Table 3. Clinical studies of cdk4/6 inhibitor - Ribociclib (LEE011) in breast cancer.
	CDK4/6 inhibitors

	Clinical study
	Phase
	Condition
	Study group
	Primary end points
	Results

	Ribociclib (LEE011)

	SIGNATURE trial
	phase II trial
	Tumors With CDK4/6 Pathway Activation
	ribociclib 
	clinical benefit rate associated with Ribociclib treatment
	recruiting

	
	MONALEESA-1
	phase II trial multi-center, open-label
	Primary Breast Cancer
	ribociclib and letrozole versus letrozole alone
	response rate
	terminated

	
	MONALEESA-2
	phase III trial
	Postmenopausal Women With Hormone Receptor Positive, HER2 Negative, Advanced Breast Cancer Who Received no Prior Therapy for Advanced Disease
	Letrozole and ribociclib vs. Letrozole and placebo
	Progression Free Survival (PFS)
	still under way.

	
	MONALEESA-7
	phase III randomized, double-blind, placebo-controlled trial
	Premenopausal Women With Hormone Receptor Positive, HER2-negative, Advanced Breast Cancer
	Ribociclib + Tamoxifen and Goserelin or a non-steroidal aromatase Inhibitor and Goserelin
	Progression Free Survival (PFS)
	Recruiting

	
	The TEEL Study
	Phase I Trial
	premenopausal women who have a type of breast cancer known as hormone receptor positive/HER2- breast cancer.
	Tamoxifen With Ribociclib
	dose limiting toxicity (DLT)
	Recruiting

	
	
	Phase Ib trial
Phase II trial
	Adult Patients With Advanced ER+ Breast Cancer
	Ribociclib with Letrozole
	dose limiting toxicities DLTs

PFS
	Recruiting


