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Well the new name for Cometiq (Cabo) for Kidney cancer is Cabometyx!! Same drug--just a new 

approved diagnosis by the FDA. This will bring down the price in the long run with more patients 

being added to the use. But with a new name in Kidney Cancer. Will they give it a new name when 

it is approved for other Cancers?  

The other important issue in this article is Opdivo. The approved this Immunotherapy for Kidney 

Cancer. This drug has the same name for Lung Cancer, Leukemia, and now Kidney Cancer.  

They state the Immunotherapy Opdivo had a Progression Free Survival Rate slightly better than 

Cabo in Kidney.  

What does Kidney cancer have in common with Medullary? It is a Carcinoid.  

From the Article: Exelixis will begin shipping within a couple of weeks. Cabometyx will be offered 

at the 60-mg starting dose, as well as 20-mg and 40-mg doses, with a wholesale acquisition cost 

of $13,750 for one month supply at all three dosage levels. 

While the numerical data look slightly lower for cabo, the hazard ratio of 0.66 compares 

favorably to Opdivo's and is "a more important apples-to-apples efficacy measure in our view," 

Schmidt said. 

Cabometyx also is under review for metastatic RCC in Europe, where its marketing authorization 

application was granted an accelerated assessment. The drug is partnered outside the U.S., 

Canada and Japan with Paris-based Ipsen SA, which agreed earlier this year to pay $200 million 

up front in a potential $855 million deal involving all indications. (See BioWorld Today, March 2, 

2016. 

http://www.bioworld.com/content/much-awaited-fda-nod-comes-early-exelixis-cabo-renal-

cell-carcinoma-0 

Exelixis Inc. will waste no time making Cabometyx (cabozantinib) available to advanced renal cell 

carcinoma (RCC) patients who have received prior anti-angiogenic therapy, following the FDA's 

widely anticipated approval Monday. 
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An 80-member sales team exclusively focused on Cabometyx "has been onboarded and fully 

trained, and they will begin calling on customers tomorrow," P.J. Haley, vice president of 

commercial operations at Exelixis, told investors on a Monday afternoon conference call. 

Exelixis will begin shipping within a couple of weeks. Cabometyx will be offered at the 60-mg 

starting dose, as well as 20-mg and 40-mg doses, with a wholesale acquisition cost of $13,750 for 

one month supply at all three dosage levels. Haley described the pricing as reflective of the drug 

being the first in advanced RCC to hit the "trifecta" of improvements in overall survival (OS), 

progression-free survival (PFS) and objective response rate (ORR). 

Shares of South San Francisco-based Exelixis didn't move much – the stock (NASDAQ:EXEL) 

closed Monday at $4.66, up 25 cents – as investors had largely assumed approval. Many analysts 

also correctly predicted the fast turnaround at the FDA, which received the completed new drug 

application submission Feb. 20 and had set a June 22 PDUFA date. 

Cabometyx – cabo, for short – previously was granted fast track and breakthrough therapy status 

in advanced RCC, where it had demonstrated improvements in progression-free survival and 

objective response rate vs. Afinitor (everolimus, Novartis AG) in the phase III METEOR trial. (See 

BioWorld Today, July 21, 2015.) 

"A positive surprise, however, was the inclusion of positive OS data in the label, ahead of 

presentation" at the American Society of Clinical Oncology meeting in June, noted Leerink analyst 

Michael Schmidt. Exelixis reported early OS data in February, showing that Cabometyx boasted a 

statistically significant OS improvement to Afinitor (21.4 months vs. 16.5 months, p = 0.0003). 

(See BioWorld Today, Feb. 2, 2016.) 

That puts it on par with Bristol-Myers Squibb Co.'s oncology juggernaut Opdivo (nivolumab), an 

anti-PD-1 antibody that has gained approval in multiple indications, including metastatic RCC. 

Median OS for Opdivo, according to the CheckMate-025 trial, was 25 months vs. 19.6 months for 

Afinitor. While the numerical data look slightly lower for cabo, the hazard ratio of 0.66 compares 

favorably to Opdivo's and is "a more important apples-to-apples efficacy measure in our view," 

Schmidt said. 

Data from METEOR showed that Cabometyx was associated with a 42 percent reduction in the 

rate of disease progression or death vs. mTOR inhibitor Afinitor. Median PFS for Cabometyx was 

7.4 months vs. 3.8 months for Afinitor (p < 0.0001). Exelixis' drug also improved ORR compared 

to Afinitor (17 percent vs. 3 percent, p <0.0001). 



Leerink's Schmidt maintained that cabo could address a $700 million-plus market in the U.S. and 

Europe for second-line or third-line RCC, though its bigger share likely will come from third-line 

use. "While the cabo data look very compelling, we think it'll take an aggressive marketing effort 

to compete with Opdivo in [second-line] RCC," Schmidt wrote. 

Exelixis, however, is aiming for such an aggressive approach, said Michael Morrissey, president 

and CEO, adding that he is not willing to "concede" the second-line population. "We're going to 

fight for every patient, every scrip, every refill, every single day," he said. 

About 17,000 patients in the U.S. – about 37,000 globally – required second-line treatment for 

advanced or late-stage metastatic RCC, a disease that currently has a dismal five-year survival 

rate of 12 percent, according to the American Cancer Society. 

Cabometyx, a tyrosine kinase inhibitor designed to hit several targets, including MET, AXL and 

three VEGF receptors, initially won approval in 2012 as Cometriq in the small indication of 

medullary thyroid cancer, as analysts awaited bigger opportunities in prostate cancer, 

hepatocellular cancer (HCC) and RCC. The phase III COMET-1 study in castration-resistant 

prostate cancer flopped in 2014, while the HCC pivotal study, CELESTIAL, is ongoing, with data 

expected in 2017. (See BioWorld Today, Nov. 30, 2012.) 

Cabometyx also is under review for metastatic RCC in Europe, where its marketing authorization 

application was granted an accelerated assessment. The drug is partnered outside the U.S., 

Canada and Japan with Paris-based Ipsen SA, which agreed earlier this year to pay $200 million 

up front in a potential $855 million deal involving all indications. (See BioWorld Today, March 2, 

2016.) 

Additional earlier-stage studies featuring cabozantinib are under way through the company's 

collaboration with the National Cancer Institute's Cancer Therapy Evaluation Program and its 

ongoing Investigator-Sponsored Trial program, which, in combination, are planning or 

overseeing more than 45 studies in advanced RCC, bladder cancer, colorectal cancer, non-small-

cell lung cancer and endometrial cancer. 

The company also has Cotellic (cobimetinib), which it is co-promoting in the U.S. with Genentech, 

a member of the Roche Group, in patients with BRAF V600E or V600K mutation-positive 

advanced melanoma in combination with Zelboraf (vemurafinib). 

As of Dec. 31, Exelixis had cash, equivalents and short-term investments totaling $253.3 million. 

 


