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A.	Personal Statement
As a Research Professor at University of Southern California and a Biostatistician for the AML Strategy Group at Children’s Oncology Group (COG), I have played a key role in the development and conduct of many treatment and biology studies in childhood AML. This work has greatly advanced our current understanding of treatment and prognostic biomarkers for pediatric AML. In addition, as COG Group Statistician, I lead the COG Statistics and Data Management Center. I held several board positions for the International Biometric Society Western Northern American Region, including president. I am a fellow of the American Statistical Association. My research results have been communicated through over 260 peer-reviewed publications.


Ongoing and Completed Research Support I would like to highlight:
U10CA180899 (Alonzo)	03/01/2019-02/28/2025	
NIH/NCI 	
Children’s Oncology Group Statistics and Data Management Center

The major goal of this grant is to provide statistical science expertise in support of COG research. The goals of COG are to improve treatment, survival and cure of cancer; to discover new agents for treatment, and to obtain new scientific information on the biology, the end results, the causes and potential for prevention of the cancer of infants, children, adolescents and young adults.
Role: PI

NIH 1UG1CA189955 (Pollock) 	08/01/14 – 07/31/25         
NCI	
COG NCORP Research Base 
The purpose of this grant is to support cancer prevention and control research as well as cancer care delivery research for all COG member institutions and to allow the participation of community practices/hospitals onto therapeutic trials for childhood cancer through the NCI’s
National Clinical Trials Network (NCTN).

1R01CA207523-01 (Cremer)                                           01/12/18 – 12/31/22                          
NIH / National Cancer Institute                                         
Development of an LMIC-adapted Thermoablator Prototype for the Treatment of Cervical Precancer
The objectives of the study are to 1) modify a novel thermoablation prototype optimized for use in low-resource settings, 2) determine the optimal patient-centered protocol for treatment of high-grade precancer, and 3) demonstrate that the cure rate of cervical precancer (CIN2+) with thermoablation is noninferior to that of CO2-based cryotherapy.
Role: Co-Investigator

1UG1CA233249-01 (Meshinchi) 							03/01/19-02/28/26		
COG NCTN Integrated Translational Science Center for Hematopoietic Malignancies in Children

COG has created the Network Group Integrated Translational Science Centers (ITSCs) aimed at providing resources for therapeutically driven translational research. COG Hematopoietic ITSC (HM-ITSC) has put into place intellectual (leadership) and physical resources (resource laboratories, biospecimens, etc.) to ensure rapid identification of actionable targets through carefully designed translational research projects, and fostering the experimental data through a carefully structured mechanism to clinical application. COG HM-Integrated Translational Science Center, integrated into the functional organization of COG, will provide resources to support translational research in pediatric leukemias and lymphomas towards identification of clinically meaningful targets and their incorporation into clinical trials.

R01CA211711 (Druley)	12/09/2016-11/30/2021	
NCI		
Applying Error-Corrected Sequencing to Detect Minimal Residual in the AAML 1031 Study

In this proposal, we will implement a novel, validated error-corrected sequencing (ECS) strategy, developed by the Druley lab in collaboration with Illumina, to improve MRD assessment of AML subclonal heterogeneity in 990 pediatric de novo AML cases from the Children's Oncology Group AAML1031 study. We hypothesize that using a highly sensitive sequencing method will improve identification of residual AML, provide important insights on subclonal heterogeneity in pediatric AML, improve understanding of the role of germline variability and gene function on relapses or refractory disease and facilitate personalized medicine.

ARCECI-13-04/280920 (Meshinchi)	07/01/2014-06/30/2018	
St. Baldrick’s Foundation	
Pathway Directed Treatment for Refractory AML

The goal is to identify important changes in AML that can be exploited to develop more effective and less toxic treatments using new types of drugs. The consortium focuses on showing that these pathways are needed for leukemia survival and developing pathway-directed clinical trials to improve outcomes for this group of patients with no other treatment options. 

R01CA164024 (Horton)	02/01/2013-01/31/2018	
NCI	
Identifying Cell Stress Proteins That Predict Clinical Response in Pediatric AML

The goal is to further our understanding of protein Cell Stress pathways and their role in malignant Cell Response to chemotherapy, and it will accelerate the development and validation of protein pathway "classifiers" that can Predict Response to therapy and risk of relapse. 

R01CA165277-03 (Aplenc)	08/03/2012-05/31/2016
NCI	
Toxicity Monitoring On Phase III Trials with Administrative Data

This application proposes to improve Toxicity Monitoring, estimate treatment associated resource utilization and costs, and serve as a platform for answering important clinical epidemiology questions by merging Data from the Children's Oncology Group (COG) and the Pediatric Health Information Systems (PHIS) Administrative Data base for patients treated for de novo AML on recent Phase III clinical Trials.
Role: Co-investigator	

R01CA133881 (Aplenc)	03/09/2010-12/31/2014
NCI	
Genetic Predictors of AML Treatment Response

The goal is to provide data on the role of somatic genetic variability in AML treatment response and will use clinical trial simulations to model the application of genotype data to clinical patient care. Thus, this application may not only inform the care of adult and pediatric AML patients, but may also provide important insights into the translation of genotype data into patient care.
Role: Co-investigator

R21CA155524 (Lamba)	04/05/2012-09/30/2014
NCI	
Impact of Genetic Variation on Response To Go Therapy In COG-AML Clinical Trials

The goal of this research seeks to improve our ability to predict these responses through in-depth study of genetic factors that influence the anti-cancer effects of GO. Success in these studies will enable better, more personalized use of GO based on likelihood of response, thereby leading to optimized use of this drug.
Role: Co-investigator

R01CA175026 (Redell)	08/01/2014-07/31/2019	
NCI	
Using STAT3 Signaling Profiles to Understand Chemotherapy Resistance in AML

The research is important from a public health standpoint because Chemotherapy Resistance increases both morbidity and mortality from cancer, and takes a huge toll not only on lives and families, but also on the cost of healthcare in this country. Thus, improving our understanding of chemoresistance, in AML and in cancer in general, supports the mission of the NIH and the NCI to reduce the burdens of illness and disability.

UH3CA189883 (Cremer)	05/14/2015-08/31/2019	
NCI	
Cryopen: An Innovative Treatment for Cervical Precancer In Low-Resource Setting

The purpose of this application is to transform a non-gas based ablative device, the CryoPen(R) Cryosurgical System, into an inexpensive and easily transportable cryotherapy device, specifically for use in LMICs that can be used by any level of health care provider.

R01CA190661 (Stirewalt)	04/01/2016-03/31/2019	
NCI	
Novel Biomarkers to Risk-Stratify AML Patients with Npm1+/Flt3- Genotype

The study will examine viable leukemic blasts from AML patients with this genotype to identify novel genomic, transcriptional and proteomic prognostic biomarkers. We will then develop risk-stratification models incorporating these biomarkers and other prognostic factors and validate these risk-stratification models in an independent population of patients.

B.	Positions, Scientific Appointments, and Honors

Positions and Employment
2011-present	Professor of Research, Full-Time, Non-Tenured, Department of Preventive Medicine, University of Southern California, Los Angeles, CA.
2005-2011	Associate Professor of Research, Full-Time, Non-Tenured, Department of Preventive Medicine, University of Southern California, Los Angeles, CA.
2000-2005	Assistant Professor of Research, Full-Time, Non-Tenured, Department of Preventive Medicine, University of Southern California, Los Angeles, CA
1998-2000	Research Assistant, Division of Biostatistics; Fred Hutchinson Cancer Research Center, Seattle, WA
1997-1998	Research Assistant, Department of Biostatistics, University of Washington, Seattle, WA

Professional Memberships
2008-2012		Member, Editorial Board of Biometrics
2005-2019		Member, Editorial Board of Biometrical Journal
2005-2007		Member, Editorial Board of Journal of Clinical Oncology 
2004-2016		Member, Editorial Board of Pediatric Blood & Cancer 
1996-present	Member, International Biometric Society 
1996-present	Member, American Statistical Association

Honors and Awards

2018			Fellow, American Statistical Association
2017 			Outstanding Teacher Award, The International Society for Magnetic Resonance in Medicine 
2000			Senior Biostatistics Award, Department of Biostatistics; University of Washington
1999			WNAR Biometrics Society Best Student Oral Presentation  
1999			ENAR Biometrics Society Best Student Paper  
1995-2000	NIH Pre-doctoral Cardiovascular Biostatistics Training Grant  


C.	Contributions to Science

1. Design and Analysis of Clinical Trials for Children with AML
Although most patients with AML are older, AML remains one of the most common and deadly malignancies for children.   As such, there is a need for better therapies to treat these patients.  As the lead statistician for the COG’s Myeloid Committee, I have designed and analyzed many of the most important clinical trials of children and young adults with AML.  This work has advanced our understanding of the best treatment options for children with AML and led to improved therapies for this patient population.
a. Lange BJ, Smith FO, Feusner J, Barnard D, Dinndorf P, Feig S, Heerema N, Arndt C, Arceci RJ, Seibel N, Weiman M, Dusenbery K, Shannon K, Luna-Fineman S, Gerbing  RB, Alonzo TA. Outcomes in CCG-2961, A Children’s Cancer Group Phase 3 Trial for Untreated Pediatric Acute Myeloid Leukemia (AML). Blood 111: 1044-1053, 2008. PMCID: PMC2214754.
b. Cooper T, Alonzo TA, Gerbing RB, et al. AAML0523: A Report From the Children's Oncology Group On the Safety of Clofarabine in Combination with Cytarabine in Pediatric Patients with Relapsed Acute Leukemia. Blood. 114: 1196, 2009. PMCID: PMC412682.
c. Gamis AS, Alonzo TA, Gerbing RB, et al. Natural History of Transient Myeloproliferative Disorder Clinically Diagnosed in Down syndrome Neonates: Children’s Oncology Group Study A2971. Blood 118: 6752-6759, 2011.  PMCID: PMC3245202.
d. Gamis AS, Alonzo TA, Meshinchi S, Sung L, Gerbing RB, Raimondi SC, Hirsch BA, Kahwash SB, Heerema-McKenney A, Winter L, Glick K, Davies SM, Byron P, Smith FO, Aplenc R. Gemtuzumab Ozogamicin in children and adolescents with de novo acute myeloid leukemia (AML) improves event-free survival by reducing relapse risk – Results from the randomized Phase III Children’s Oncology Group trial, AAML0531. Journal of Clinical Oncology. 32: 3021-3032, 2014. PMCID: PMC4162498.

2. Advancement of Prognostic Biomarkers to Risk-Stratify AML Patients
My contributions include the design and analysis of clinical trials and correlative biology studies, especially in pediatric AML, development of methods for estimating the accuracy of new techniques for disease detection (e.g., biomarkers, diagnostic tests, genetic markers, and imaging modalities) in the presence of verification bias. As the lead statistician for the COG’s Myeloid Committee, I have designed and analyzed many of the most important clinical trials of children and young adults with AML in the United States over the last decade.  As part of these analyses, I have performed numerous correlative AML biology studies that have helped to refine risk groups as well as modify treatment. For example, results published by Sievers, et al. (2003) and Loken, et. al. (2012) have been used to support the use of minimal residual disease as a high risk feature. In report by Meshinchi, et al. (2006), we showed that patients with a FLT3/ITD and an ITD-allelic ratio (AR) greater than 0.4 have a poor prognosis compared with patients with wild-type FLT3. The results from this study were used to identify high risk patients with a FLT3/ITD and an ITD-AR greater than 0.4. 
a. Sievers EL, Lange BJ, Alonzo TA, Gerbing RB, Bernstein ID, Smith FO, Arceci RJ, Woods WG, Loken MR. Immunophenotypic evidence of leukemia after induction therapy predicts relapse: results from a prospective Children’s Cancer Group study of 252 patients with acute myeloid leukemia. Blood 101: 3398-3406, 2003. PMID: 12506020
b. Meshinchi S, Alonzo TA, Stirewalt DL, Zwaan M, Zimmerman M, Reinhardt D, Kaspers GJL, Hereema NA, Gerbing RB, Lange BJ, Radich JP. Clinical implications of FLT3 mutations in pediatric AML. Blood 108: 3654-3661, 2006. PMCID: PMC1895470.
c. Loken, MR, Alonzo TA, Pardo, L, Gerbing, RB, Raimondi, SC, Hirsch, BA, Ho, PA, Franklin, J, Cooper, TM, Gamis, AS, Meshinchi, S. Residual disease detected by multidimensional flow cytometry signifies high relapse risk in patients with de novo acute myeloid leukemia: a report from Children's Oncology Group. Blood 120: 1581-8, 2012. PMCID: PMC3429302.
d. Ho P, Alonzo T, Gerbing R, et al. High EVI1 Expression Is Associated with MLL Rearrangements and Predicts Decreased Survival in Pediatric AML: A Report From the Children’s Oncology Group. British Journal of Haematology 162: 670-677, 2013. PMCID: PMC3754879.

3. Verification Bias
The accuracy of a new detection method is ideally determined by administering it to all study subjects along with the gold standard used to determine disease status. In practice, however, ascertainment of true disease status may be too invasive or costly to be performed in all study subjects. Although it may be more ethical or cost-effective to ascertain true disease status in high risk subjects, I showed in two publications (Biostatistics, 2003; Applied Statistics, 2005) that estimates of disease prevalence and test accuracy can be biased.  I was able to develop valid statistical methods to assess accuracy of medical tests and biomarkers in studies with incomplete disease verification. I proposed and compared imputation and re-weighting estimators of disease prevalence and test-accuracy measured using a receiver operating characteristic (ROC) curve. I have also proposed estimators of relative accuracy between two binary screening tests with in paired studies with incomplete disease verification (Statistics in Medicine, 2004) and in unpaired post-market device studies with incomplete disease assessment (Biometrical Journal, 2009).
a. Alonzo TA, Pepe MS, Lumley TS. Estimating disease prevalence in two-phase studies. Biostatistics 4: 313-326, 2003. PMID: 12925524
b. Alonzo TA, Braun TB, Moskowitz CS. Small sample estimation of relative accuracy for binary screening tests. Statistics in Medicine 23: 21-34, 2004. PMID: 14695637
c. Alonzo TA, Pepe MS. Assessing accuracy of a continuous screening test in the presence of verification bias. Journal of the Royal Statistical Society: Series C (Applied Statistics) 54: 173-190, 2005. PMID: 29151019 PMCID: PMC5694622
d. Alonzo TA. Small sample estimation of relative accuracy for binary screening tests. Statistics in Medicine. Biometrical Journal 51: 491-503, 2009. PMID: 14695637

4. Women’s Health
I have assessed the accuracy of new methods for detecting cervical cancer and pregnancy that have improved the detection and treatment for women.

a. Cibas ES, Alonzo TA, Austin RM, Bolick DR, Glant MD, Henry MR, Moriarty AT, Molina TJ, Rushing L, Slowman SD, Torno R, Eisenhut CC. The MonoPrep Pap test for the detection of cervical cancer and its precursors: Part I. results of a multi-center clinical trial. American Journal of Clinical Pathology 129: 193-201, 2008. PMID: 18208798
b. Cremer M, Bullard K, Maza M, Peralta E, Moore E, Garcia L, Masch R, Lerner V, Alonzo TA, Felix J. Cytology versus visual inspection with acetic acid among women treated previously with cryotherapy in a low-resource setting. International Journal of Gynecology and Obstetrics 111: 249-252, 2010. PMID: 20801447
c. Johnson SR, Godbert S, Perry P, Parsons P, Roberts L, Buchanan P, Larsen J, Alonzo TA, Zinaman M. Accuracy of a home-based device for giving an early estimate of pregnancy duration compared with reference methods. Fertility and Sterility 100: 1635-+, 2013. PMID: 24074759
d. Maza et al. Effects of maintenance on quality of performance of cryotherapy devices for the treatment of precancerous cervical lesions. Journal of lower genital tract disease 22: 47-51, 2018. PMID: 29271857

Complete List of Published Work in MyBibliography: http://www.ncbi.nlm.nih.gov/sites/myncbi/1R7D5dO8lFHQr/bibliography/48085682/public/?sort=date&direction=ascending


