Table 1. Clinical studies of cdk4/6 inhibitor - Palbociclib (LEE011) in breast cancer.

	CDK4/6 inhibitors

	Clinical study
	Phase
	Condition
	Study group
	Primary end points
	Results

	Palbociclib (PD-0332991)
	PALOMA-1/TRIO-18
	open-label, randomised phase II trial
	postmenopausal women with advanced oestrogen receptor positive and HER2-negative breast cancer who had not received any systemic treatment for their advanced disease
	letrozole alone vs. letrozole plus palbociclib 
	Progression free Survival (PFS)
	10.2 vs. 20.2 months

	
	PALOMA-2 trial
	phase III trial
	Post menopausal patients with ER+ and HER2- advanced breast cancer.
	palbociclib and letrozole with letrozole alone
	Progression free Survival (PFS)
	study is still under way

	
	PALOMA-3 trial
	phase III trial
	advanced hormone-receptor–positive, human epidermal growth factor receptor 2–negative breast cancer that had

relapsed or progressed during prior endocrine therapy.
	palbociclib and fulvestrant or placebo and fulvestrant
	Progression free Survival (PFS)
	9.2 vs. 3.8 months

	
	PENELOPE-B trial


	phase III trial
	patients with hormone receptor positive, HER2 normal primary breast cancer with high relapse risk after neoadjuvant chemotherapy.
	standard anti-hormonal therapy + palbociclib vs. placebo
	Invasive disease free survival (iDFS)
	study is still under way


	
	PALLAS trial
	phase III trial
	premenopausal and postmenopausal women or men with stage II or stage IIIHR+ /HER2- early breast cancer.
	Palbociclib + Standard Adjuvant Endocrine Therapy vs. Adjuvant Endocrine Therapy
	Invasive Disease Free Survival (iDFS)
	Recruiting

	
	PEARL trial
	phase III trial

	Hormonal Receptor (HR) Positive/HER2 Negative Metastatic Breast Cancer (MBC) Patients With Resistance to Non-steroidal Aromatase Inhibitors
	Palbociclib + Exemestane vs. Chemotherapy (Capecitabine)
	Progression free Survival (PFS)
	Recruiting

	
	
	Phase II Randomized trial

	Premenopausal Women With Hormone Receptor-Positive Metastatic Breast Cancer
	Palbociclib in Combination + Exemestane + Goserelin vs. Capecitabine
	Progression free survival (PFS)
	Not yet recruiting

	
	PYTHIA trial
	Phase II trial international, multicenter, randomized, double-blind, placebo-controlled.

	Metastatic Breast Cancer
	Palbociclib + Fulvestrant vs. Placebo Plus Fulvestrant
	Progression free Survival (PFS)
	Not yet recruiting

	
	PALLET trial
	Phase II Randomized trial


	Neoadjuvant Therapy in Post-Menopausal Women With Estrogen-Receptor Positive Primary Breast Cancer
	palbociclib and letrozole
	Clinical Complete Response (cCR)
Measurement of the proliferation marker Ki67
	study is still under way


	
	
	Phase I/II Trial


	triple negative, androgen receptor positive metastatic breast cancer (MBC)
	Palbociclib in Combination With Bicalutamide
	recommended phase II dose (RP2D) (phase I)

progression free survival (phase II)
	Recruiting

	
	PATRICIA trial
	phase II, prospective, open-label, multicentre

	post-menopausal patients with HER2-positive locally advanced or metastatic breast cancer (MBC) who have received chemotherapy and treatment with trastuzumab for their metastatic disease
	(ER -, HER2 +) palbociclib plus trastuzumab vs. (ER +, HER2+) palbociclib plus Trastuzumab vs. (ER+, HER2+) palbociclib plus Trastuzumab + letrozol
	Progression-Free Survival at 6 months (PFS6)
	Recruiting

	
	PARSIFAL trial
	Randomized, Multicenter, Open-label, Phase II Trial

	Patients With HER2 Negative, ER+ Metastatic Breast Cancer
	Palbociclib and Letrozole vs. Palbociclib and Fulvestrant
	1-year Progression Free Survival
	Recruiting

	
	
	Phase 3 trial


	Post-Menopausal Women With Hormone Receptor Positive, HER2 Negative Advanced Breast Cancer
	Palbociclib with Letrozole
	Percentage of patients with treatment-emergent averse events (AEs) or serious adverse events (SAEs)
	Not yet recruiting

	
	PREDIX LumB trial
	Phase II trial 
	Early-Stage Breast Carcinoma. Estrogen Receptor Positive Tumor With High Proliferation or Low Proliferation With Metastatic Nodes
	weekly treatment with paclitaxel +Palbociclib vs. endocrine treatment +Palbociclib
	Radiological Objective Response Rate
	Recruiting

	
	
	Phase 1/2, Open-label, Randomized Study

	Er Positive, Her2 Negative Advanced Breast Cancer In Postmenopausal Women
	Letrozole + Palbociclib vs. letrozol
	TEAEs, Progression-Free Survival (PFS)
	Recruiting

	
	
	Phase 1B Study


	Advanced HER2 (Human Epidermal Growth Factor Receptor 2)-Positive Breast Cancer
	T-DM1 + Palbociclib
	Maximum Tolerated Dose (MTD), Dose Limiting Toxicities (DLT)
	Recruiting


