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ASX/MEDIA RELEASE        6th June 2017  
 
 

Combined FOXFIRE Study Data Presented at ASCO Annual Meeting 
 
 
Sydney, Australia; 6th June 2017 – Sirtex Medical Limited (ASX:SRX) announces the oral abstract of the 
combined SIRFLOX/FOXFIRE/FOXFIRE Global studies comparing SIR-Spheres® Y-90 resin microspheres 
plus standard of care systemic chemotherapy versus systemic chemotherapy alone in non-resectable, first-
line metastatic colorectal cancer (mCRC) patients, was presented at the gastrointestinal (colorectal) cancer 
session at the American Society of Clinical Oncology (ASCO) Annual Meeting today1.   
 
Dr David N. Cade, Chief Medical Officer of Sirtex Medical said “The presentation of the combined FOXFIRE 
analysis by Professor Sharma at ASCO now confirms that while SIR-Spheres plus systemic chemotherapy 
did not meet the primary endpoint of an overall survival advantage over chemotherapy alone, a statistically 
significant benefit was observed in objective response rates and liver-specific progression.  Also, the initial 
data presented from the SIRFLOX and FOXFIRE Global analyses, did confirm a statistically significant 
reduction in the risk of death for those patients who received SIR-Spheres plus chemotherapy with a right-
sided primary colon cancer.  Across both studies, the incidence of a right-sided primary colon cancer was 
24%.  We eagerly await further data presentation on all three studies and clinician feedback on this 
interesting finding at future medical conferences.”  
 
Professor Ricky Sharma, the Principal Investigator of the FOXFIRE study and Chair of Radiation Oncology at 
University College London said “Although overall survival is the gold standard for randomised phase III 
clinical trials, it is often difficult to see statistically significant results since patients have multiple lines of 
therapy after they receive the new treatment and there is no way of controlling cross-over to the new 
treatment after the patient has completed protocol therapy. Even in a very large phase III study, it is difficult 
to control for all biological factors since researchers are still discovering previously unknown factors that drive 
cancer, for example recent studies that show that right-sided colorectal cancer is a different disease from left-
sided colorectal cancer whereas we classified them as a single disease when we planned the FOXFIRE and 
SIRFLOX studies over a decade ago.” 
 
Dr Andrew Kennedy, Physician in Chief, Radiation Oncology and Director, Radiation Oncology Research at 
the Sarah Cannon Research Institute commented “The results in first line patients reported in this abstract do 
not alter the established benefit of radioembolisation for patients beyond first line therapy. It is very 
encouraging that a potential benefit in survival for right-sided colon cancer patients receiving chemotherapy 
plus hepatic radiation is suggested by these data as it is already established that many patients derive 
benefit from liver-directed radiotherapy to treat metastases as proven with level I and II medical evidence of 
efficacy and safety.” 
 
The combined SIRFLOX/FOXFIRE/FOXFIRE Global study was the largest ever interventional oncology 
study with a liver-directed therapy, namely SIR-Spheres microspheres, to examine OS in the first-line mCRC 
setting with standard of care systemic chemotherapy with or without biologic therapy.  A total of 1,103 
patients were enrolled across all three studies.  
 
Further data on the impact of primary tumour location on overall survival will be presented at the 19th 
European Society for Medical Oncology (ESMO) World Congress on Gastrointestinal Cancer (WCGIC) in 
Barcelona, Spain from 28th June to 1st July. Unless embargoed by the scientific committee of the meeting, the 
abstract release date will be 4pm AEST on Wednesday 28th June. 
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Professor Sharma’s ASCO presentation is attached. 
 
- ENDS -  
 
 
About SIRFLOX/FOXFIRE/FOXFIRE Global  
 
The aim of the SIRFLOX/FOXFIRE/FOXFIRE Global studies is to prospectively combine clinical data from 
the three similarly designed individual trials to allow adequate power to evaluate the impact of chemotherapy 
with Selective Internal Radiation Therapy (SIRT) using SIR-Spheres® Y-90 resin microspheres on overall 
survival in first-line metastatic colorectal cancer, in over 1,100 patients. Efficacy and safety estimates derived 
using individual participant data (IPD) from SIRFLOX, FOXFIRE, and FOXFIRE Global will be pooled using 
2-stage prospective meta-analysis. Secondary outcome measures include progression-free survival (PFS), 
liver-specific PFS, health-related quality of life, response rate, resection rate, and adverse event profile. The 
potential treatment benefit in those patients who present with disease confined to the liver will be also be 
investigated.  
 
 
About Colorectal Cancer 
 
Colorectal cancer (CRC or bowel cancer) occurs when cancerous cells develop in the patient’s colon or 
rectum.  CRC is the third most common form of cancer worldwide, making up about 10% of all cancers.  In 
2012, an estimated 1.4 million new cases were diagnosed globally and 694,000 cancer deaths were 
attributed to CRC.2 

 
 
About SIR-Spheres® Y-90 Resin Microspheres 
 
SIR-Spheres Y-90 resin microspheres are a medical device used in interventional oncology and delivered via 
Selective Internal Radiation Therapy (SIRT), also known as radioembolisation, directly to liver tumours. SIR-
Spheres Y-90 resin microspheres are approved for supply in key markets, such as the United States, 
European Union and Australia. 
 
 
About Sirtex Medical 
 
Sirtex Medical Limited (ASX:SRX) is an Australian-based global healthcare business working to improve 
outcomes in people with cancer. Our current lead product is a targeted radiation therapy for liver cancer. 
Over 73,000 doses have been supplied to treat patients with liver cancer at 1,060 medical centres in over 40 
countries. For more information please visit www.sirtex.com.  
 
For further information, please contact: 
 
 
Investor Enquiries:                                                   Investor/Media Enquiries: 
 
Dr David N. Cade Dr Tom Duthy 
CMO Global Investor Relations Manager 
Sirtex Medical Limited Sirtex Medical Limited 
Phone: +61 (0) 2 9964 8400 Phone: +61 (0) 2 9964 8427 
 Email: tduthy@sirtex.com 
 
SIR-Spheres® is a registered trademark of Sirtex SIR-Spheres Pty Ltd 
 
                                                 
1 Sharma RA et al. Overall survival analysis of the FOXFIRE prospective randomized studies of first-line selective internal 
radiotherapy (SIRT) in patients with liver metastases from colorectal cancer. 2017 ASCO Annual Meeting; J Clin Oncol 2017; 35 
(Suppl): Abs 3507. 
 
2 World Cancer Report, 2014; Geneva, WHO: 2014; 1.1. 
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