CURRICULUM VITAE FOR JORGE A. GARCIA, MD, FACP.

PERSONAL INFORMATION

Name: Garcia, Jorge A.

Education
School: Calasanz College
Degree: B.S
Dates: 1979-1985

School: Colombian Navy Academy
Degree: Naval Cadet
Dates: 1986-1987

School: Colombian School of Medicine (Universidad el Bosque)
Degree: M.D.
Dates: 1988-1994

Post-Graduate Training
Institution:  Cleveland Clinic
Position: Leading in Health Care Fellow
Dates: 2009-2010

Institution:  University of California San Francisco
Position: Hematology/Medical Oncology Fellowship
Dates: 2001-2004

Institution:  Albert Einstein College of Medicine
Position: Medicine Internship and Residency
Dates: 1998-2001

Institution: Harvard Medical School

Position: Research Fellow - Cancer Biology
Dates: 1995-1998

PROFESSIONAL APPOINTMENTS

Position/Rank: Chair, Division of Solid Tumor Oncology
Institution/Institute/Department:  University Hospitals Seidman Cancer Center. Cleveland, OH.
Dates: 2020-

Position/Rank: Director, Clinical Research Office
Institution/Institute/Department: Case Comprehensive Cancer Center. Cleveland, OH.
Dates: 2018-2019

Position/Rank: Director, GU Oncology Research Program
Institution/Institute/Department:  Cleveland Clinic Taussig Cancer Institute. Cleveland, OH.
Dates: 2019

Position/Rank: Director, Advanced Prostate Cancer Research Program

Institution/Institute/Department:  Cleveland Clinic Taussig Cancer Institute. Cleveland, OH.
Dates: 2014-2019
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Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:

ACADEMIC APPOINTMENTS

Staff Physician, Hematology/Medical Oncology
Cleveland Clinic Taussig Cancer Institute. Cleveland, OH.
2005-2019

Staff Physician, Urology
Cleveland Clinic Glickman Urological & Kidney Institute. Cleveland, OH.
2005-2019

Staff Physician, Medicine
John Muir/Mt. Diablo Health System. Concord, CA
2003-2005

Fellow in Urologic Oncology
UCSF Comprehensive Cancer Center
2003-2004

Fellow in Hematology and Medical Oncology
University of California San Francisco and affiliated hospitals
2001-2004

Visiting Resident in Medicine
Memorial Sloan Kettering Cancer Center, New York, NY.
2000-2001

Resident in Medicine
Jacobi Medical Center/Montefiore Medical Center, Bronx, NY.
1999-2001

Visiting Resident in Medicine
Beth Israel Deaconess Medical center, Boston, MA.
1999

Intern in Medicine
Jacobi Medical Center/Montefiore Medical Center, Bronx, NY.
1998

Research Fellow in Medicine
Beth Israel Deaconess Medical Center, Brookline, MA.
1995-1998

Postgraduate Intern - Hospitalist
Department of Health, Bogota, Colombia
1994-1995

Position/Rank:
Institution/Institute/Department:
Dates:

Position/Rank:
Institution/Institute/Department:
Dates:
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Professor of Medicine and Urology
Case Western Reserve University
2020-

Associate Professor of Medicine
Cleveland Clinic Lerner College of Medicine of CWRU, Cleveland, OH.
2016-2019
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Position/Rank: Assistant Professor of Medicine
Institution/Institute/Department: Cleveland Clinic Lerner College of Medicine of CWRU, Cleveland, OH.
Dates: 2006-2016

Position/Rank:  Urologic Oncology Research Fellow
Institution/Institute/Department: UCSF Comprehensive Cancer Center, San Francisco, CA.
Dates: 2003-2004

Position/Rank: Clinical Fellow in Hematology and Medical Oncology
Institution/Institute/Department:  University of California San Francisco, San Francisco, CA.
Dates: 2001-2004

Position/Rank: Intern and Resident in Medicine
Institution/Institute/Department: Albert Einstein College of Medicine, Bronx, NY
Dates: 1998-2001

Position/Rank: Research Fellow in Medicine

Institution/Institute/Department: Harvard Medical School, Boston, MA.
Dates: 1995-1998

CERTIFICATION AND LICENSURE

Name of Board: Ohio
Date of Certificate: September 3, 2004
Licensure State/Number: 35.085035
Date Issued: 2004-Current and active

Name of Board: California
Date of Certificate: June 21, 2001
Licensure State/Number: A75239
Date Issued: 2001-N/A (expired)

Name of Board: New York
Date of Certificate: June 1998
Licensure State/Number: N/A
Date Issued: 1998-N/A (expired)

DEA: BG7994646 — Active

HONORS AND AWARDS
2020- George and Edith Richman Distinguished Scientist Chair
University Hospitals Seidman Cancer Center, Case Western Reserve University
2017-2019 The Kerscher Family Chair for Clinical Prostate Cancer Research
Cleveland Clinic
2010-2019 Best Doctors in Cleveland
2009-Current Best Doctors in America
2009 Fellow, American College of Physicians (FACP)
2006 Best Hispanic Leader. Cuyahoga County, Ohio.
2004 American Society of Clinical Oncology (ASCO), Young Investigator Award (YIA)
2003 ASCO/American Association of Cancer Research (AACR), Methods in Clinical Cancer
Research
2002 Amgen Educational Award, University of California, San Francisco
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2000

1999
1998

Selected as “Chief Resident” for years 2001-2002, East Campus, Albert Einstein College
of Medicine

Outstanding Resident Award, East Campus, Albert Einstein College of Medicine

Leo M. Davidoff Society Teaching Award, Albert Einstein College of Medicine

MEMBERSHIP IN PROFESSIONAL SOCIETIES

2005- Current
2002- Current
2001- Current
2001- 2004

1998- Current
1998- Current

Active Member SWOG GU committee

Active Member, American Association of Cancer Research
Member, American Society of Clinical Oncology

Member, Northern California Oncology Group

Member, American Medical Association

Associate Member, American College of Physicians

PROFESSIONAL SERVICES

Editorial Boards - current

2019-
2017-
2015-2019
2015-2019
2013-
2013-
2013-
2011-
2011-
2011-
2010-
2010-
2010-
2010-
2009-
2009-
2008-
2008-
2007-
2007-
2007-
2007-

Associate Editor for Drugs in Context

Associate Editor for Clinical Genitourinary Cancer
Specialty Editor - Bladder Cancer. ASCO Cancer. Net
Specialty Editor - Prostate Cancer. ASCO Cancer. Net
Ad Hoc Reviewer, Clinical Cancer Research

Ad Hoc Reviewer, Molecular Cancer Therapeutics

Ad Hoc Reviewer, Journal Clinical Oncology

Editorial Board, Therapeutic Advanced in Medical Oncology
Editorial Board, Frontiers in Genitourinary Oncology
Editorial Board, CML Kidney Cancer

Ad Hoc Reviewer, Urologic Oncology

Ad Hoc Reviewer, Annals of Oncology

Ad Hoc Reviewer, Journal of Urology

Ad Hoc Reviewer, Annals of Urology

Ad Hoc Reviewer, British Journal of Cancer

Ad Hoc Reviewer, Clinical and Experimental Medicine
Ad Hoc Reviewer, Cancer Chemotherapy and Pharmacology
Ad Hoc Reviewer, Cancer

Ad Hoc Reviewer, Urology

Ad Hoc Reviewer; British Journal of Urology

Ad Hoc Reviewer, Clinical Genitourinary Cancer

Ad Hoc Reviewer, Biologics: targets & therapy

COMMITTEE SERVICE

2019-

2017- 2018
2016-2017
2014-2015
2014-2015
2011-2013
2011-2015
2010-2015
2010-
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Member, Oncology Drugs Advisory Committee (ODAC) of the Food and Drug Administration
(FDA)

Chair, NCCN Guidelines — Prostate Cancer. Case Comprehensive Cancer Center

Chair Protocol Review Committee Board Review (PRMC). Case Comprehensive Cancer Center.
Renal Cell Cancer Track Committee Member ASCO GU 2015

Co-Chair Protocol Review Committee Board Review (PRMC). Case Comprehensive Cancer Center.
Program Committee International Kidney Cancer Symposium

SUO-CTC Board of Directors and the Renal Organ Site Committee

Co-Director, Prostate Cancer Program, Case Comprehensive Cancer Center

Director, GU Medical Oncology Prostate Cancer Clinical Research Program. Cleveland Clinic
Taussig Cancer Institute
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2006-
2005-
2005-
2003-04
2003-04

2003-04
2003-04

Relevance Reviewer American Board of Internal Medicine “Medical Oncology”

Full Member, PRMC. Case Comprehensive Cancer Center

Full Member Protocol Review Committee. Cleveland Clinic Taussig Cancer Institute

Member, GU-ONC Protocol Review Committee. UCSF Comprehensive Cancer Center

Member, GU-ONC Tissue Core Protocol Review Committee. UCSF Comprehensive Cancer
Center

Member, Genitourinary Protocol Review Committee. UCSF Comprehensive Cancer Center
Member, GU-ONC Tissue Core Protocol Review Committee. UCSF Comprehensive Cancer Center

PRESENTATIONS / VISITING PROFESSOR (selected ONLY for years 2010-2020)

10/20
05/20
05/20
04/20
04/20
01/20
01/20
11/19
10/19
09/19
01/19

11/18

08/18
05/18

01/18

12/17

11/17

11/17

11/17

09/17

09/17

05/17

05/17

05/17

Garcia, Jorge A.

Opinions in Bladder Cancer: An Interactive Local Virtual Workshop. Aptitude Health *CME*

A 69-Year-Old Man with Advanced Castrate-Resistant Prostate Cancer. Case Management.
Targeted Oncology *CME*

Importance of Bone Health Agents in mCRPC Management. Targeted Oncology *CME*
Existing Therapies for the Management of men with MOCRPC Webinar. Cairo, Egypt.
Managing Men with mCRPC: Targeted Oncology Webinar. *CME*

Contemporary Management of MOCRPC. Cartagena, Colombia. *CME*

ASCO Advantage Program- Prostate Cancer. *CME*

Expert Perspective Tumor Board — Prostate Cancer. *CME*

Bone Health in Advanced Prostate Cancer — AMGEN Podcast

Managing MO CRPC Patients on AR Inhibitors. Targeted Oncology *CME*

ESMO 2018: Latest Research in Treating Kidney and Prostate Cancers.

Cancer.Net Podcasts *CME*

Director, Cleveland Clinic 18™ Annual GU Oncology Meeting — Focused on Prostate Cancer.
Cleveland, OH *CME*

Best of ASCO 2018 Annual Meeting. Genitourinary (Non-prostate) Cancer. Chicago, IL. *CME*
Tumor Board: Prostate Cancer — Panelist. AUA 2018 Plenary presentation. San Francisco, CA.
*CME*

Cleveland Clinic Taussig Cancer Institute Hematology/Oncology Cancer Center Rounds: New
Paradigms in the Management of CRPC. Cleveland, OH. *CME*

Director. 17th Annual Multidisciplinary Genitourinary Oncology Course: Focus on Renal/Bladder
and Testis Cancer. *CME*

Chemotherapy vs. Oral Therapy for Advanced Castration-Sensitive PCa. 8" SOGUG Scientific
Symposium. Madrid, Spain. *CME*

Role of Immune checkpoint inhibition in Bladder Cancer. VGHTPE (Taipei Veterans General
Hospital) Taipei, Taiwan. *CME*

How to Optimize 10-based therapy in CDDP-resistant Metastatic Urothelial Carcinoma. NTUH
(National Taiwan University) Taipei, Taiwan. *CME*

Optimal Management of Men with Metastatic Hormone-Sensitive Prostate Cancer (Internet Live)
*CME*

Current Approaches to the Treatment of Metastatic Castration-Resistant Prostate Cancer
(Internet Live) *CME*

How to Optimize Treatment in CRPC: Use of Molecular Factors. VHIO Symposium: New
Challenges in Uro-oncology. Barcelona, Spain. *CME*

How to Choose Second-line Therapy in mRCC: Use of Oral Agents. VHIO Symposium: New
Challenges in Uro-oncology. Barcelona, Spain. *CME*

Debates in Immunotherapy: Immunotherapy in TCC: Treatment for all. VHIO Symposium: New
Challenges in Uro-oncology. Barcelona, Spain. *CME*
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05/17

04/17

11/16

11/16

11/16
11/16

10/16

10/16

10/16

08/16

05/16

03/16

03/16

01/16

11/15
11/15

10/15

10/15

09/15
03/15

10/14

11/13

09/13

08/13

07/13
06/13

Garcia, Jorge A.

Debates in Immunotherapy: Immunotherapy in TCC: Sequential Therapy in 2017. VHIO
Symposium: New Challenges in Uro-oncology. Barcelona, Spain. *CME*

Genitourinary Oncology Updates: Management of CRPC and Advanced RCC. Dominican Society of
Hematology and Medical Oncology. Santo Domingo. *CME*

Recent Advances in the Management of Advanced Prostate Cancer. Promedica Cancer Institute,
Sylvania, Ohio. *CME*

Emerging Role of novel Radionucleotide-based therapy in the management of mCRPC: 7th
SOGUG Scientific Symposium. Madrid, Spain. *CME*

Onc Live Peer Exchange: Castration Resistant Prostate Cancer. *CME*

Director, 16th Annual Multidisciplinary Genitourinary Oncology Course. Cleveland Clinic.
Cleveland, Ohio. *CME*

Integral Evaluation of Patients with Metastatic Castration-Resistant Prostate Cancer. 34t
National Oncology Meeting SMeO. Sociedad Mexicana de Oncologia, A.C. Tijuana, Baja California.
*CME*

Emerging Role of Chemotherapy in Advanced Prostate Cancer. Annual Oncology Society Meeting.
San Juan, Puerto Rico. *CME*

Current Management of Advanced RCC: Present and Future. Annual Oncology Society Meeting.
San Juan, Puerto Rico. *CME*

CRPC: Appropriate Sequence and Timing for Chemotherapy. Congreso Nacional de Hemato-
Oncologia. Antigua, Guatemala. *CME*

Management of Advanced Prostate Cancer: Various clinical modules addressing various aspects
of CRPC.Il Reunidn de actualizacién en CP: Santiago, Chile. *CME*

Management of Advanced Prostate Cancer. Edwards Comprehensive Cancer Center. Cabell
Huntington Hospital. Huntington, WV *CME*

Second-line therapy for mRCC: Management and Future Challenges. VII International Uro-
oncology Congress. Sao Paulo, Brazil. *CME*

Incorporating Biomarkers in the Clinical Management of GU Cancers: Present and Future. Best of
GU. Simposio Cientifico SOGUG *CME*

Onc Live Peer Exchange: Castration Resistant Prostate Cancer. **CME*

Advanced Prostate Cancer: Bench to Clinic and Future developments. Florida Hospital Cancer
Center. Orlando, FL. *CME*

Castration Resistant Prostate Cancer: Emerging Role of Novel Radio nucleotides. Vall D’Hebron
Workshop in Advanced Prostate Cancer. Barcelona, Spain. *CME*

Emerging Trends in Castration Resistant Prostate Cancer: A Multidisciplinary Approach. Hospital
Ramon y Cajal. Madrid, Spain. *CME*

Novel AR Inhibitors in CRPC. International Oncology Meeting. Sao Paulo, Brazil. *CME*
Challenges in the Management of Advanced Prostate Cancer. University of Minnesota.
Minneapolis, MN. *CME*

Immunotherapy in Advanced RCC: 2004 Update. Second Cleveland-Vall D’Hebron Workshop in
Renal Cell Carcinoma. Barcelona, Spain. *CME*

Earlier Use of Novel Agents in PCa: Logical but Complicated Process. 13th Annual
Multidisciplinary Genitourinary Oncology Course. Cleveland, OH. *CME*

Recent Progress in the Management of RCC. Aultman 13t Annual Cancer Conference. Canton,
OH. *CME*

Preceptorship Program on Prostate Cancer. Director of Activity. Cleveland Clinic. Cleveland, OH.
*CME*
Castrate Resistant Prostate Cancer: ASCO Tumor Boards. ASCO Virtual Site. *CME*

Challenges in Treating Renal Cell Carcinoma. Genesis Health Care System Medicine Grand
Rounds. Zanesville, OH. *CME*
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06/13

05/13

01/13

11/12

11/12

11/12

10/12

09/12

06/12

06/12

05/12

11/11

10/11

10/11

06/11

06/11

04/11

04/11

03/11

11/10

10/10

10/10

07/10

06/10

Garcia, Jorge A.

ASCO 2011 Update: GU Malignancies. Cleveland Clinic/University Hospitals of Cleveland.
Cleveland, OH. *CME*

Challenges in Treating Renal Cell Carcinoma. Community Hospital Medicine Grand Rounds.
Munster, IN. *CME*

Management of CRPC: The Renaissance of and old target. Cleveland Clinic Medicine Grand
Rounds. Cleveland, OH. *CME*

Current Management of Advanced Germ Cell Tumors. Colombian Society of Medical Oncology
Meeting. Medellin, Colombia. *CME*

Controversies on ADT in Advanced Prostate Cancer. 12th Annual Multidisciplinary Genitourinary
Oncology Course. Cleveland, OH. *CME*

Adrenal inhibition in CRPC: Novel agents. Mexico Society of Urology Meeting. Puerto Vallarta,
Mexico. *CME*

How should you choose second line therapy for mRCC. 11th International Kidney Cancer
Symposium. Chicago, IL. *CME*

Selection and Sequencing of Therapies for Advanced RCC: Analyzing the Data. Personalized Care
in Solid Tumor Oncology: Transforming Aspirations into Reality. Sao Paulo, Brazil. *CME*
ASCO 2012 Update: GU Malignancies. Cleveland Clinic/University Hospitals of Cleveland.
Cleveland, OH. *CME*

ASCO 2012 Update: Renal Cell Carcinoma. Best of ASCO. Florida Hospital/ASCO. Orlando, Florida.
*CME*

Management of Castration-resistant Prostate Cancer. Latin American Oncology meeting.
Panama, Panama. *CME*

Clinical Implications of the Biology of CRPC. 11" Annual Multidisciplinary Genitourinary Oncology
Course. Cleveland, Ohio. *CME*

Sequential VEGF inhibition in VEGF Refractory RCC. 10" International Kidney Symposium.
Chicago, IL. *CME*

IV Inter American Oncology Conference: Current Status and Future of Anti-Cancer Targeted
Therapies: GU Malignancies. Buenos Aires, Argentina. *CME*

ASCO 2011 Update: GU Malignancies. Cleveland Clinic/University Hospitals of Cleveland.
Cleveland, OH. *CME*

ASCO 2011 Update: Renal cell Cancer. Florida Hospital Cancer Institute (FHCI). Orlando, FI.
*CME*

Bisphosphonates or RANK-ligand inhibitors: Options to reduce skeletal related events (SREs) in
Metastatic Castration-resistant Prostate Cancer. American Association of Cancer Research
(AACR) 2011. Orlando, Fl. *CME*

Current Management of Advanced RCC. Sociedad Medica Oncologica de Mexico. Mexico D.F,
Mexico. *CME*

Contemporary Management of Advanced Prostate Cancer. Huron Hospital Medicine Grand
Rounds. Cleveland, Ohio. *CME*

Prognostic Factors and Mechanisms of Resistance in Advanced RCC. SOGUG Meeting. Madrid,
Spain. *CME*

Perioperative VEGF-Targeted therapy in Advanced RCC. 1 Niagara Kidney Cancer Symposium.
Lewiston, NY. *CME*

Current Data and Ongoing Trials in VEGF Therapy Resistant Patients. 9t International Kidney
Symposium. Chicago, IL. *CME*

Management of Advanced RCC: Third-line therapy and beyond. 10*" International Congress on
Genitourinary Malignancies. Washington, DC. *CME*

2010 Annual ASCO Review (GU Oncology). Florida Hospitals. Orlando, Florida. *CME*
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06/10

03/10
02/10

02/10

Seventh Annual Oncology Review (GU Oncology). Vanderbilt-Ingram Cancer Center. Nashville,
Tennessee. *CME*

Argentinean Symposium of Genitourinary Tumors. Buenos Aires, Argentina. *CME*
Advances in Targeted Molecular Therapy for Renal Cell Carcinoma: Evolving Therapeutic
Paradigms. Baptist Hospital Grand Rounds. Pensacola, Florida. *CME*

Advances in Targeted Molecular Therapy for Renal Cell Carcinoma: Evolving Therapeutic

Paradigms. Genesis Healthcare System/Good Samaritan Hospital Grand Rounds. Zanesville, Ohio.
*CME*

DIRECT TRAINEES / MENTEES

Noukuw

®

10.

11.

12.
13.

14.
15.
16.
17.
18.
19.

20.

Toni Choueiri, MD — Director Lank Urological Institute, Dana Farber Cancer Institute. Harvard Medical
School

Jenny Kim, MD — GU Medical Oncologist (RCC focus), Johns Hopkins Sidney Kimmel Comprehensive
Cancer Center — Currently at pharmaceutical company

Daniel Heng, MD, FRCPC — GU Medical Oncologist Tom Baker Cancer Centre in Calgary, Alberta

lla Tamaskar, MD — Medical Oncologist, Metro Hospital, Cleveland, Ohio.

Saby George, MD — GU Medical Oncologist, Roswell Park Cancer Institute.

Leticia Varella, MD — Beast Cancer Medical Oncologist, Cornell University Hospital, New York, NY
Christos Kyriakopolous, MD — GU Medical Oncologist, University of Wisconsin Carbone Cancer Center.
Madison, Wisconsin.

Adriana Alvarez, MD — Hematology/Medical Oncology Fellow (2014-2017), University Hospitals Cleveland.
Hamid Emamekhoo, MD — GU Medical Oncologist, University of Wisconsin Carbone Cancer Center.
Madison, Wisconsin.

Ao Zhang, CCLCM Medical student (JGarcia — Thesis committee member) Resident Physician Surgery-
Prelim & Urology, Cleveland Clinic.

Daniel Hettel, CCLCM Medical student (JGarcia —Thesis committee member) Resident Physician Urology
Cleveland Clinic.

Mohamad Khasawneh, MD — Medical Oncologist. Leonard Lawson Cancer Center. Pikeville, KY

Hiral Parekh, MD, MPH. Medical Gl Oncologist. UF Health Medical Oncology - Davis Cancer Pavilion.
Gainesville, FL

Sarmad Sadeghi, MD. Medical GU Oncologist. USC Norris Comprehensive Cancer Center. Los Angeles, CA.
Vadim Koshkin, MD — GU Medical Oncologist. UCSF. San Francisco, CA.

Haris Zahoor, MD — USC Norris Comprehensive Cancer Center. Los Angeles, CA.

Pedro Barata, MD — GU Medical Oncologist, Tulane University. New Orleans, LA.

Moshe Ornstein, MD — GU Medical Oncologist. Cleveland Clinic Taussig Cancer Institute. Cleveland, OH.
Anita Gul, MD — GU Medical Oncologist, University of Minnesota Masonic Cancer Center, Minneapolis,
MN.

Iris Sheng, MD - Hematology/Oncology Fellow. Cleveland Clinic Taussig Cancer Institute. Cleveland, OH.

TEACHING ACTIVITIES

1. Cleveland Clinic 2005-2019

a. Inpatient Teaching Hospital Rotations
i. Four weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions
with medical students, residents and fellows.
b. Outpatient GU Oncology
i. 2.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.
ii. Daily interaction with a permanent clinical hematology/medical oncology and experimental
therapeutics fellows
c. GU In-patient Consult Services
i. All year around in-patient GU consults with daily interactions with medical students,
residents and fellows.
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2. University Hospitals Seidman Cancer Center
a. Inpatient Teaching Hospital Rotations
i. Two weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with
medical students, residents and fellows.
b. Outpatient GU Oncology
i. 1.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.
ii. Daily interaction with a permanent clinical hematology/medical oncology fellows and
internal medicine residents.
c. GU In-patient Consult Services
i. All year around in-patient GU consults with daily interactions with medical students,
residents and fellows.

RESEARCH SUPPORT

1. Grant: Prostate Cancer Research Center of Excellence — Cleveland Clinic Lerner Research Institute
Title: Defining the underlying clinical and biochemical behavior of the lethal form of prostate cancer
Level of Support: $ 900,000
Role: Co-PI (10% effort)

2. Grant: Prostate Cancer Foundation Global Treatment Sciences Challenge Award- Cleveland Clinic Lerner
Research Institute
Title: Exploiting an actionable germ-line biomarker of castration-resistant prostate cancer
Level of Support: $1,000.000
Role: Co-PI (3% effort)

3. Grant: Pilot Grant Award Case Comprehensive Cancer Center
Title: A Phase Il Study of BEZ235, an mTOR/PI3K Dual Inhibitor, in Patients with
Advanced Renal Cell Carcinoma (RCC) Undergoing Cytoreductive Nephrectomy
Project Period: 3/2011 -- 3/2012
Level of Support: $70,000
Role: PI

4. Grant: ASCO Young Investigator Award
Title: Enhancement of Prostate Tissue Specific Immune Response after Cytokine Administration
Project Period: 7/2004 -- 7/2005
Level of Support: $35,000
Role: PI

5. UH/Seidman Cancer Center Clinical Research Support as Principal Investigator — Selected Only

CTEP/NCI/COOPERATIVE GROUP/DOD Protocols: Role: Pl

1. ECOGS8143/CTEP Intergroup Trial. Principal Investigator. A Phase 3 Randomized Study Comparing
Perioperative Nivolumab vs. Observation in Patients with Renal Cell Carcinoma Undergoing Nephrectomy
(PROSPER RCC). Ongoing

2. NRG-GUO0O07. Co-Principal Investigator. Randomized Phase Il Trial of Niraparib with Standard Combination
Radiotherapy and Androgen Deprivation Therapy (ADT) in High Risk Prostate Cancer (with Initial Phase I).

3. ECOG8153/CTEP Intergroup Trial. Co-Principal Investigator. Cabazitaxel with Abiraterone versus
Abiraterone Alone Randomized Trial for Extensive Disease following Docetaxel: the CHAARTED2 Trial.

4. RTOG3506. Co-Principal Investigator. STEEL: A Randomized Phase Il Trial of Salvage Radiotherapy with
Standard vs Enhanced Androgen Deprivation Therapy (with Enzalutamide) in Patients with Post-
Prostatectomy PSA Recurrences with Aggressive Disease Features
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Selected Pharmaceutical Sponsored Trials: Role: PI

1. AREN1721. Co-Principal Investigator. A Randomized Phase 2 Trial of Axitinib/Nivolumab Combination
Therapy vs Single Agent Axitinib or Nivolumab for the Treatment of TFE/Translocation Renal Cell
Carcinoma (tRCC) Across All Age Groups

2. MRK1819. Principal Investigator. MK7902-866 (KEYNOTE-866): A Phase 3, Randomized Double Blind Study
to Evaluate Peri-operative Pembrolizumab (MK-3475) + Neoadjuvant Chemotherapy versus Perioperative
Placebo + Neoadjuvant Chemotherapy in Cisplatin-Eligible Participants with Muscle-invasive Bladder
Cancer

3. MRK3819. Co-Principal Investigator. MK7902-641 A Phase 3, Randomized, Double-blind Trial of
Pembrolizumab (MK-3475) Plus Enzalutamide Versus Placebo Plus Enzalutamide in Participants With
Metastatic Castration-Resistant Prostate Cancer (mCRPC) (KEYNOTE-641)

4. MRK2819. Co-Principal Investigator. A Phase 3, Randomized Open-label Study of Pembrolizumab (MK-
3475) Plus Olaparib Versus Abiraterone Acetate or Enzalutamide in Participants with Metastatic
Castration-resistant Prostate Cancer (mCRPC) Who are Unselected for Homologous Recombination Repair
Defects and Have Failed Prior Treatment with One Next-generation Hormonal Agent (NHA) and
Chemotherapy (KEYLYNK-010)

5. SEGE2817. Principal Investigator. Enfortumab Vedotin (ASG-22CE) plus Immune Checkpoint Inhibitor (CPI)
Therapy for Urothelial Cancer

6. MRK4819. Co-Principal Investigator. MK7902-921 A Phase 3, Randomized, Double-blind Study of
Pembrolizumab (MK-3475) Plus Docetaxel Plus Prednisone versus Placebo Plus Docetaxel Plus Prednisone
in Participants with Chemotherapy-naive Metastatic Castration-Resistant Prostate Cancer (mCRPC) who
have Progressed on a Next Generation Hormonal Agent (NHA) (KEYNOTE-921)

7. MRK1Y20. Principal Investigator. A Multicenter, Open label, Phase Il extension trial to study the long-
term safety and efficacy in participants with advanced tumors who are currently on treatment or in
Follow-up in a pembrolizumab trial.

8. TTX-030-001. Principal Investigator. Phase 1/1b Study of the Safety of TTX-030 as a Single Agent and in
Combination with Pembrolizumab or Chemotherapy in Patients with Lymphoma or Solid Tumor
Malignancies.

9. DF6002-001. Principal Investigator. A Phase 1/2, First-In-Human, Multi-Part, Open-Label, Multiple-
Ascending Dose Study to Investigate the Safety, Tolerability, Pharmacokinetics, Biological, and Clinical
Activity of DF6002 as a monotherapy and in combination with Pembrolizumab in Patients With Locally
Advanced or Metastatic Solid Tumors, and Expansion in Selected Indications

6. Cleveland Clinic Taussig Cancer Institute Clinical Research Support as Principal Investigator — Selected Only

CTEP/NCI/COOPERATIVE GROUP/DOD Protocols: Role: Pl

1. CTEP/NCI - Principal Investigator. Phase Il study of MLN518 in Patients with TKl-refractory metastatic RCC.
(CASE10805). Completed

2. E3805/CTEP Intergroup Trial- Principal Investigator SWOG. "CHAARTED: ChemoHormonal Therapy versus
Androgen Ablation Randomized Trial for Extensive Disease in Prostate Cancer. Completed

3. CTEP/NCI - Principal Investigator. Protocol # 8872 “A Phase 2 Study of OSI-906 in Patients with
Asymptomatic or Mildly Symptomatic (Non-Opioid Requiring) Metastatic Castrate Resistant Prostate
Cancer (CRPC). Completed

4. NO1 Consortium — Randomized, Double-Blind, Placebo-Controlled Phase Il study of ARQ 197 (tivantinib) in
Men with Asymptomatic or Minimally Symptomatic Metastatic Castrate Resistant Prostate Cancer.
Completed

5. ALLIANCE — Phase Il Trial of enzalutamide versus enzalutamide, Abiraterone acetate and prednisone for
castration resistant metastatic prostate cancer. Completed

6. DOD Protocol — A Randomized Phase Il Study Comparing Bipolar Androgen Therapy vs. Enzalutamide in
Asymptomatic Men with Castration Resistant Metastatic Prostate Cancer. Open/Accruing

Selected Investigator Initiated Clinical Trials (2018-2019): Role: PI

1. Genentech — Principal Investigator. Phase Il Trial of low-dose rIL-2 and Bevacizumab in patients with
advanced RCC (IRB7493). Budget: $196,000.00 Completed
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2. Celgene — Principal Investigator. Phase Il Trial of Ketoconazole/Hydrocortisone and Revlimid in CRPC
patients. (CASE12805) Budget: $240,879.20 Completed

3. Novartis — Principal Investigator. Randomized phase Il study of 2 different doses of Everolimus in locally
advanced Prostate Cancer. (CASE21806) Budget: $203,547.00 Completed

4. Pfizer — Principal Investigator. Phase Il trial of neoadjuvant Sunitinib in patients with high-risk muscle-
invasive TCC of the bladder. (CASE24806) Budget: $187,088.00 Completed

5. Pfizer — Principal Investigator. Phase Il study of continuous dose Sunitinib for patients with BCG-refractory
superficial TCC of the bladder. (CASE3808) Budget: $204,000.00 Completed

6. Woyeth — Principal Investigator. Phase I/Il Study of Temsirolimus and Bevacizumab in chemotherapy-
refractory metastatic CRPC. (CASE7808) Budget: $596,313.00 Completed

7. Genentech — Principal Investigator. Phase I/1l Study of Temsirolimus and Bevacizumab in chemotherapy-
refractory metastatic CRPC. (CASE7808)
Budget: $203,547.00 Completed

8. Astellas — Principal Investigator. Phase Il Study evaluating the efficacy of enzalutamide in patients with
high-risk Prostate Cancer who have undergone radical prostatectomy. Budget: $434,036.00 Completed

9. J&J- Principal Investigator. Phase Il The Association between HSD3B1 Genotype and Steroid Metabolism
in Normal and Prostate Cancer Tissue of Men with Intermediate and High-risk Prostate Cancer Undergoing
Radical Prostatectomy after Treatment with ARN-509 and Leuprolide. Budget: $550,000.00
Open/Accruing

Selected Pharmaceutical Sponsored Trials: Role: PI

1. Amgen — Principal Investigator. Phase Il study of AMG-102 in patients with TKI-refractory advanced RCC.
(AMG1806) Budget: $301,731.00 Completed

2. Imclone — Principal Investigator. Phase Il study of IMC1121-B in TKl-refractory advanced RCC. (IMCL1807)
Budget: $192,162.00 Completed

3. Cougar — Principal Investigator. A Phase 3, Randomized, Double-blind, Placebo-Controlled Study of
Abiraterone Acetate (CB7630) Plus Prednisone in Asymptomatic or Mildly Symptomatic Patients with
Metastatic Castration-Resistant Prostate Cancer. Budget: $829,287.00 Completed

4. Cougar — Principal Investigator. An Open label Study of Abiraterone Acetate in Subjects with Metastatic
Castration-Resistant Prostate Cancer Who have Progressed After Taxane-based Chemotherapy. Budget:
$136,650.00 Completed

5. Duke - Principal Investigator. A Randomized Phase Il Study of Afinitor (Everolimus) vs. Sutent (Sunitinib) in
Patients with Metastatic Non-Clear Cell Renal Cell Carcinoma (ASPEN). Budget: $103,521.00 Completed

6. EMR 62242-006 — Principal Investigator. A randomized, double-blind, placebo-controlled, multicenter
Phase Il trial investigating two doses of EMD 525797 in subjects with asymptomatic or mildly symptomatic
metastatic castrate-resistant prostate cancer (mCRPC). Budget: $731,788.00 Completed

7. Cougar — Principal Investigator. A Multicenter, Open-label, Single-arm, Phase 2 Study of Abiraterone
Acetate plus Prednisone in Subjects with Advanced Prostate Cancer without Radiographic Evidence of
Metastatic Disease. Budget: $136,650.00 Completed

8. Bayer — Principal Investigator. Radium-223 Chloride (Alpharadin) in Castration-Resistant (Hormone-
Refractory) Prostate Cancer Patients with Bone Metastasis. Budget: $115,271.00 Completed

9. Astex Pharmaceuticals — Principal Investigator. A Study of HSP90 Inhibitor AT13387 Alone or in
Combination with Abiraterone Acetate in the Treatment of Castration-Resistant Prostate Cancer (CRPC)
no Longer Responding to Abiraterone.
Budget: $ 647,550.00 Completed

10. ENDO Pharmaceuticals— Principal Investigator. Safety and Pharmacokinetics of ODM-201 in Patients with
Castrate-resistant Prostate Cancer: Open, non-randomised, uncontrolled, multicenter, multiple dose
escalation study with a randomised phase |l expansion component. Budget: $ 324,029.00 Completed

11. Medivation - A Multicenter Phase 2, Randomized, Double-Blind, Efficacy and Safety Study of Enzalutamide
vs. Bicalutamide in Men with Prostate Cancer who have Failed Primary Androgen Deprivation Therapy.
Budget: $106,718.00 Completed

12. A Randomized, Double-blind, Phase 3 Efficacy Trial of PROSTVAC-V/F +/- GM-CSF in Men With
Asymptomatic or Minimally Symptomatic Metastatic, Castrate-Resistant Prostate cancer (BN Immuno
Therapeutics) Budget: $ 298,815.00 Completed
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13. A multinational, randomized, double-blind, placebo-controlled phase Ill efficacy and safety study of ODM-
201 in men with high-risk non metastatic castration-resistant prostate cancer (ARAMIS). Budget:
$409,120.00 Closed

14. A Phase 1/ 2, Open —Label, Uncontrolled, Multiple-Dose Escalation, Cohort Expansion and Extension
Study to Evaluate the Safety, Tolerability, and Pharmacokinetics of ASNOO1 in Subjects with Metastatic
Progressive Castration Resistant Prostate Cancer. Budget: $470,000.00 Open/Accruing

15. GU 115: A Double-Blinded, Placebo-Controlled, Randomized Phase Il Study of Enzalutamide With or
Without the PI3 Kinase/mTOR Inhibitor LY3023414 in Men with Metastatic Castration Resistant Prostate
Cancer. Budget: $172,625 Open/Accruing

16. C039303: A phase lll, randomized, double-blind, placebo-controlled, multicenter trial testing ipatasertib
plus abiraterone plus prednisone/prednisolone, relative to placebo plus abiraterone plus
prednisone/prednisolone in adult male patients with asymptomatic or mildly symptomatic, previously
untreated metastatic castrate-resistant prostate cancer. Budget: $944,002 Open/Accruing

17. IMvigor010: A Phase Ill, Open-Label, Multicenter, Randomized Study of Atezolizumab (Anti-PD-L1
Antibody) Versus Observation as Adjuvant Therapy in Patients with High-Risk Muscle-Invasive Urothelial
Carcinoma After Surgical Resection. Budget: $1,063,362 Open/Accruing

18. PFIZ1816: A Phase 3, Multicenter, Multinational, Randomized, Open-Label, Parallel-Arm Study Of
Avelumab (MSB0010718C) Plus Best Supportive Care Versus Best Supportive Care Alone As A
Maintenance Treatment In Patients With Locally Advanced Or Metastatic Urothelial Cancer Whose
Disease Did Not Progress After Completion Of First-Line Platinum-Containing Chemotherapy. Budget:
$2,290,868 Open/Accruing

19. An Open-Label Phase 1/2A Study to Evaluate the Safety, Pharmacokinetics, Pharmacodynamics, and
Preliminary Efficacy of TRC253, an Androgen Receptor Antagonist, in Subjects with Metastatic Castration-
resistant Prostate Cancer”. Budget: $417,162

20. TRITON2: A Multicenter, Open-label Phase 2 Study of Rucaparib in Patients with Metastatic Castration-
resistant Prostate Cancer Associated with Homologous Recombination Deficiency. Budget: $246,871
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	06/10 2010 Annual ASCO Review (GU Oncology). Florida Hospitals. Orlando, Florida. *CME* 
	06/10 Seventh Annual Oncology Review (GU Oncology). Vanderbilt-Ingram Cancer Center. Nashville, Tennessee. *CME* 
	03/10 Argentinean Symposium of Genitourinary Tumors.  Buenos Aires, Argentina. *CME* 
	02/10 Advances in Targeted Molecular Therapy for Renal Cell Carcinoma: Evolving Therapeutic Paradigms. Baptist Hospital Grand Rounds. Pensacola, Florida. *CME* 
	02/10 Advances in Targeted Molecular Therapy for Renal Cell Carcinoma: Evolving Therapeutic Paradigms. Genesis Healthcare System/Good Samaritan Hospital Grand Rounds. Zanesville, Ohio. *CME* 
	 
	DIRECT TRAINEES / MENTEES 
	 
	1. Toni Choueiri, MD – Director Lank Urological Institute, Dana Farber Cancer Institute. Harvard Medical School 
	2. Jenny Kim, MD – GU Medical Oncologist (RCC focus), Johns Hopkins Sidney Kimmel Comprehensive Cancer Center – Currently at pharmaceutical company 
	3. Daniel Heng, MD, FRCPC – GU Medical Oncologist Tom Baker Cancer Centre in Calgary, Alberta 
	4. Ila Tamaskar, MD – Medical Oncologist, Metro Hospital, Cleveland, Ohio. 
	5. Saby George, MD – GU Medical Oncologist, Roswell Park Cancer Institute. 
	6. Leticia Varella, MD – Beast Cancer Medical Oncologist, Cornell University Hospital, New York, NY 
	7. Christos Kyriakopolous, MD – GU Medical Oncologist, University of Wisconsin Carbone Cancer Center. Madison, Wisconsin. 
	8. Adriana Alvarez, MD – Hematology/Medical Oncology Fellow (2014-2017), University Hospitals Cleveland. 
	9. Hamid Emamekhoo, MD – GU Medical Oncologist, University of Wisconsin Carbone Cancer Center. Madison, Wisconsin. 
	10. Ao Zhang, CCLCM Medical student (JGarcia – Thesis committee member) Resident Physician Surgery-Prelim & Urology, Cleveland Clinic. 
	11. Daniel Hettel, CCLCM Medical student (JGarcia –Thesis committee member) Resident Physician Urology Cleveland Clinic. 
	12.  Mohamad Khasawneh, MD – Medical Oncologist. Leonard Lawson Cancer Center. Pikeville, KY  
	13.  Hiral Parekh, MD, MPH. Medical GI Oncologist. UF Health Medical Oncology - Davis Cancer Pavilion. Gainesville, FL 
	14.  Sarmad Sadeghi, MD. Medical GU Oncologist. USC Norris Comprehensive Cancer Center. Los Angeles, CA. 
	15. Vadim Koshkin, MD – GU Medical Oncologist. UCSF. San Francisco, CA. 
	16. Haris Zahoor, MD – USC Norris Comprehensive Cancer Center. Los Angeles, CA. 
	17. Pedro Barata, MD – GU Medical Oncologist, Tulane University. New Orleans, LA. 
	18. Moshe Ornstein, MD – GU Medical Oncologist. Cleveland Clinic Taussig Cancer Institute. Cleveland, OH. 
	19. Anita Gul, MD – GU Medical Oncologist, University of Minnesota Masonic Cancer Center, Minneapolis, MN. 
	20. Iris Sheng, MD -  Hematology/Oncology Fellow. Cleveland Clinic Taussig Cancer Institute. Cleveland, OH. 
	 
	TEACHING ACTIVITIES 
	 
	1. Cleveland Clinic 2005-2019 
	1. Cleveland Clinic 2005-2019 
	1. Cleveland Clinic 2005-2019 

	a. Inpatient Teaching Hospital Rotations  
	a. Inpatient Teaching Hospital Rotations  
	a. Inpatient Teaching Hospital Rotations  

	i. Four weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with medical students, residents and fellows. 
	i. Four weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with medical students, residents and fellows. 
	i. Four weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with medical students, residents and fellows. 


	b. Outpatient GU Oncology  
	b. Outpatient GU Oncology  

	i.  2.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.  
	i.  2.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.  
	i.  2.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.  

	ii. Daily interaction with a permanent clinical hematology/medical oncology and experimental therapeutics fellows 
	ii. Daily interaction with a permanent clinical hematology/medical oncology and experimental therapeutics fellows 


	c. GU In-patient Consult Services 
	c. GU In-patient Consult Services 

	i. All year around in-patient GU consults with daily interactions with medical students, residents and fellows. 
	i. All year around in-patient GU consults with daily interactions with medical students, residents and fellows. 
	i. All year around in-patient GU consults with daily interactions with medical students, residents and fellows. 




	 
	 
	 
	2. University Hospitals Seidman Cancer Center 
	2. University Hospitals Seidman Cancer Center 
	2. University Hospitals Seidman Cancer Center 

	a. Inpatient Teaching Hospital Rotations 
	a. Inpatient Teaching Hospital Rotations 
	a. Inpatient Teaching Hospital Rotations 

	i. Two weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with medical students, residents and fellows. 
	i. Two weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with medical students, residents and fellows. 
	i. Two weeks/year on the “Solid Tumor Oncology” inpatient service with daily interactions with medical students, residents and fellows. 


	b. Outpatient GU Oncology  
	b. Outpatient GU Oncology  

	i. 1.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.  
	i. 1.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.  
	i. 1.5 clinic days of GU Oncology with focus in prostate, kidney, testis and bladder cancer.  

	ii. Daily interaction with a permanent clinical hematology/medical oncology fellows and internal medicine residents. 
	ii. Daily interaction with a permanent clinical hematology/medical oncology fellows and internal medicine residents. 


	c. GU In-patient Consult Services 
	c. GU In-patient Consult Services 

	i. All year around in-patient GU consults with daily interactions with medical students, residents and fellows. 
	i. All year around in-patient GU consults with daily interactions with medical students, residents and fellows. 
	i. All year around in-patient GU consults with daily interactions with medical students, residents and fellows. 




	 
	RESEARCH SUPPORT  
	 
	1. Grant: Prostate Cancer Research Center of Excellence – Cleveland Clinic Lerner Research Institute 
	1. Grant: Prostate Cancer Research Center of Excellence – Cleveland Clinic Lerner Research Institute 
	1. Grant: Prostate Cancer Research Center of Excellence – Cleveland Clinic Lerner Research Institute 


	Title: Defining the underlying clinical and biochemical behavior of the lethal form of prostate cancer  
	Level of Support: $ 900,000 
	Role: Co-PI (10% effort) 
	 
	2. Grant: Prostate Cancer Foundation Global Treatment Sciences Challenge Award– Cleveland Clinic Lerner Research Institute 
	2. Grant: Prostate Cancer Foundation Global Treatment Sciences Challenge Award– Cleveland Clinic Lerner Research Institute 
	2. Grant: Prostate Cancer Foundation Global Treatment Sciences Challenge Award– Cleveland Clinic Lerner Research Institute 


	Title: Exploiting an actionable germ-line biomarker of castration-resistant prostate cancer 
	Level of Support: $1,000.000 
	Role: Co-PI (3% effort) 
	 
	3. Grant: Pilot Grant Award Case Comprehensive Cancer Center 
	3. Grant: Pilot Grant Award Case Comprehensive Cancer Center 
	3. Grant: Pilot Grant Award Case Comprehensive Cancer Center 


	Title: A Phase II Study of BEZ235, an mTOR/PI3K Dual Inhibitor, in Patients with 
	Advanced Renal Cell Carcinoma (RCC) Undergoing Cytoreductive Nephrectomy 
	Project Period: 3/2011 -- 3/2012  
	Level of Support: $70,000 
	Role: PI 
	 
	4. Grant: ASCO Young Investigator Award  
	4. Grant: ASCO Young Investigator Award  
	4. Grant: ASCO Young Investigator Award  


	Title: Enhancement of Prostate Tissue Specific Immune Response after Cytokine Administration  
	Project Period: 7/2004 -- 7/2005  
	Level of Support: $35,000 
	Role: PI 
	 
	5. UH/Seidman Cancer Center Clinical Research Support as Principal Investigator – Selected Only 
	5. UH/Seidman Cancer Center Clinical Research Support as Principal Investigator – Selected Only 
	5. UH/Seidman Cancer Center Clinical Research Support as Principal Investigator – Selected Only 


	 
	CTEP/NCI/COOPERATIVE GROUP/DOD Protocols: Role: PI 
	 
	1. ECOG8143/CTEP Intergroup Trial. Principal Investigator. A Phase 3 Randomized Study Comparing Perioperative Nivolumab vs. Observation in Patients with Renal Cell Carcinoma Undergoing Nephrectomy (PROSPER RCC). Ongoing 
	1. ECOG8143/CTEP Intergroup Trial. Principal Investigator. A Phase 3 Randomized Study Comparing Perioperative Nivolumab vs. Observation in Patients with Renal Cell Carcinoma Undergoing Nephrectomy (PROSPER RCC). Ongoing 
	1. ECOG8143/CTEP Intergroup Trial. Principal Investigator. A Phase 3 Randomized Study Comparing Perioperative Nivolumab vs. Observation in Patients with Renal Cell Carcinoma Undergoing Nephrectomy (PROSPER RCC). Ongoing 

	2. NRG-GU007. Co-Principal Investigator. Randomized Phase II Trial of Niraparib with Standard Combination Radiotherapy and Androgen Deprivation Therapy (ADT) in High Risk Prostate Cancer (with Initial Phase I). 
	2. NRG-GU007. Co-Principal Investigator. Randomized Phase II Trial of Niraparib with Standard Combination Radiotherapy and Androgen Deprivation Therapy (ADT) in High Risk Prostate Cancer (with Initial Phase I). 

	3. ECOG8153/CTEP Intergroup Trial. Co-Principal Investigator. Cabazitaxel with Abiraterone versus Abiraterone Alone Randomized Trial for Extensive Disease following Docetaxel: the CHAARTED2 Trial. 
	3. ECOG8153/CTEP Intergroup Trial. Co-Principal Investigator. Cabazitaxel with Abiraterone versus Abiraterone Alone Randomized Trial for Extensive Disease following Docetaxel: the CHAARTED2 Trial. 

	4. RTOG3506. Co-Principal Investigator. STEEL: A Randomized Phase II Trial of Salvage Radiotherapy with Standard vs Enhanced Androgen Deprivation Therapy (with Enzalutamide) in Patients with Post-Prostatectomy PSA Recurrences with Aggressive Disease Features 
	4. RTOG3506. Co-Principal Investigator. STEEL: A Randomized Phase II Trial of Salvage Radiotherapy with Standard vs Enhanced Androgen Deprivation Therapy (with Enzalutamide) in Patients with Post-Prostatectomy PSA Recurrences with Aggressive Disease Features 


	 
	 
	 
	 
	Selected Pharmaceutical Sponsored Trials: Role: PI 
	 
	1. AREN1721. Co-Principal Investigator. A Randomized Phase 2 Trial of Axitinib/Nivolumab Combination Therapy vs Single Agent Axitinib or Nivolumab for the Treatment of TFE/Translocation Renal Cell Carcinoma (tRCC) Across All Age Groups 
	1. AREN1721. Co-Principal Investigator. A Randomized Phase 2 Trial of Axitinib/Nivolumab Combination Therapy vs Single Agent Axitinib or Nivolumab for the Treatment of TFE/Translocation Renal Cell Carcinoma (tRCC) Across All Age Groups 
	1. AREN1721. Co-Principal Investigator. A Randomized Phase 2 Trial of Axitinib/Nivolumab Combination Therapy vs Single Agent Axitinib or Nivolumab for the Treatment of TFE/Translocation Renal Cell Carcinoma (tRCC) Across All Age Groups 

	2. MRK1819. Principal Investigator. MK7902-866 (KEYNOTE-866): A Phase 3, Randomized Double Blind Study to Evaluate Peri-operative Pembrolizumab (MK-3475) + Neoadjuvant Chemotherapy versus Perioperative Placebo + Neoadjuvant Chemotherapy in Cisplatin-Eligible Participants with Muscle-invasive Bladder Cancer 
	2. MRK1819. Principal Investigator. MK7902-866 (KEYNOTE-866): A Phase 3, Randomized Double Blind Study to Evaluate Peri-operative Pembrolizumab (MK-3475) + Neoadjuvant Chemotherapy versus Perioperative Placebo + Neoadjuvant Chemotherapy in Cisplatin-Eligible Participants with Muscle-invasive Bladder Cancer 

	3. MRK3819. Co-Principal Investigator. MK7902-641 A Phase 3, Randomized, Double-blind Trial of Pembrolizumab (MK-3475) Plus Enzalutamide Versus Placebo Plus Enzalutamide in Participants With Metastatic Castration-Resistant Prostate Cancer (mCRPC) (KEYNOTE-641) 
	3. MRK3819. Co-Principal Investigator. MK7902-641 A Phase 3, Randomized, Double-blind Trial of Pembrolizumab (MK-3475) Plus Enzalutamide Versus Placebo Plus Enzalutamide in Participants With Metastatic Castration-Resistant Prostate Cancer (mCRPC) (KEYNOTE-641) 

	4. MRK2819. Co-Principal Investigator. A Phase 3, Randomized Open-label Study of Pembrolizumab (MK-3475) Plus Olaparib Versus Abiraterone Acetate or Enzalutamide in Participants with Metastatic Castration-resistant Prostate Cancer (mCRPC) Who are Unselected for Homologous Recombination Repair Defects and Have Failed Prior Treatment with One Next-generation Hormonal Agent (NHA) and Chemotherapy (KEYLYNK-010) 
	4. MRK2819. Co-Principal Investigator. A Phase 3, Randomized Open-label Study of Pembrolizumab (MK-3475) Plus Olaparib Versus Abiraterone Acetate or Enzalutamide in Participants with Metastatic Castration-resistant Prostate Cancer (mCRPC) Who are Unselected for Homologous Recombination Repair Defects and Have Failed Prior Treatment with One Next-generation Hormonal Agent (NHA) and Chemotherapy (KEYLYNK-010) 

	5. SEGE2817. Principal Investigator. Enfortumab Vedotin (ASG-22CE) plus Immune Checkpoint Inhibitor (CPI) Therapy for Urothelial Cancer 
	5. SEGE2817. Principal Investigator. Enfortumab Vedotin (ASG-22CE) plus Immune Checkpoint Inhibitor (CPI) Therapy for Urothelial Cancer 

	6. MRK4819. Co-Principal Investigator. MK7902-921 A Phase 3, Randomized, Double-blind Study of Pembrolizumab (MK-3475) Plus Docetaxel Plus Prednisone versus Placebo Plus Docetaxel Plus Prednisone in Participants with Chemotherapy-naïve Metastatic Castration-Resistant Prostate Cancer (mCRPC) who have Progressed on a Next Generation Hormonal Agent (NHA) (KEYNOTE-921) 
	6. MRK4819. Co-Principal Investigator. MK7902-921 A Phase 3, Randomized, Double-blind Study of Pembrolizumab (MK-3475) Plus Docetaxel Plus Prednisone versus Placebo Plus Docetaxel Plus Prednisone in Participants with Chemotherapy-naïve Metastatic Castration-Resistant Prostate Cancer (mCRPC) who have Progressed on a Next Generation Hormonal Agent (NHA) (KEYNOTE-921) 

	7. MRK1Y20. Principal Investigator. A Multicenter, Open label, Phase III extension trial to study the long-term safety and efficacy in participants with advanced tumors who are currently on treatment or in Follow-up in a pembrolizumab trial. 
	7. MRK1Y20. Principal Investigator. A Multicenter, Open label, Phase III extension trial to study the long-term safety and efficacy in participants with advanced tumors who are currently on treatment or in Follow-up in a pembrolizumab trial. 

	8. TTX-030-001. Principal Investigator. Phase 1/1b Study of the Safety of TTX-030 as a Single Agent and in Combination with Pembrolizumab or Chemotherapy in Patients with Lymphoma or Solid Tumor Malignancies. 
	8. TTX-030-001. Principal Investigator. Phase 1/1b Study of the Safety of TTX-030 as a Single Agent and in Combination with Pembrolizumab or Chemotherapy in Patients with Lymphoma or Solid Tumor Malignancies. 

	9. DF6002-001. Principal Investigator. A Phase 1/2, First-In-Human, Multi-Part, Open-Label, Multiple-Ascending Dose Study to Investigate the Safety, Tolerability, Pharmacokinetics, Biological, and Clinical Activity of DF6002 as a monotherapy and in combination with Pembrolizumab in Patients With Locally Advanced or Metastatic Solid Tumors, and Expansion in Selected Indications 
	9. DF6002-001. Principal Investigator. A Phase 1/2, First-In-Human, Multi-Part, Open-Label, Multiple-Ascending Dose Study to Investigate the Safety, Tolerability, Pharmacokinetics, Biological, and Clinical Activity of DF6002 as a monotherapy and in combination with Pembrolizumab in Patients With Locally Advanced or Metastatic Solid Tumors, and Expansion in Selected Indications 


	 
	6. Cleveland Clinic Taussig Cancer Institute Clinical Research Support as Principal Investigator – Selected Only 
	6. Cleveland Clinic Taussig Cancer Institute Clinical Research Support as Principal Investigator – Selected Only 
	6. Cleveland Clinic Taussig Cancer Institute Clinical Research Support as Principal Investigator – Selected Only 


	 
	CTEP/NCI/COOPERATIVE GROUP/DOD Protocols: Role: PI 
	 
	1. CTEP/NCI – Principal Investigator. Phase II study of MLN518 in Patients with TKI-refractory metastatic RCC. (CASE10805). Completed 
	2. E3805/CTEP Intergroup Trial- Principal Investigator SWOG.  "CHAARTED:  ChemoHormonal Therapy versus Androgen Ablation Randomized Trial for Extensive Disease in Prostate Cancer.  Completed 
	3. CTEP/NCI – Principal Investigator. Protocol # 8872 “A Phase 2 Study of OSI-906 in Patients with Asymptomatic or Mildly Symptomatic (Non-Opioid Requiring) Metastatic Castrate Resistant Prostate Cancer (CRPC). Completed 
	4. NO1 Consortium – Randomized, Double-Blind, Placebo-Controlled Phase II study of ARQ 197 (tivantinib) in Men with Asymptomatic or Minimally Symptomatic Metastatic Castrate Resistant Prostate Cancer. Completed 
	5. ALLIANCE – Phase III Trial of enzalutamide versus enzalutamide, Abiraterone acetate and prednisone for castration resistant metastatic prostate cancer. Completed 
	6. DOD Protocol – A Randomized Phase II Study Comparing Bipolar Androgen Therapy vs. Enzalutamide in Asymptomatic Men with Castration Resistant Metastatic Prostate Cancer. Open/Accruing 
	 
	Selected Investigator Initiated Clinical Trials (2018-2019): Role: PI 
	 
	1. Genentech – Principal Investigator. Phase II Trial of low-dose rIL-2 and Bevacizumab in patients with advanced RCC (IRB7493). Budget:  $196,000.00 Completed  
	2. Celgene – Principal Investigator. Phase II Trial of Ketoconazole/Hydrocortisone and Revlimid in CRPC patients. (CASE12805) Budget:  $240,879.20 Completed  
	3. Novartis – Principal Investigator. Randomized phase II study of 2 different doses of Everolimus in locally advanced Prostate Cancer. (CASE21806) Budget: $203,547.00 Completed 
	4. Pfizer – Principal Investigator. Phase II trial of neoadjuvant Sunitinib in patients with high-risk muscle- invasive TCC of the bladder. (CASE24806) Budget: $187,088.00 Completed 
	5. Pfizer – Principal Investigator. Phase II study of continuous dose Sunitinib for patients with BCG-refractory superficial TCC of the bladder. (CASE3808) Budget: $204,000.00 Completed 
	6. Wyeth – Principal Investigator. Phase I/II Study of Temsirolimus and Bevacizumab in chemotherapy-refractory metastatic CRPC. (CASE7808) Budget: $596,313.00 Completed 
	7. Genentech – Principal Investigator. Phase I/II Study of Temsirolimus and Bevacizumab in chemotherapy-refractory metastatic CRPC. (CASE7808)  
	Budget: $203,547.00 Completed 
	8. Astellas – Principal Investigator. Phase II Study evaluating the efficacy of enzalutamide in patients with high-risk Prostate Cancer who have undergone radical prostatectomy. Budget: $434,036.00 Completed 
	9. J&J - Principal Investigator. Phase II The Association between HSD3B1 Genotype and Steroid Metabolism in Normal and Prostate Cancer Tissue of Men with Intermediate and High-risk Prostate Cancer Undergoing Radical Prostatectomy after Treatment with ARN-509 and Leuprolide.  Budget: $550,000.00 Open/Accruing 
	 
	Selected Pharmaceutical Sponsored Trials: Role: PI 
	 
	1. Amgen – Principal Investigator. Phase II study of AMG-102 in patients with TKI-refractory advanced RCC. (AMG1806) Budget: $301,731.00 Completed 
	2. Imclone – Principal Investigator. Phase II study of IMC1121-B in TKI-refractory advanced RCC. (IMCL1807) Budget: $192,162.00 Completed 
	3. Cougar – Principal Investigator. A Phase 3, Randomized, Double-blind, Placebo-Controlled Study of Abiraterone Acetate (CB7630) Plus Prednisone in Asymptomatic or Mildly Symptomatic Patients with Metastatic Castration-Resistant Prostate Cancer. Budget: $829,287.00 Completed 
	4. Cougar – Principal Investigator. An Open label Study of Abiraterone Acetate in Subjects with Metastatic Castration-Resistant Prostate Cancer Who have Progressed After Taxane-based Chemotherapy. Budget: $136,650.00 Completed 
	5. Duke – Principal Investigator. A Randomized Phase II Study of Afinitor (Everolimus) vs. Sutent (Sunitinib) in Patients with Metastatic Non-Clear Cell Renal Cell Carcinoma (ASPEN). Budget: $103,521.00 Completed 
	6. EMR 62242-006 – Principal Investigator. A randomized, double-blind, placebo-controlled, multicenter Phase II trial investigating two doses of EMD 525797 in subjects with asymptomatic or mildly symptomatic metastatic castrate-resistant prostate cancer (mCRPC). Budget: $731,788.00 Completed 
	7. Cougar – Principal Investigator. A Multicenter, Open-label, Single-arm, Phase 2 Study of Abiraterone Acetate plus Prednisone in Subjects with Advanced Prostate Cancer without Radiographic Evidence of Metastatic Disease. Budget: $136,650.00 Completed 
	8. Bayer – Principal Investigator. Radium-223 Chloride (Alpharadin) in Castration-Resistant (Hormone-Refractory) Prostate Cancer Patients with Bone Metastasis. Budget: $115,271.00 Completed 
	9. Astex Pharmaceuticals – Principal Investigator. A Study of HSP90 Inhibitor AT13387 Alone or in Combination with Abiraterone Acetate in the Treatment of Castration-Resistant Prostate Cancer (CRPC) no Longer Responding to Abiraterone.  
	Budget: $ 647,550.00 Completed 
	10. ENDO Pharmaceuticals– Principal Investigator. Safety and Pharmacokinetics of ODM-201 in Patients with Castrate-resistant Prostate Cancer: Open, non-randomised, uncontrolled, multicenter, multiple dose escalation study with a randomised phase II expansion component. Budget: $ 324,029.00 Completed 
	11. Medivation - A Multicenter Phase 2, Randomized, Double-Blind, Efficacy and Safety Study of Enzalutamide vs. Bicalutamide in Men with Prostate Cancer who have Failed Primary Androgen Deprivation Therapy. Budget: $106,718.00 Completed 
	12. A Randomized, Double-blind, Phase 3 Efficacy Trial of PROSTVAC-V/F +/- GM-CSF in Men With Asymptomatic or Minimally Symptomatic Metastatic, Castrate-Resistant Prostate cancer (BN Immuno Therapeutics) Budget: $ 298,815.00 Completed 
	13. A multinational, randomized, double-blind, placebo-controlled phase III efficacy and safety study of ODM-201 in men with high-risk non metastatic castration-resistant prostate cancer (ARAMIS). Budget: $409,120.00 Closed 
	14. A Phase 1 / 2, Open –Label, Uncontrolled, Multiple-Dose Escalation, Cohort Expansion and Extension Study to Evaluate the Safety, Tolerability, and Pharmacokinetics of ASN001 in Subjects with Metastatic Progressive Castration Resistant Prostate Cancer. Budget: $470,000.00 Open/Accruing 
	15. GU 115:  A Double-Blinded, Placebo-Controlled, Randomized Phase II Study of Enzalutamide With or Without the PI3 Kinase/mTOR Inhibitor LY3023414 in Men with Metastatic Castration Resistant Prostate Cancer. Budget: $172,625 Open/Accruing 
	16. CO39303: A phase III, randomized, double-blind, placebo-controlled, multicenter trial testing ipatasertib plus abiraterone plus prednisone/prednisolone, relative to placebo plus abiraterone plus prednisone/prednisolone in adult male patients with asymptomatic or mildly symptomatic, previously untreated metastatic castrate-resistant prostate cancer. Budget: $944,002 Open/Accruing 
	17. IMvigor010: A Phase III, Open-Label, Multicenter, Randomized Study of Atezolizumab (Anti-PD-L1 Antibody) Versus Observation as Adjuvant Therapy in Patients with High-Risk Muscle-Invasive Urothelial Carcinoma After Surgical Resection. Budget: $1,063,362 Open/Accruing 
	18. PFIZ1816: A Phase 3, Multicenter, Multinational, Randomized, Open-Label, Parallel-Arm Study Of Avelumab  (MSB0010718C) Plus Best Supportive Care Versus Best Supportive Care Alone As A Maintenance Treatment In Patients With Locally Advanced Or Metastatic Urothelial Cancer Whose Disease Did Not Progress After Completion Of First-Line Platinum-Containing Chemotherapy. Budget: $2,290,868 Open/Accruing 
	19. An Open-Label Phase 1/2A Study to Evaluate the Safety, Pharmacokinetics, Pharmacodynamics, and Preliminary Efficacy of TRC253, an Androgen Receptor Antagonist, in Subjects with Metastatic Castration-resistant Prostate Cancer”. Budget: $417,162 
	20.  TRITON2: A Multicenter, Open-label Phase 2 Study of Rucaparib in Patients with Metastatic Castration-resistant Prostate Cancer Associated with Homologous Recombination Deficiency. Budget: $246,871 
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