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Vectibix® (panitumumab) – Expanded indication 

• On June 29, 2017, Amgen announced the FDA approval of Vectibix (panitumumab) for the 
treatment of patients with wild-type RAS (defined as wild-type in both KRAS and NRAS as 
determined by an FDA-approved test for this use) metastatic colorectal cancer (mCRC) as first line 
therapy in combination with FOLFOX and as monotherapy following disease progression after prior 
treatment with fluoropyrimidine-, Eloxatin® (oxaliplatin)-, and irinotecan-containing chemotherapy. 

 
— Previously, Vectibix was approved for use in patients with wild-type KRAS (exon 2 in codons 

12 or 13) mCRC.  
 

• Vectibix is not indicated for the treatment of patients with RAS-mutant mCRC or for whom RAS 
mutation status is unknown.  

 
• As part of this new indication, the FDA approved the first multigene, next-generation sequencing-

based test to identify the RAS mutation status of a patient's tumor. This companion diagnostic helps 
physicians identify patients that are more likely to benefit from treatment with Vectibix.  

 
• The approval of the expanded indication for the treatment of patients with wild-type RAS mCRC was 

based on data from a retrospective analysis of the PRIME study and data from the prospective '0007 
study.  
 

• The '0007 study evaluated the efficacy of Vectibix plus best supportive care (BSC) vs. BSC alone in 
377 patients with chemorefractory, wild-type KRAS mCRC. The primary outcome was overall 
survival (OS) in patients with wild-type KRAS mCRC. Secondary outcome measures included OS, 
progression free survival (PFS) and overall response rate (ORR) in various subgroups. 

 
— Patients with wild-type KRAS mCRC treated with Vectibix plus BSC achieved a median OS 

of 10 months vs. 7.4 months for patients treated with BSC alone (HR = 0.73; 95% CI: 0.57, 
0.93, p = 0.0096). 

— Patients with wild-type RAS mCRC treated with Vectibix plus BSC resulted in a statistically 
significant improvement in OS of 10 months vs. 6.9 months for patients treated with BSC 
alone (HR = 0.70; 95% CI: 0.53, 0.93, p = 0.0135). 

— In patients with mutant RAS mCRC, no differences in OS or PFS were observed between 
the treatment arms [OS HR = 0.99 (95% CI: 0.49, 2.00); PFS HR = 1.03 (95% CI: 0.56, 
1.90)]. 

— The ORR in the wild-type KRAS population was 27% (95% CI: 20.8, 33.9) vs. 1.6% (95% 
CI: 0.3, 4.6), in the Vectibix plus BSC arms vs. BSC alone groups, respectively. 

— The ORR in the wild-type RAS population was 31% (95% CI: 23.5, 39.3) vs. 2.3% (95% CI: 
0.5, 6.7), in the Vectibix plus BSC arms vs. BSC alone groups, respectively. 
 

• The PRIME study evaluated Vectibix and FOLFOX combination therapy vs. FOLFOX monotherapy 
in 1,183 adults with untreated mCRC. The primary endpoints were PFS and OS. 

 
— Vectibix plus FOLFOX extended PFS vs. FOLFOX alone in the wild-type RAS subgroup 

(10.1 months vs. 7.9 months, respectively; HR = 0.72, 95% CI: 0.58, 0.90).  
— The median OS for the Vectibix plus FOLFOX group was 25.8 months vs. 20.2 months in 

the FOLFOX alone group (HR = 0.77; 95% CI: 0.64, 0.94).  
— There were no OS or PFS benefit in Vectibix-treated patients with mutant RAS mCRC. 

 
• Vectibix carries a boxed warning for dermatologic toxicity. 

 

http://www.amgen.com/media/news-releases/2017/06/fda-approves-vectibix-panitumumab-for-use-in-wildtype-ras-metastatic-colorectal-cancer/
http://pi.amgen.com/%7E/media/amgen/repositorysites/pi-amgen-com/vectibix/vectibix_pi.ashx
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=98e269f3-fd0f-4415-bf73-0cf6a1907204
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=80f3b79c-a399-45b3-b755-8535457719af


 
 

 

 

 

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products. 
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com. 

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their 
respective owners. 

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written 
consent of OptumRx.  

RxNews® is published by the OptumRx Clinical Services Department. 

©2017 Optum, Inc. All rights reserved. 

optumrx.com 
 

• For all indications, the recommended dose of Vectibix is 6 mg/kg, administered as an intravenous 
infusion over 60 minutes, every 14 days. For doses above 1,000 mg, administer over 90 minutes. 
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