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Heated Abdominal Chemotherapy Not Beneficial in Patients 

With Advanced Colorectal Cancer 

ASCO Perspective 

 

 
“This study is an example where less is more. It suggests we can spare many people with colorectal 
cancer from unnecessary chemotherapy that often comes with harsh side effects,” said ASCO 
Expert Andrew Epstein, MD. 

 

CHICAGO – A randomized phase III clinical trial shows that people with advanced 
colorectal cancer may not need a frequently considered component of treatment – 
heated chemotherapy delivered to the abdomen during surgery. There was no 
difference in survival between patients with metastases in the abdomen who received 
heated chemotherapy during surgery and those who received surgery alone. Long-
term side effects were more common with chemotherapy. 
 

The study will be featured in a press briefing today and presented at the 2018 
American Society of Clinical Oncology (ASCO) Annual Meeting. 
 
Peritoneal carcinomatosis – metastatic tumors on the lining of the abdominal cavity 
called the peritoneum – occur in about 20% of people with metastatic colorectal 
cancer. When tumors can be completely removed, a treatment that has been used is 
surgery with chemotherapy delivered into the abdomen (known as hyperthermic 
intra-peritoneal chemotherapy, HIPEC). Surgery with HIPEC may prolong survival 
(compared to systemic therapy alone), and surgery may cure up to 16% of patients 
with peritoneal carcinomatosis.  
 
“When this approach was introduced more than 15 years ago, it was the first effective treatment for metastatic tumors 
on a patient’s abdomen, but we didn’t know whether delivering heated chemotherapy during surgery was an important 
component of the treatment or not,” said lead study author Francois Quenet, MD, head of the hepato-biliary and 
peritoneal surface malignancy unit at the Regional Cancer Institute in Montpellier, France. “This is the first randomized 
study assessing the role of this special type of chemotherapy in advanced colorectal cancer, and it shows that it does not 
provide added benefit over surgery.” 
 
About the Study 

The PRODIGE 7 trial enrolled 265 patients in France who had stage IV colorectal cancer with peritoneal carcinomatosis, 
and no metastases elsewhere in the body. The patients were randomly assigned to receive surgery plus HIPEC 
(chemotherapy oxaliplatin heated to 43°C in an attempt to increase chemotherapy efficacy) or surgery alone. Most 
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(96%) of the patients also received systemic chemotherapy, before surgery, after surgery or both. The type of systemic 
therapy was per physician choice. 
 
Key Findings  
At a median follow-up of 64 months, the median overall survival was 41.2 months in the non-HIPEC group vs. 41.7 
months in the HIPEC group (the difference between the two groups was not statistically significant). The time until the 
cancer returned (recurrence-free survival) was also similar between the two groups: median 11.1 months in the non-
HIPEC group vs. median 13.1 months in the HIPEC group.  
 
The overall mortality rate at 30 days after surgery was 1.5% in both groups, and there was no difference in the rate of 
side effects during the first 30 days. At 60 days, however, the rate of complications in the HIPEC group was almost 
double that in the non-HIPEC group (24.1% vs. 13.6%). 
 
Next Steps 
More research is needed to determine if there are patients who would still benefit from receiving HIPEC with surgery. A 
subgroup analysis from this study suggests that HIPEC might be beneficial for patients with a mid-range peritoneal 
cancer index (a measure of the amount of cancer in the abdomen), but the numbers were too small to be conclusive. 
People with a low peritoneal cancer index can likely forgo HIPEC, whereas those with a high index may not benefit from 
either surgery or HIPEC. Meanwhile, other types of chemotherapy may be more effective than oxaliplatin, the type of 
chemotherapy used in HIPEC for this study.  
 
This study received funding from R&D UNICANCER. 
 
Study at a Glance  
 

Disease Metastatic Colorectal Cancer  

Trial Phase, Type  Phase III, Randomized 

Patients on Trial 265 

Intervention Tested Surgery plus HIPEC vs. surgery  

Primary Finding mOS 41.7 months with surgery plus HIPEC vs. 41.2 months with surgery alone  

Secondary Finding(s) mRFS 13.1 months with surgery plus HIPEC vs. 11.1 with surgery alone  
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ASCO is supported by its affiliate organization, the Conquer Cancer Foundation. Learn more at www.ASCO.org, explore 

patient education resources at www.Cancer.Net, and follow us on Facebook, Twitter, LinkedIn, and YouTube. 

 
 

2018 ASCO Annual Meeting: Presentation Information 

Gastrointestinal (Colorectal) Cancer Oral Abstract Session  
Tuesday, June 5, 2018, 10:42-10:52 a.m. CT 
McCormick Place, Hall D1 

Francois Quenet 
Institut Régional du Cancer de Montpellier 
Montpellier, France 

Abstract LBA3503: A UNICANCER phase III trial of hyperthermic intra-peritoneal chemotherapy (HIPEC) for colorectal peritoneal 
carcinomatosis (PC): PRODIGE 7.  

Authors: François Quenet, Dominique Elias, Lise Roca, Diane Goere, Laurent Ghouti, Marc Pocard, Olivier Facy, Catherine Arvieux, 
Gerard Lorimier, Denis Pezet, Frederic Marchal, Valeria Loi, Pierre Meeus, Hélène De Forges, Trevor Stanbury, Jacques Paineau, 
Olivier Glehen, UNICANCER-GI Group and the French « BIG-Renape » Group; Institut Régional du Cancer de Montpellier, Montpellier, 
France; Gustave Roussy, Villejuif, France; Institut Regional du Cancer Montpellier Val d'Aurelle, Montpellier, France; Institut Gustave 
Roussy, Villejuif, France; Centre Hospitalier PURPAN, Toulouse, France; Hopital Lariboisiere AP-HP, Service de Chirurgie Digestie et 
Cancérologie, Paris, France; CHU DU BOCAGE, Dijon, France; CHU La Tronche, Grenoble, France; ICO Paul Papin, Angers, France; 
CHU, Clermond-Ferrand, France; Institut de Cancérologie de Lorraine, Nancy, France; Hôpital Tenon, Paris, France; Centre Léon 
Bérard, Lyon, France; Institut régional du Cancer de Montpellier (ICM), Montpellier, France; UNICANCER, Paris, France; ICO René 
Gauducheau, Nantes, France; Centre Hospitalier Lyon-Sud, Hospices Civils de Lyon, Pierre-Bénite, France  

Background: Promising results have been obtained during the last decade using cytoreductive surgery (CRS) plus HIPEC for selected 
patients with colorectal PC who are amenable to complete macroscopic resection. This is the first trial to evaluate the specific role of 
HIPEC, after CRS, for the treatment of PC of colorectal origin. Methods: Prodige 7 is a randomized phase III, multicenter trial. 
Patients with histologically proven and isolated PC, peritoneal cancer index (PCI) ≤25 were eligible. Randomization (1:1) was 
stratified by center, complete macroscopic resection (R0/1 vs R2), and neoadjuvant systemic chemotherapy. Patients were treated 
with CRS plus HIPEC with oxaliplatin or CRS alone, in association with systemic chemotherapy. The primary endpoint was the overall 
survival (OS). Secondary endpoints were relapse-free survival (RFS) and toxicity. 264 patients were required to show a gain in 
median OS from 30 to 48 months (HR = 0.625) with a two-sided α = 0,046 and 80% power. Results: 265 patients from 17 centers 
were included between February 2008 and January 2014: 132 in Arm without HIPEC and 133 in Arm with HIPEC. The median age was 
60 years (range: 30-74). Baseline characteristics were well balanced. The overall post-operative mortality rate was 1.5% and was not 
different between the two arms. The morbidity rates did not differ statistically at 30 days. At 60 days, the grade 3-5 morbidity rate 
was significantly higher with HIPEC (24.1% vs. 13.6%, p= 0.030). After a median follow up of 63.8 months (95% CI: 58.9-69.8), the 
median OS was 41.2 months (95% CI 35.1-49.7) in the non-HIPEC Arm and 41.7 months (95% CI: 36.2-52.8) in the HIPEC Arm, 
HR = 1.00 (95% CI: 0.73-1.37) p = 0.995. The median RFS was 11.1 months (95% CI: 9-12.7) in non-HIPEC Arm and 13.1 months (95% 
CI: 12.1-15.7) in HIPEC Arm, HR = 0.90 (95% CI: 0.69-1.90) (p = 0.486), whilst the 1-year RFS rates were 46.1% in non-HIPEC Arm and 
59 % in the HIPEC Arm. Conclusions: The therapeutic curative management of PC from colorectal cancer by CRS shows satisfactory 
survival results. While the addition of HIPEC with oxaliplatin does not influence the OS. 
 
Disclosures: François Quenet, Honoraria from Sanofi/Aventis, Novartis, Ethicon, Consulting or Advisory Role with Sanofi/Aventis, 
Ethicon, Gamida Cell, Travel, Accommodations, Expenses from Sanofi, Novartis, Ethicon; Marc Pocard, Honoraria from Roche, 
Gamida Cell, Novartis, Consulting or Advisory Role with Gamida Cell, Travel, Accommodations, Expenses from Capnomed; Olivier 
Glehen, MD PhD, Speakers’ Bureau for Roche, Honoraria from Gamida Cell. 
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