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Education:
Ph.D., Biostatistics, Medical College of Virginia, VCU, Richmond, Virginia, December 1990.
Ph.D. dissertation “Semiparametric Regression in Likelihood Based Models.”
B.A., Mathematics and Biology, Goshen College, Goshen, Indiana, May 1986.

Awards:
2006: Goshen College Champions of Character Award for those who have gone on to exemplify
and demonstarte the core values of Goshen College.
1997: NIH Office of Equal Opportunity award for guiding the summer project ofa stayin school
student.
1994: NIH Merit Award for exceptional performance of statistical collaboration on clinical re-
search programs in NHLBI.
1991: The Eastern North American Region Biometric Society Student Prize Award for best
paper.
1986-1990: Medical College of Virginia, VCU, School of Graduate Studies Fellowship
1984, 1985: Academic All-American NAIA Tennis award

Professional Experience:

2013-present: Mathematical Statistician, Biometrics Research Branch, National Institute of
Allergy and Infectious Diseases. Duties include: executive secretary for the Division of
AIDS (DAIDS) prevention and theraputic and the COVID-19 Vaccine DSMBs. Protocol
review for the Laboratory of Clinical Immunology and Microbiology (LCIM) and Labora-
toryof Infectious Disease (LID). Statistical design and analysis for LCIM and LID studies.
LCIM study designs are typically for rare diseases and LID typically performs challenge
studies. Statistical partner for the La Red network which is a collaboration between NIH
and Mexican ministry of health to study emerging infectious diseases.

2001-present: Member of Data Safety and Monitoring Committee for the Pediatric Heart
Network, sponsored by the National Heart Lung and Blood Institute.

1999-2013: Mathematical Statistician, Biometrics Research Branch, National Cancer Insti-
tute. Dutiesincluded: Data Safety and Monitoring Committee member for the Children’s
Oncology Group(COG), National Surgical Adjuvant Breast and Bowel Project (NSABP),
New Approaches to Neuroblastoma Treatment consortium (NANT) and, Pediatric Brain
Tumor consortium (PBTC). Review Phase I, Il and III cancer trial protocols. Develop
Statistical procedures for Cancer research.

2006-2013: Member of the Data Safety and Monitoring Committee for the Gene and Cell
therapy sponsored by the National Heart Lung and Blood Institute

1991-1999: Mathematical Statistician, Office of Biostatistics. National Heart, Lungand Blood
Institute. Duties included: Consulting with intramural investigators at the NIH clinical
center, performing statistical methodological research, participating in the design and anal-
ysis of large national multicentered clinical trials, and participating in DSMB discussions.

1998: One year sabbatical at St. Johns Medical college, Bangalore, India as a Biostatistics
consultant.

1990: Medical College of Virginia, VCU. Instructor “Statistical Methods” course.
1986-1990: Medical College of Virginia, VCU, Graduate Research Assistant.
1987: Medical College of Virginia, VCU, Student Director Biostatistical Consulting Laboratory.

1985: Lovelace Biomedical and Environmental Research Institute, Summer Intern.
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Professional Activities:
FDA Advisory committee member (beginning December 1,2020) Antimicrobial Drugs Advisory
Committee, temporary member for CEBER’s Cellular Tissue and Gene Therapies Advisory
Committee, October 12, 2017, Gastro Intestinal Drug advisory committee May 3, 2017 and Oc-
tober 17, 2017, Oncologic Drugs Advisory committee May 14, 2019 and the Bone, Reproductive
and urologic Drugs Advisory committee October 29-30 2019. .

Program committee member for Eastern North American Region statistical (ENAR) meetings
2021.

Editorial board Journal of Clinical Oncology 2019-present.
Session Chair ENAR 2018.

Member American Statistical Association and Biometric Society Human Rights Committee
member for the American Statistical Association (2009-2012).

Session Chair American Statistical Association meetings(2000).
Organized Invited Session spring ENAR meetings (1997).

Program chairfor Biostatistics and Public Health for the Washington Statistical Society.(1993-
1995).

Referee forBiometrics, Controlled Clinical Trials, Epidemiology, Statistics in Medicine, Techno-
metrics, Trials, Journal of the National Cancer Institute, Journal of Clinical Oncology, Journal of
Acuaired Immune Deficiency Syndrome and Article for Book “Statistics for Quality: Dedicated
to DON OWEN?”, editors: Subir Ghosh, William R. Schucany, and William B. Smith.

Invited Presentations:
Patient-Centered Outcomes Research Institue, 2019: “Interim Analysis Discussion”.

International Collaboration for Research Methods Development in Oncology workshop in India,
2018: “How to Handle Missing Data” and “Odds Ratios, Risk Ratios and Logistic Regression
Methods™.

International Collaboration for Research Methods Development in Oncology workshop in India,
2017: “How to Handle Missing Data”.

US-Georgiawriting Workshop,2016: “Whatyouneed toknowabout statistics”.

UHS-NIH Scientific Writing Workshop in Laos, 2015: “Overview of Study Designs” and "Writing
the Results Section”.

Goshen College, 2014: “Simple Approaches to Analyzing Self-Controlled Case Series (SCCS)
Data”.

ASCO International Clinical Trials workshop, Nepal, 2014: “Statistical Considerations in Clin-
ical Trials”.

Zhejiang International Symposium on the Progresses of Image Guided Radiation Therapy Con-
ference, 2013: “Considerations of Clinical Trial Designs and Modern Image Guided Radiation
Therapy”.

Joint Statistical Meetings, August 2013: “Study Design Issues and Analysis Analysis of Error-
prone Time to Event Data Using Progression Free Survival as an Example”.
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San Antonio Breast Cancer Symposium, December 2012. “When Should Studies be Random-
ized”.

Virginia Commonwealth University, December 2011. “A Finite Mixture Survival Model to
Characterize Risk Groups of Neuroblastoma”.

Global Breast Cancer Conference, Seoul South Korea, October 2011. “Designs for Breast Cancer
Studiesin the Face of Changing Drug Development Issues” and “Seamless PhaseII/III Designs
for Breast Cancer Studies”.

Annual Meeting of Korean Cancer Association, Seoul South Korea, June 2007 “Study design
considerations for clinical trials of targeted agents” and “Progression-Free Survival in Unblinded
Randomized Trials: AProposal”.

Joint Statistical Meetings, August 2006. “Testing Logistic Regression Coefficients with Clustered
Data and Few Positive Outcomes”.

Speaker in Education Session at ASCO May 2005: “Ethical and Clinical Dilemmas Resulting
from the Early Closure of Recent Clinical Trials in Breast Cancer”.

Discussant in Pediatric Oral Presentation session at ASCO May 2005.

Virginia Commonwealth University, Medical College of Virginia 1999: “A Test of Additivity in
Semiparametric Regression using Kernel Smoothing.” .

National Cancer Institute 1996: “A Test of Additivity in Semiparametric Regression using Kernel
Smoothing”

Joint Statistical Meetings, Chicago 1996: “Imputation Strategies for Missing Datain a School
Based Multicenter Study of American Indian Children: The Pathways Study”

Lecture Series sponsored by Division of Computer Research and Technology, National Institutes
of Health 1993: “Designing Research Experiments an Iterative, Collaborative Process.”
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