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Kisqali® (ribociclib) – New drug approval 

• On March 13, 2017, Novartis announced the FDA approval of Kisqali (ribociclib), indicated in 
combination with an aromatase inhibitor as initial endocrine-based therapy for the treatment of 
postmenopausal women with hormone receptor (HR)-positive, human epidermal growth factor 
receptor 2 (HER2)-negative advanced or metastatic breast cancer. 

 
• According to the American Cancer Society, 252,710 women will be diagnosed with invasive breast 

cancer in the U.S. in 2017.  About 40,610 women will die from breast cancer. 
 

• Kisqali is a selective cyclin-dependent kinase inhibitor, a class of drugs that help slow the 
progression of cancer by inhibiting two proteins called cyclin-dependent kinase 4 and 6 
(CDK4/6).  These proteins, when over-activated, can enable cancer cells to grow and divide too 
quickly. 

 
• Ibrance® (palbociclib) is another CDK 4/6 inhibitor that has been FDA approved for the treatment of 

HR-positive, HER2-negative advanced or metastatic breast cancer in combination with letrozole as 
initial endocrine based therapy in postmenopausal women, or Faslodex® (fulvestrant) in women with 
disease progression following endocrine therapy. 

 
• The efficacy of Kisqali was based on the MONALEESA-2 trial that randomized 668 postmenopausal 

women with HR-positive, HER2-negative advanced or metastatic breast cancer to Kisqali plus 
letrozole vs. letrozole alone.  The primary efficacy outcome was progression-free survival (PFS). 

 
— Kisqali plus letrozole reduced the risk of progression or death by 44% vs. letrozole alone 

(median PFS not reached (NR) [95% CI: 19.3 months, NR] vs. 14.7 months [95% CI: 13.0, 
16.5 months]; HR = 0.556 [95% CI: 0.429, 0.720]; p < 0.0001). 

— At a subsequent analysis with additional 11-month follow-up and progression events, a 
median PFS of 25.3 months for Kisqali plus letrozole vs. 16.0 months for letrozole alone was 
observed. 

— Overall survival data is not yet mature and will be available at a later date. 
 

• Warnings and precautions of Kisqali include QT interval prolongation, hepatobiliary toxicity, 
neutropenia, and embryo-fetal toxicity.  

 
• The most common adverse reactions (≥ 20%) with Kisqali use were neutropenia, nausea, fatigue, 

diarrhea, leukopenia, alopecia, vomiting, constipation, headache, and back pain.  
 

• The recommended dose of Kisqali is 600 mg (three 200 mg tablets) taken orally, once daily for 21 
consecutive days followed by 7 days off treatment resulting in a complete cycle of 28 days.  

 
— If administering with letrozole, letrozole 2.5 mg should be taken once daily throughout the 

28-day cycle.  Refer to the letrozole drug label for additional information. 
— If using Kisqali with another aromatase inhibitor, refer to individual aromatase inhibitor drug 

labels for dosing information. 
 

• Per Novartis, Kisqali will have a flexible pricing structure: a 28-day supply of the 600 mg dose, 400 
mg dose and 200 mg dose will cost $10,950, $8,760 and $4,380, respectively. 
 
 
 

https://www.novartis.com/news/media-releases/novartis-kisqalir-ribociclib-lee011-receives-fda-approval-first-line-treatment
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2017/209092Orig1s000ltr.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2017/209092s000lbl.pdf
https://www.cancer.org/cancer/breast-cancer/about/how-common-is-breast-cancer.html
http://labeling.pfizer.com/ShowLabeling.aspx?id=2191
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=63e54b62-a30d-4a56-9215-75e7a0b0bf02
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=83d7a440-e904-4e36-afb5-cb02b1c919f7
http://www.fiercepharma.com/pharma/novartis-rolls-out-flex-pricing-scheme-for-newly-approved-ibrance-rival-kisqali?utm_medium=nl&utm_source=internal&mrkid=890350&mkt_tok=eyJpIjoiWTJNd01EZzJOV0UwWlRSaSIsInQiOiJjZW5QT2V5YnpNZEM1WjFNdXdKTEE5ZFNVdlhGXC9vM0c5Tmk5STJhMGRKWDQrUUQ3d2JpenM1XC93STdyUkIyMzB6MG5qYzc3M2pVVzA0WmJiZmN0SHMreExqS1VEcDR3MytlQ1l5cElEaGpoXC9WeVwvTDBENXNYM0xlQndqVlhIMHkifQ%3D%3D
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• Novartis plans to launch Kisqali in the next few days.  Kisqali will be available as 200 mg film-coated 
tablets. 
 
 
 
 

file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/

