Cancer Institute of Montpellier, Montpellier, France, 15 Digestive Oncology Department,
CHU de Reims - Hôpital Robert Debré, Reims, France, 16 UCGI, UNICANCER, Paris, France, 17 Digestive surgery, CHU Dijon, Le
Bocage hospital, Dijon, France, 18 Biometry Department, ICM Regional Cancer Institute of Montpellier, Montpellier, France19

Gastroenterology and Hepatology, Groupe Hospitalier Pitié Salpetriere, Paris, France

Background

mFFX combination was shown to be superior to Gem alone in adjuvant setting after resection of PDAC for DFS and OS, after a
median follow-up (fu) of 36 months (mo) but data were immature, 61% of pts being alive (Conroy T et al., NEJM 2018). Thus,
prognostic factors (PrF) for OS were not determined.

Methods

Pts aged 18-79 years (yr) with histologically proven PDAC, WHO PS ≤1, no cardiac ischemia were eligible. Randomization was
stratified by center, pN, R margin status and post-operative CA 19-9 level (≤90 vs >90 U/mL). Pts received mFOLFIRINOX every
14 days for 12 cycles or Gem 1000 mg/m2 on days 1, 8, and 15 for six 28-day cycles. Primary endpoint was DFS. Secondary
endpoints were OS, metastasis-free survival (MFS), specific survival (SS) and safety. 490 pts (for 342 events) were needed to
detect a 10% difference in 3-yr DFS with 80% power (log-rank test with 5% 2-sided α). HR and 95% CI were estimated by a
stratified Cox proportional hazard model. Here, we present updated 5-yr outcomes and PrF for OS in the intent-to-treat
population.

Results

493 patients had been included and followed, including those alive ≥ 5 yr. With a median fu of 69.7 mo (95% CI: 67.0-73.9),
367 DFS events were observed and the 5-yr DFS rate was 26.1% (95% CI: 20.5-32.1) with mFFX vs 19.0% (95% CI: 14.3-24.3)
with Gem, stratified HR=0.66 (95% CI: 0.54-0.82), p=0.0001. The median OS was 53.5 mo (95% CI: 43.5-58.4) in mFFX arm vs
35.5 mo (95% CI: 30.1-40.3) in Gem arm, stratified HR=0.68 (95% CI: 0.54-0.85), p=0.0009. The 5-yr OS rate is 43.2% (95%
CI: 36.5-49.7) in mFFX arm vs 31.4% (95% CI 25.5-37.5) in Gem arm. MFS was 29.4 mo (95% CI: 21.4-40.1) in mFFX arm vs
17.7 (95% CI: 14.0-21.2) in Gem arm, stratified HR=0.64, (95% CI: 0.52-0.80), p=0.0001. Median SS was 54.7 mo [45.8-68.4]
in mFFX arm vs 36.3 mo [30.5-43.9] in Gem arm, stratified HR=0.65, (95% CI: 0.51-0.82), p=0.0003. Treatment arm, center
volume of inclusions, tumor grade, tumor staging, and age were significant PrF for OS in multivariate analysis.

Conclusions

With ≥5 yr fu, updated results of PRODIGE 24/CCTG PA6 trial confirm that adjuvant FFX yields significantly longer DFS, OS, MFS
and SS compared to Gem.
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