Open Protocols 

Hematology Oncology, P.C./Bennett Cancer Center


	 Primary
	Disease Stage
	Protocol
	Title

	Breast
	Locally Advanced or Metastatic
	ACORN AC01B07

Dr. Weinstein

 Mary
	“A Double-Blind, Randomized Phase 2b Study of Sorafenib Compared to Placebo When Administered in Combination with Chemotherapy for Patients with Locally Advanced or Metastatic Breast Cancer that has Progressed During or After Bevacizumab Therapy”

	Breast
	Locally Advanced or Metastatic
	CALGB 40503

Dr. Lo

Mary
	“A Randomized Phase III Trial of Endocrine Therapy Alone or Endocrine Therapy Plus Bevacizumab (NSC 704865; IND 7921) for Women with Hormone Receptor-Positive Advanced Breast Cancer”  

	Breast
	I-II
	ECOG 5103

Dr. Del Prete

 Mary

	“A Double-Blind III Trial of Doxorubicin and Cyclophosphamide followed by Paclitaxel with Bevacizumab or Placebo in Patients with Lymph Node Positive and High-risk Lymph Node Negative Breast Cancer”

	Breast
	Adjuvant
	ECOG N063D

Dr. Del Prete

 Mary

	ALTTO: Adjuvant Lapatinib and/or Trastuzumab Treatment Optimisation Study: A Randomised, Multi-centre, Open-label, Phase III Study of Adjuvant Lapatinib, Trastuzumab, Their Sequence and Their Combination in Patients with HER2/ErbB2 Positive Primary Breast Cancer

	Breast

Adjuvant
	Stage I-II with negative lymph nodes
	ECOG PACCT-1 (TAILORX)
Dr. Weinstein

 Mary
	“Program for the Assessment of Clinical Cancer Tests (PACCT-1): Trial Assigning Individualized Options for Treatment: The Tailorx Trial” (Phase III)

	Breast
	Stage IV
	GSK EGF108919

Dr. Weinstein

 Mary
	A Randomized, Open-Label, Phase III Study of Taxane Based Chemotherapy with Lapatinib or Trastuzumab as First-Line Therapy for Women with HER2/neu Positive Metastatic Breast Cancer (The ‘Complete’ Trial)

	Breast
	Observational
	Genentech AVF4349n (VIRGO)
Dr. Weinstein
Mary
	“An Observational Study of Treatment Patterns and Safety Outcomes for Metastatic or Locally Recurrent Breast Cancer (VIRGO)”

	Breast
	
	NSABP B-43

 Dr. Tepler

 Mary/Ed
	“A Phase III Clinical Trial Comparing Trastuzumab Given Concurrently with Radiation Therapy and Radiation Therapy Alone for Women with HER2-Positive Ductal Carcinoma In Situ Resected by Lumpectomy”

	Breast
	
	Wyeth 3144A2-3004-WW

Dr. Weinstein

Mary
	A Randomized Double-Blind Placebo-Controlled Trial of Neratinib (HKI-272) After Trastuzumab in Women with Early-Stage HER2/NEU Overexpressed/Amplified Breast Cancer

	Digestive Systems/GI 
Colon
	II
	ECOG 5202

Dr. Del Prete

Ed


	“A Randomized Phase III Study Comparing 5-FU, Leucovorin and Oxaliplatin versus 5-FU, Leucovorin, Oxaliplatin and Bevacizumab in Patients with Stage II Colon Cancer at High Risk for Recurrence to Determine Prospectively the Prognostic Value of Molecular Markers”

	Digestive System/GI

Colorectal
	
	Amgen 20070509 (PEAK)
Dr. Del Prete

Ed
	A Randomized, Multicenter, Phase 2 Study to Compare the Efficacy of Panitumumab in Combination with mFOLFOX6 to the Efficacy Bevacizumab in Combination with mFOLFOX6 in Patients Previously Untreated, KRAS Wild-Type, Unresectable, Metastatic Colorectal Cancer

	Digestive System/GI

Colorectal
	
	Keryx Perifosine 343

Dr. Weinstein

Ed
	A Phase III Randomized Double-Blind Study to Assess the Efficacy and Safety of Perifosine Plus Capecitabine Versus Placebo Plus Capecitabine in Patients with Refractory Advanced Colorectal Cancer

	Genitourinary/GU
	Prostate (CRPC)
	Sanofi-Aventis PORTREAT

Dr. Cohen

Mary
	Prospective Observational Study of Survival, Treatment Patterns, Disease and Economic Outcomes in Patients with Castrate-Resistant Prostate Cancer (CRPC) with Progression During or After a First-line Docetaxel-based Regiment

	Genitourinary/GU

Urothelial/Bladder, Renal Pelvis, or Ureters
	
Advanced, Metastatic, or Recurrent
	Boehringer Ingelheim 
BI 1230.2

Dr. Cohen

Ed

	An Open-Label, Single-Arm, Phase II Trial of Intravenous BI6727 in Patients with Locally Advanced, Metastatic or Recurrent Urothelial Cancer of the Bladder, Renal Pelvis, or Ureters After Failure of Prior Chemotherapy

	Genitourinary/GU

Bladder
	Metastatic
	CALGB 90601

Dr. Cohen

Ed
	A Randomized Doubled-Blinded Phase III Study Comparing Gemcitabine, Cisplatin, and Bevacizumab to Gemcitabine, Cisplatin, and Placebo in Patients with Advanced Transitional Cell Carcinoma


	Genitourinary/GU

Renal
	Metastatic
	Novartis CRAD001L2202

Dr. Del Prete

Sue
	An open-label, multicenter phase II study to compare the efficacy and safety of RAD001 as first-line followed by second-line sunitinib versus sunitinib as first-line followed by second-line RAD001 in the treatment of patients with metastatic renal cell carcinoma

	GYN

Ovarian
	III & IV
	Morphotek MORAb-003-004

Dr.Del Prete

Sue
	A Randomized, Double-blind, Placebo-Controlled, Phase 3 Study to Assess the Efficacy and Safety of Weekly Farletuzumab (MORAb-003) in Combination with Carboplatin and Taxane in Subjects with Platinum-sensitive Ovarian Cancer in First Relapse

	GYN

Ovarian
	II, III, IV
	GOG-0252

Dr. Del Prete

Sue
	A Phase III Clinical Trial of Bevacizumab with IV versus IP Chemotherapy in Ovarian, Fallopian Tube and Primary Peritoneal Carcinoma


	GYN

Uterine
	Relapsed Met.
	Bristol-Myers CA163196

Dr. Del Prete

Sue
	A Phase III Open Label, Randomized, 2 Arm Study of Ixabepilone Administered Every 21 Days Versus Paclitaxel or Doxurubicin Administered Every 21 Days in Women with Endometrial Cancer Who Have Previously Been Treated with Chemotherapy

	GYN

Uterus
	I-IV
	GOG-0261

Dr.Del Prete

Sue
	A Randomized Phase III Trial of Paclitaxel Plus Carboplatin versus Ifosfamide Plus Paclitaxel in Chemotherapy-Naïve Patients with Newly Diagnosed Stage I-IV Persistent or Recurrent Carcinosarcoma (Mixed Mesodermal Tumors) of the Uterus

	Hematologic Malignancy
	
	Amgen 20080009

Dr. Cohen
Sue
	A Prospective, Phase IV, Open-Label, Multi-Center Study Evaluating Changes in Bone Marrow Morphology in Adult Subjects Receiving Romiplostim for the Treatment of Thrombocytopenia Associated with Immune (Idiopathic) Thrombocytopenia Purpura (ITP)

	Hematologic Malignancy
	
	Celgene Connect CLL

Dr. Bar         
 Sue
	Connect™ CLL: The Chronic Lymphocytic Leukemia Disease Registry

	Hematologic Malignancy
	
	Novartis CICL670AUS38

Dr. Bar            
Ed
	A 5-Year, Prospective, Non-Interventional Registry in Sickle Cell Disease Patients

	Lymphoma
	Met. Or 

Locally Advanced
	Genentech U4391g (RATE)

Dr. Cohen

Sue
	A Phase III Multicenter, Open-Label Study of Rituximab Faster Infusion Time in Patients with Previously Untreated Diffuse Large B-Cell or Follicular Non-Hodgkin’s Lymphoma (RATE Trial)

	Multiple Myeloma
	
	Celgene CONNECT MM

Dr. Bar         
Sue
	Connect™ MM: The  Multiple Myeloma Disease Registry

	Multiple Myeloma
	Relapsed
	Novartis CLBH589D2308

Dr. Bar

Sue
	A multicenter, randomized, double-blind, placebo-controlled phase III study of panobinostat in combination with Bortezomib and Dexamethasone in patients with relapsed multiple myeloma

	Pulmonary/Lung

NSCLC
	Adjuvant

IB-IIIA
	E1505

Dr. Del Prete

Ed
	A Phase III Randomized Trial of Adjuvant Chemotherapy With or Without Bevacizumab for Patients with Completely Resected Stage IB (≥ 4cm) – IIIA Non-Small Cell Lung Cancer (NSCLC)

	Pulmonary/Lung

NSCLC
	IIIB or IV
	Lilly H3E-MC-JHMD

(BREAKPOINT)

Dr. Del Prete

 Ed
	Randomized, Open-Label, Phase 3 Study of Pemetrexed plus Carboplatin and Bevacizumab Followed by Maintenance Pemetrexed and Bevacizumab versus Paclitaxel plus Carboplatin and Bevacizumab Followed by Maintenance Bevacizumab in Patients with Stage IIIB or IV Nonsquamous Non-Small Cell Lung Cancer


	Skin Cancer

Melanoma
	T3 – T4 or N1


	ECOG 1697

Dr. Del Prete

 Mary
	A Phase III Randomized Study of Four Weeks High Dose IFN-a2b in Stage T2b N0, T3a-b N0, T4a-b N0, and T1-4, N1a, 2a (microscopic) Melanoma
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