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SIRveNIB Study Data Presented at ASCO Annual Meeting 
 
 
Sydney, Australia; 5th June 2017 – Sirtex Medical Limited (ASX:SRX) announces the oral abstract of the 
SIRveNIB clinical study comparing SIR-Spheres® Y-90 resin microspheres versus sorafenib (Nexavar®, 
Bayer Healthcare Pharmaceuticals) in patients with non-resectable advanced hepatocellular carcinoma 
(HCC) was presented at the gastrointestinal (non-colorectal) cancer session at the American Society of 
Clinical Oncology (ASCO) Annual Meeting today1.  The 360 patient SIRveNIB study was conducted in 
predominately Asian patients, across 11 Asian countries and New Zealand, with 27 centres participating.   
 
Dr David N. Cade, Chief Medical Officer of Sirtex Medical said “We congratulate the SIRveNIB study 
investigators on their oral abstract presentation at ASCO.  The SIRveNIB study data verifies the important 
role of SIR-Spheres as an alternative treatment to sorafenib for advanced HCC in an Asian population, given 
the significant safety and toxicity benefits conferred, with no significant difference in median overall survival 
outcomes.” 
 
Professor Pierce Chow, Principal Investigator of the SIRveNIB study and Senior Consultant Surgeon at the 
National Cancer Centre Singapore and the Singapore General Hospital said “We found that the Asian 
patients with locally advanced HCC who were treated with Y-90 resin microspheres had a significantly better 
tumour response rate of 16.5% compared to 1.7% for sorafenib (p<0.001) in the intent to treat, or ITT 
analysis, and 23.1% for SIRT compared to 1.9% (p<0.001) in the treated population, which represents the 
patients who actually received their allocated treatment. They also experienced almost a two-fold decrease in 
severe adverse events (grade ≥3; 27.7% vs. 50.6%; p<0.0001) compared with those treated with sorafenib.” 
 
“The comparative data on side effects reported in the SIRveNIB study unequivocally favoured Y-90 resin 
microspheres over sorafenib,” Prof. Chow said. “In addition to two-fold fewer severe AEs, we observed about 
one fourth as many adverse events (60.0% vs. 84.6% p<0.0001) as well as fewer serious AEs [SAEs] 
(20.8% vs. 35.2%; p=0.009). Specifically, patients treated with Y-90 resin microspheres reported 
substantially less fatigue (3.8% vs. 15.4%), diarrhoea (1.5% vs. 29.6%), hand-foot skin reaction (0.8% vs. 
54.9%), alopecia (0% vs. 9.9%) as well as hypertension (0% vs. 14.8%) than those treated with sorafenib.”  
 
Professor Bruno Sangro, Director of the Liver Unit at Clinica Universitaria de Navarra, Professor of Medicine 
at the University of Navarra School of Medicine, and senior researcher in the National Biomedical Research 
Network Center for Liver and Digestive Diseases commented “The SIRveNIB study results confirm those 
from the SARAH study, in terms of the good safety profile of SIRT using Y-90 resin microspheres, which was 
significantly better tolerated than sorafenib.  We now have two large, prospective, randomised controlled 
trials that show that SIRT using Y-90 resin microspheres in HCC patients with cirrhosis, is a safe procedure. 
Since liver toxicity could have been a potential issue, the safety profile of SIRT with Y-90 resin microspheres 
is very reassuring. Although this is a negative primary endpoint, as SIRveNIB was designed to show 
superiority in overall survival, it shows that for centres that treat HCC, it is worth having SIRT as an 
alternative to sorafenib so that the multidisciplinary tumour boards can consider the most appropriate 
treatment option for their patients.” 
 
The SIRveNIB study is the largest ever randomised controlled trial in a predominately Asian population to 
provide Level 1 evidence comparing a liver-directed therapy, namely SIR-Spheres Y-90 resin microspheres, 
against the standard of care chemotherapy agent sorafenib.  
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A copy of Professor Chow’s presentation is attached. 
 
 
- ENDS -  
 
 
About SIRveNIB  
 
SIRveNIB is a Phase III Multi-Centre Open-Label Randomised Controlled Trial of Selective Internal Radiation 
Therapy (SIRT) using SIR-Spheres Y-90 resin microspheres Versus Sorafenib (Nexavar®, Bayer HealthCare 
Pharmaceuticals, Germany) in Locally Advanced Hepatocellular Carcinoma. The primary objective of this 
study is to assess the efficacy of SIRT as compared with sorafenib in patients with locally advanced liver 
cancer in terms of overall survival (OS). ClinicalTrials.gov Identifier: NCT01135056. www.sirvenib.com. 
 
 
About Hepatocellular Carcinoma (HCC) 
 
Hepatocellular Carcinoma (HCC) is the most common form of primary liver cancer – cancer that starts in the 
liver.  It is the sixth most common cancer in the world and the second most common cause of cancer-related 
death2.   
 
 
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 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 Chow PKH et al.  Phase III multi-centre open-label randomized controlled trial of selective internal radiation therapy (SIRT) versus sorafenib in 
locally advanced hepatocellular carcinoma: The SIRveNIB study.  2017 ASCO Annual Meeting; J Clin Oncol 2017; 35 (Suppl): Abs 4002. 
 
2 GLOBOCAN 2012. Estimated cancer mortality, incidence and prevalence worldwide. http://globocan.iarc.fr/Default.aspx 
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