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A.	Personal Statement

Cancer remains the leading cause of death from disease in childhood. I serve as the Director of the Children's Center for Cancer & Blood Diseases at CHLA, the Head of the Division of Hematology, Oncology and Blood & Marrow Transplantation in the Department of Pediatrics, the Director of the Pediatric Hematology/Oncology Fellowship Program, the Associate Director for Pediatric Oncology at the USC Norris Comprehensive Cancer Center and Professor of Pediatrics at the Keck School of Medicine, University of Southern California. As such, I oversee the research, clinical and education programs in pediatric hematology, oncology and hematopoietic stem cell transplantation within these institutions. I use my clinical, scientific, and leadership skills to increase translational research and integrate pediatric oncology in all relevant scientific domains. As Associate Director of the USC Norris I had primary responsibility for the development, I have primary oversight for, and I serve on the Executive Committee of the Translational and Clinical Sciences Program and also I oversee the Clinical Science Shared Resource Cluster (Biostatistics, Translational Pathology, Circulating Tumor Cell). I was recruited from the NCI where I served as clinical director of the Pediatric Oncology Branch and Deputy Clinical Director for Medical Affairs of the Center for Cancer Research. I lead the development of the joint USC-CHLA Cell Therapeutics Program, which includes recruiting new faculty and expanding GMP cellular therapy production. I lead a translational and clinical research program focused on developing new therapies for childhood acute lymphoblastic leukemia and I serve as the Medical Director for the Therapeutic Advances in Childhood Leukemia (TACL) Consortium.

B.	Positions and Honors

Positions and Employment
1989-1992	Pediatrics Instructor, Harvard University, Dana-Farber Cancer Institute, Children's Hospital, Boston, MA
1992-1995	Assistant Professor of Pediatrics, University of South Florida, Tampa, FL; All Children's Hospital, St. Petersburg, FL
1996-1998	Clinical Assistant Professor of Pediatrics and Pathology, University of Miami School of Medicine, Miami, FL
1998-1999	Clinical Associate Professor of Pediatrics and Pathology, University of Miami School of Medicine, Miami, FL
1999-2006	Clinical Tenure Track Investigator, Pediatric Oncology Branch, NCI, NIH, Bethesda, MD
1999-2013	Visiting Associate Professor of Pediatrics, Johns Hopkins University School of Medicine, Baltimore, MD
2001-2013	Adjunct Investigator, Laboratory of Molecular Biology, NCI, NIH, Bethesda, MD
2002-2013	Adjunct Investigator, Experimental Transplantation and Immunology Branch, NCI/NIH, Bethesda, MD
2006-2013	Senior Clinician, Pediatric Oncology Branch, NCI, NIH, Bethesda, MD
2013-	Professor of Pediatrics, USC Norris Comprehensive Cancer Center, Keck School of Medicine (KSOM) University of Southern California (USC), Los Angeles, CA

Other Experience and Professional Memberships
1989-1992	Associate Director, Blood Bank/Transfusion Service, Children's Hospital, Boston, MA
1992-1995	Director, Transfusion Medicine & Therapeutic Apheresis, All Children's Hospital, St. Petersburg, FL
1996-1999	Director, Pediatric Bone Marrow Transplant, Jackson Memorial Hospital, University of Miami School of Medicine, Miami, FL
1996-1999	Member, Sylvester Comprehensive Cancer Center, Miami, FL
1999-2012	Clinical Director, Pediatric Oncology Branch, NCI, NIH, Bethesda, MD
2012	Deputy Clinical Director for Medical Affairs, Center for Cancer Research, NCI/NIH, Bethesda, MD
2013-	Associate Director for Pediatric Oncology, USC Norris Comprehensive Cancer Center, KSOM, USC, Los Angeles, CA
2013-	Director, Children's Center for Cancer and Blood Diseases; Children’s Hospital of Los Angeles (CHLA), Los Angeles, CA
2013-	Head, Division Hematology, Oncology, Blood & Marrow Transplantation, CHLA, KSOM, USC, Los Angeles, CA
2013	Special Volunteer, Pediatric Oncology Branch, NCI, NIH, Bethesda, MD

C.	Contribution to Science

1. Hematologic malignancies represent the most common pediatric cancer type. My primary research efforts are directed towards the development of new treatment approaches for leukemias and lymphomas, with a primary focus on relapsed/refractory acute lymphoblastic leukemia. I develop and conduct collaborative laboratory, translational, and clinical investigations, including bench-to bedside development of targeted, immune-based and cellular therapies, investigator-initiated clinical trials and industry-sponsored studies. I serve as the Medical Director of the Therapeutic Advances in Childhood Leukemia/Lymphoma (TACL) Consortium, which is a multinational clinical trials group that conducts Phase I and II trials. Additionally, I play a leadership role in NCI-sponsored international efforts in the area of post transplant relapse of hematologic malignancies, the primary aim of which is to study the biology, prevention, and treatment of relapse after hematopoietic stem cell transplantation.
a. Wayne, A.S., Giralt, S., Kroger, N. & Bishop, M.R. (2013). Proceedings from the National Cancer Institute's Second International Workshop on the Biology, Prevention, and Treatment of Relapse after Hematopoietic Stem Cell Transplantation: introduction. Biol Blood Marrow Transplant, 19, 1534-1536. PMCID: PMC3880421
b. Sun, W., Gaynon, P.S., Sposto, R. & Wayne, A.S. (2015). Improving access to novel agents for childhood leukemia. Cancer [Epub ahead of print]. PMC Journal – In Process

2. I have pioneered the development of a novel recombinant immunotoxin that targets CD22 for relapsed acute lymphoblastic leukemia. This agent, RFB4(dsFv)-PE38, contains the variable domains of an anti-CD22 monoclonal antibody fused to Pseudomonas exotoxin A. I was PI on a single institution Phase I trial of our first generation agent (BL22, CAT-3888) and PI on the limited-institution Phase I trial of our second-generation agent (HA22, CAT-8015, moxetumomab pasudotox). I am the lead PI on two follow-up multi-national pediatric Phase II trials of moxetumomab pasudotox.
a. Wayne, A.S., Kreitman, R.J., Findley, H.W., Lew, G., Delbrook, C., Steinberg, S.M., Stetler-Stevenson, M., Fitzgerald, D.J. & Pastan, I. (2010). Anti-CD22 immunotoxin RFB4(dsFv)-PE38 (BL22) for CD22-positive hematologic malignancies of childhood: preclinical studies and phase I clinical trial. Clin Cancer Res, 16, 1894-1903. PMCID: PMC2840067
b. Wayne, A.S., Fitzgerald, D.J., Kreitman, R.J. & Pastan, I. (2014). Immunotoxins for leukemia. Blood, 123, 2470-2477. PMCID: PMC3990911

3. I played a lead role in the development of anti-CD19 chimeric antigen receptor transduced T cells for relapsed acute lymphoblastic leukemia of childhood. I was the PI on the first published pediatric Phase I clinical trial of this novel cellular immunotherapy and am the lead PI on the follow-up pediatric Phase II trial that is in development.
a. Lee, D.W., Kochenderfer, J.N., Stetler-Stevenson, M., Cui, Y.K., Delbrook, C., Feldman, S.A., Fry, T.J., Orentas, R., Sabatino, M., Shah, N.N., Steinberg, S.M., Stroncek, D., Tschernia, N., Yuan, C., Zhang, H., Zhang, L., Rosenberg, S.A., Wayne, A.S. & Mackall, C.L. (2015). T cells expressing CD19 chimeric antigen receptors for acute lymphoblastic leukaemia in children and young adults: a phase 1 dose-escalation trial. Lancet, 385, 517-528. PMC Journal – In Process
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D.	Research Support

[bookmark: _GoBack]Ongoing Research Support
P30 CA014089	Gruber (PI)	12/01/96-11/30/15
USC Norris Comprehensive Cancer Center (Core) Support
The goals of this project are to support the USC Cancer Center.
Role: Co-Investigator

PBMTC Trial ONC1201	Wayne (PI)	01/01/13-12/31/17
St. Baldrick's Foundation
A Phase II Study of the Anti-CD22 Recombinant Immunotoxin Moxetumomab Pasudotox (CAT-8015, HA22) in Children with B-lineage Acute Lymphoblastic Leukemia and Minimal Residual Disease Positivity Prior to Allogeneic Hematopoietic Stem Cell Transplantation
The goals of this project are to: 1) support clinical trial development and performance of a multicenter Phase II study of the anti-CD22 immunotoxin moxetumomab pasudotox; and 2) develop a therapeutic approach to reduce the level of minimal residual disease prior to stem cell transplantation for pediatric patients with acute lymphoblastic leukemia.
Role: PI

	Wayne (PI)	01/01/13-12/31/15
MedImmune, LLC (Research Service Agreement)
Phase I and II Studies of the Anti-CD22 Recombinant Immunotoxin Moxetumomab Pasudotox (CAT-8015, HA22) in Children with B-lineage Acute Lymphoblastic Leukemia
The goal of this project is to support clinical trial development and performance of multicenter Phase I and II studies of the anti-CD22 immunotoxin moxetumomab pasudotox.
Role: PI

RGA008794-00	Wayne (PI)	01/01/15-12/31/15
USC Parker Institute for Childhood Cancer Research and William Lawrence and Blanche Hughes Foundation
Natural Killer Cell Derived Exosomes for the Treatment of Acute Lymphoblastic Leukemia
The goal of this project is to develop activated natural killer cell-derived exosomes as a novel therapeutic for chemotherapy-resistant acute lymphoblastic leukemia.
Role: PI

	Wayne (PI)	04/01/15-03/31/16
Whittier Initiative
Natural Killer (NK) Cell Derived Exosomes for the Treatment of Childhood Acute Lymphoblastic Leukemia (ALL)
The goal of this project is to conduct bench-to-bedside investigations towards the development of activated natural killer cell-derived exosomes as a novel therapeutic for chemotherapy-resistant acute lymphoblastic leukemia.
Role: PI
	Wayne (PI)	04/01/15-11/30/15
Whittier Initiative
Evaluation of the PI3Kδ Inhibitor, Idelalisib, in Acute Lymphoblastic Leukemia (ALL)
The goal of this project is to conduct pre-clinical studies and to develop a phase I/II clinical trial of Idelalisib and chemotherapy for pre-B acute lymphoblastic leukemia.
Role: PI

Completed Research Support
ZIC SC010353	Wayne (PI)	08/01/99-05/31/13
Experimental Therapeutics of Pediatric Hematopoietic Malignancies
The goal of this project was to support the laboratory, translational, and clinical research activities of the Hematologic Diseases Section, Pediatric Oncology Branch, NCI/NIH. The primary aims were to conduct biologic and “bench-to-bedside” investigations towards the development of new therapies for leukemias and lymphomas of childhood.
Role: PI

Z1E BC010764	Wayne (PI)	08/01/99-05/31/13
Pediatric Oncology Branch Clinical Care and Education
The goal of this project was to support the clinical research infrastructure, fellowship-training program, and Behavioral Sciences Core of the pediatric cancer program at the NIH. The major goal of this project was to support the mission of the Pediatric Oncology Branch to develop therapies to improve survival and quality of life for children, adolescents, and young adults with cancer and to train future physician-scientist leaders in the field of pediatric hematology-oncology.
Role: PI
