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BOOK CHAPTERS 

 
Davis SM. Chapter 5: Mixed models for repeated measures with categorical time effects (MMRM). In 
Clinical Trials with Missing Data: a Guide for Practitioners. O’Kelly, M and Ratitch B. Wiley. 2014. 
 
Davis SM, Koch GG, Rosenheck RA, Davis VG. Chapter 2: Statistical Considerations. In Antipsychotic 
Trials in Schizophrenia: the CATIE Project. Stroup TS and Lieberman JA, editors. Cambridge University 
Press. 2010:22-38. 
 

 

DISSERTATION AND THESIS 

Davis, Sonia. Statistical Methods for Evaluating Multiple Response Criteria from Bioequivalence and 
Clinical Equivalence Trials.  Dissertation for DrPH degree.  University of North Carolina Dept. of 
Biostatistics, Chapel Hill, NC, Advisor: Gary G. Koch, Ph.D. May 1994. 
 
Davis, Sonia. Statistical Strategies for Analyzing Bacterial Genetic Transformation Experiments through 
Structures for Interactions in Log-linear ANOVA Models.  Master’s Paper for MS degree. University of North 
Carolina, Chapel Hill, NC. Advisor: Gary G. Koch, Ph.D. May 1990. 
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Davis SM, Sun H, Jung K. Best Practices for Reporting Safety Data to Data Monitoring Committees. Society for Clinical 
Trials. April 2017  (Contributed) 
 
Davis SM.  Best Practices for Reporting Safety Data to Data Monitoring Committees. Exl Pharma Interim Analysis 
Symposium. March 2017 (Invited) 
 
Davis SM. Raising Statisticians to Lead. Quintiles Innovation and Collaboration Workshop. October 2015 (Invited). 
 
Robert Califf, Sonia Davis, Tom Fleming, Jeffrey Helterbrand, Lisa LaVange, Bob Temple, Janet Wittes, Town Hall Panel: 
Roles of Statisticians in Academia, Regulatory and Pharmaceuticals Industry, ASA Biopharmaceutical Section Statistics 
Workshop. Sept, 2015 (Invited). 
 
Davis SM. Some Design Approaches to Address Missing Data Due to Early Discontinuation in Clinical Trials. ENAR March 
2015 (Invited). 
 
Davis SM. Time to Discontinuation as a Primary Outcome in Clinical Trials. International Conference on Advances in 
Interdisciplinary Statistics and Combinatorics. October 2014 (Invited). 
 
Davis SM. Some Approaches to Address the Problem of Missing Data in CNS Clinical Trials. Trends and Innovations in 
Statistics Conference. April 2014 (Invited). 
 
Davis SM. 3-stage Multiple Imputation (MI) - Inverse Probability Weighting (IPW) - Multiple Imputation (MI) Adjustment for 
missing data in prevalence estimates of COPD from the Hispanic Community Health Study / Study of Latinos. UNC 
Department of Biostatistics Seminar. Nov. 2013 (Invited). 
 
Davis SM. DSMBs and Interim Analysis. NCTraCS Biostatistics Seminar. 2013 and 2016 (Invited). 
 
Davis SM, Koch GG. Some innovative approaches to handling missing data problems in clinical trials. Drug 
Information Association Annual Meeting. June 2013 (Invited). 
 
Davis SM. Beyond tables and P-values: Enhancing the role of the clinical trial team statistician. 
FDA/Industry Statistics workshop. Sept. 2011 (Invited). 
  

Davis SM. Time to discontinuation: primary outcome in the CATIE study. FDA/Industry Statistics workshop. 
Sept. 2010 (Invited). 
 
Davis SM. Time to all-cause discontinuation as the primary outcome in the CATIE schizophrenia study. 
UNC Biostatistics Festschrift honoring Gary Koch. Oct 2009 (Invited). 
 
Davis SM.  Design, primary effectiveness outcome, and key results for the NIMH CATIE schizophrenia trial.  
Society for Clinical Trials Annual Meeting May 2006 (Invited). 
 
Davis SM.  Statistician’s comments on design issues and consequences in the NIMH CATIE trial.  
International Society for CNS Drug Development Annual meeting March 2006 (Invited). 
 
 

SHORT COURSES 

O’Kelly M, Davis SM. Handling Missing Data in Clinical Trials short course.  
     ASA Biopharmaceutical Section Statistics Workshop. Sept, 2015 (Invited)  
     SAS Global Forum. April 2015 (Invited). 
     Trends and Innovations in Statistics Conference. April 2014 (Invited). 
 

2014-2015 

Koch GG, Davis SM.  Advanced Topics in Categorical Data Analysis.  Two-day short course. 
Finish Society of Biostatistics.  Turku, Finland. May 1998 (Invited). 
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PROFESSIONAL ACTIVITIES 

Adjunct Associate Professor, UNC Department of Biostatistics 2004-2009 

Adjunct Assistant Professor, UNC Department of Biostatistics 1995-2004 

Good Clinical Practice for Clinical Trials certificate, Barnett Educat. Services 2011 

ULEAD University Leadership Education and Development program, UNC 2014 
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TEACHING 

University of North Carolina, Chapel Hill, NC  

BIOS 844 (Leadership in Biostatistics)  2013-present 

Guest Lecturer, Departments of Biostatistics, Epidemiology, Pharmacy, NC TraCS 
   Consulting In Industry (Bios 841 Stat Consulting) 
   Missing Data Methods (Bios 752 Clinical Trials)  
   Non-Inferiority and Equivalence (Bios 752 Clinical Trials; EPID 733 Clinical Trials; 
          DPET 833 Experimental Design in Clinical Research)  
   DSMBs (Bios 752, Clinical Trials; NC TraCS) 

2007-present 
 

Campbell University School of Pharmacy 

Co-Lecturer, Advanced Statistics (CLN 524). Masters of Clinical Research Program, 
with Tony Segreti. ANCOVA, Regression, DSMBs, Interim Analysis 

2001-2005 

 

STUDENT ADVISING 

University of North Carolina, Chapel Hill, NC:  

Masters Paper Advisor, Department of Biostatistics 

Evan Zucker (MS): Analyzing the Effect of Differential Dropout on Prevalence of a 
Negative Endpoint 

2016 

Kwanye Jung (MPH): Advanced Adverse Events Reporting for Data and Safety 
Monitoring Boards (DSMB) 

2016 

Wei Xue (MPH): The Association of Postprandial Lipemia and Cardiovascular 
Outcomes in the ARIC study. 

2013 

Mukesh Patel (MPH): Predictors of the MacCAT-CR in the CATIE Schizophrenia Trial. 2005 

Reader for three MPH papers and advisor for two Bios 342 consulting projects 2000-2004 

Dissertation Committee Member, Department of Biostatistics 

Rebbecca Wilson (DrPH) Current 

Jon Hibbard (PhD) Current 

Emiliy Butler (PhD): Using patient preferences to estimate optimal treatment strategies for 
competing outcomes 

2016 

Hengrui Sun (DrPH): Controlling Multiplicity in Confirmatory Clinical Trials 2016 

Eunjee Lee (PhD – STOR department): Advanced Bayesian Models for High 
Dimensional Biomedical Data 

2016 

 

MAJOR GRANTS 

University of North Carolina, Chapel Hill, NC  

NICHD MOMPOD (R01): Medical Optimization of Management of Type 2 Diabetes 
Complicating Pregnancy Double-blind clinical trial of metformin (Data Coordinating 
Center PI) 

2016-2021 

NICHD ECHO-ELGAN (UH3/UG3): Environmental Influences of Children’s Health 
Outcomes Cohort study of the impact of neonatal inflammation on adolescent 
neurodevelopmental outcomes for teens born as extremely low gestational age 
neonates (Data Coordinating Center PI)     

2016-2023 

NIA SOL-INCA (R01): Study of Latinos Investigation of Neurocognitive Aging Ancillary 
to HCHS/SOL (Data Coordinating Center PI) 

2015-2019 

NIMHD PREMIERS (R01): Periodontal treatment to eliminate minority inequality and 
rural disparities in stroke randomized clinical trial (Data Coordinating Center PI) 

2015-2019 
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Sunovion Pharmaceuticals ISAC: DSMB Independent Statistical Analysis Center for a 
Phase II/III program of a treatment for ADHD (adult and pediatric) and Binge Eating 
Disorder (PI) 

2014-2018 

NIDDK PROTECT (U01): Predicting Response to Standard Pediatric Colitis Therapy 
Non-randomized Clinical trial of treatment for pediatric Ulcerative Colitis (Data 
Coordinating Center PI)  

2012-2017 
 

Quintiles, Inc. 

NIMH Clinical Antipsychotic Trials of Intervention Effectiveness (CATIE) U01: Clinical 
trials of schizophrenia and psychosis associated with Alzheimer’s Disease (Lead 
Statistician and Steering Committee Member) 

1999-2009 

 

SERVICE 

Clinical Trials Transformation Initiative 

   Data Monitoring Committee Expert Panel, participant 2015 

…Steering Committee Representative for UNC  2015-present 

American Statistical Association   

   Biopharmaceutical Section Regulatory/Industry Statistics Workshop 
     Planning Committee 
     Steering Committee and Session Chair 

 
2010-2011 
2009, 2017 

National Institutes of Health  

   NIAID Panel Reviewer: Clinical Trial Units for NIAID Networks (UM1) 2013 

   NHLBI Panel Reviewer: Molecular Atlas of Lung Development Data Coordinating 
   Center (U01) 

2013 

   NHLBI Panel Reviewer: Data Coordinating Center for Sickle Cell Disease 
   Implementation Consortium (U24)  

2016 

  

DATA AND SAFETY MONITORING BOARD (DSMB) MEMBERSHIPS 

Phase II study of a proposed treatment for ulcerative colitis, Lycera Corp. 2016 

Probiotics to Reduce Impact of Diarrhea and Enteropathy in Children-Peru (PRIDEC-
Peru) NIDDK U01 

2015-present  

Phase III studies of a proposed treatment for Alzheimer’s disease, Eli Lilly. 2012-present 

Phase II study of a proposed treatment for ADHD, Sunovion, Inc. 2013-2014 

Phase II study of a proposed treatment for ulcerative colitis, Nutr. Science Partners 2014 

 

UNIVERSITY SERVICE 

NC TraCS CTSA 

   Biostatistics Associate Director 2013-present 

   CTSA Domain Task Force on Integration across the Human Lifespan UNC 
   representative 

2015-present 

   Clinical Trials Transformation Initiative UNC Steering Committee Representative 2015-present 

Department of Biostatistics   

   CSCC Faculty Search Committee Chair 2016 

   CSRL 5-year review committee member 2012 

   Academic Advisor 2012- present 

   Junior Faculty Mentoring Committee  2012- present 
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JOURNAL REVIEWS 

Journal of the Royal Statistical Society         
International Journal of Clinical Practice 
BMJ Open 
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American Statistical Association 
Biometrics ENAR 
Drug Information Association 
International Society for CNS Clinical Trials and Methodology 
Society for Clinical Trials 
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