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SUMMARY 

Rigorous applied biostatistician with exceptional collaborative and leadership skills for the design, 

implementation and analysis  of clinical trials and observational studies.  

EDUCATION 

DrPH in Biostatistics, University of North Carolina, Chapel Hill, NC  1994 

MS in Biostatistics, University of North Carolina, Chapel Hill, NC  1990 

BSPH in Biostatistics, University of  North Carolina, Chapel Hill, NC  1988 
 

EXPERIENCE 

RTI International, Durham, NC  

Senior Research Statistician, Division of Biostatistics and Epidemiology  2017- 

Principal Investigator  and/or lead statistician of NIH-funded Data Coordinating Centers 

(DCCs) for clinical trials or clinical research networks.  Projects include Administrative 

Coordinating Center PI of a $500m NHLBI-wide program of multi-center adaptive COVID-

19 clinical  trials and research studies , DCC PI of an NHLBI-funded double-blind clinical trial  

for HHT (a rare bleeding disorder), DCC Alternate PI of  an NICHD clinical research network 

of surgical  interventions for women’s pelvic floor disorders, principal statistician of a 

PCORI-funded clinical trial of behavioral interventions with EHR data collection,  and DCC 

Deputy PI of DoD clinical trial consortium for Gulf War Illness.    

 

  

University of North Carolina, Chapel Hill, NC  

Professor of the Practice,  Department of Biostatistics  

Director, Collaborative Studies Coordinating Center  
2012-2017 

Directed a research data coordinating center comprised of  80 faculty, staff, and students 

with $14 million annual expenditures. Led strategic planning, oversaw operations, 

mentored junior faculty.  Led development of SOPs and improved processes. Wrote NIH 

grant proposals for data coordinating centers. Collaborated with UNC medical and dental 

faculty. Led clinical trial and observational  study projects as Data Coordinating Center PI 

or co-Investigator. Contributed to clinical  trial design and co -authored protocols. Designed 

interim analyses for efficacy, futility,  and sample size re-estimation. Led statistical 

analyses including multiple imputation, inverse probability weighting, multivariable 

prediction modeling. Authored a book chapter on MMRM. Co -authored collaborative 

manuscripts. Led independent DSMB reporting of pharmaceutical clinical  trials.  Member of 

multiple DSMBs. Taught clinical trial statistical methods and leadership to graduate 

students. Gave short courses and presentations at national conferences. Therapeutic areas 

included Alzheimer’s disease, neurocognitive functioning, pulmonary functioning, pediatric 

ulcerative colitis, Type 2 diabetes in pregnancy, physical activity measured by 

accelerometer, microbiome, burn scars, ADHD, acute critical  care, dental health.  

 

 

Quintiles, Inc. Morrisville, NC, Department of Biostatistics   

Senior Director  

Departmental management with emphasis on staff training. Senior statistical leadership on 

design, implementation,  analysis and reporting of multi-center pharmaceutical  Phase II-IV 

clinical trials. Mentored staff and customers. Provided senior statistical reviews. Led 

independent DSMB and interim analysis reporting.  Co -authored collaborative manuscripts.  

Interacted with expert consultants . Led development of ISE/ISS reports for NDA 

submissions and participated in regulatory and advisory meetings. Provided statistical 

2008-2012 
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training seminars worldwide within the company. Statistical expertise including DSMBS, 

futility analysis, MMRM, equivalence and non-Inferiority, multiple comparisons, complex 

randomizations. Therapeutic areas included schizophrenia, Alzheimer’s disease, 

depression, bipolar, alcohol dependence, Parkinson’s disease, rheumatoid arthritis, benign 

prostatic hyperplasia  

Director 

Associate Director 

Manager 

Senior Statistician 

Biostatistician II 

2002-2008 

2000-2002 

1997-2000 

1996-1997 

1995 

University of North Carolina, Chapel Hill, NC  

Visiting Associate Professor,  Department of Psychiatry 

Conducted statistical analysis and prepared manuscripts for the Clinical Antipsychotic 

Trials of Intervention Effectiveness (CATIE) program 

2005-2009 

Statistician II, Collaborative Studies Coordinating Center  1990-1991 

Graduate and Undergraduate Research Assistant , Biometric Consulting Lab.  

Analyzed data from research studies under the direction of Gary Koch 
1991-1994 

 1986-1990 
 

AWARDS AND HONORS 

RTI President’s Award  2020 

RTI Career Author Award 2018 

Doctoral  written examination Special Commendation  1993 

Delta Omega Public Health Honor Society  1990 

US Public Health Service Training Grant 1988-1994 

BSPH graduated with Highest Distinction 1988 

Delta Omega Undergraduate Award for Excellence  1988 
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Collier AM, Goldstein GM, Shrewsbury RP, Davis SM, Koch GG, Zhang C, Benowitz NL, Lewtas J, Williams 
RW. (1993) Cotinine Elimination Following ETS Exposure in Young Children as a Function of Age, Sex, and 
Race.  Proceedings of the 6th International Conference on Indoor Air Quality and Climate ; 1:669-674. 

 
Lewis KE, Davis SM, Koch GG. (1993) Evaluating clinical equivalence of treatments from a repeated 
measures design. American Statistical Assoc. Proceedings of the Biopharmaceutical Section; 300-305. 

 
 

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 Practi tioners. 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 Bioequivalen ce 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-l inear ANOVA Models.  Master’s Paper for MS degree. University of North 

Carolina, Chapel Hill, NC. Advisor: Gary G. Koch, Ph.D. May 1990.  

 
 

PRESENTATIONS 

 
Thomas SM, Bernard G. Launching CONNECTS: A Partnership Between Research Triangle Institute, Vanderbilt University 
Medical Center, and NHLBI. NIH Collaboratory Grand Rounds. Sept 2020 (Invited). 
 
Thomas, SM. Giving a scientific presentation. North Carolina Chapter of ASA workshop for young professionals. Nov 

2018 (Invited).  
 
Thomas, SM. Prediction Modeling of Outcomes in a Clinical Trial with Missing Baseline Data. Society for Clinical Trials. 
April 2018 (Contributed). 

 
Ivanova A, Davis Thomas S. Solving Clinical Trial Problems by using Novel Designs. Duke Industry Statistics Symposium. 
Sept 2017. 
 

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. Oct 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. Oct 2014 (Invited). 
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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). 
1998 

PROFESSIONAL ACTIVITIES 

Adjunct Associate Professor, UNC Department of Biostatistics 2004-2009 

Adjunct Assistant Professor,  UNC Department of Biostatistics  1995-2004 

Adjunct Professor, UNC Department of Biostatistics  2018-present 

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

ULEAD University Leadership Education and Development program, UNC  2014 

 

TEACHING 

University of North Carolina, Chapel Hill, NC  

BIOS 844 (Leadership in Biostatistics)  2013-2016 

Guest Lecturer, Departments of Biostatistics, Epidemiology, Pharmacy, NC TraCS 

Each of the following courses taught on a regular basis:     

   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)  

   Interim analysis and DSMBs (Bios 752, EPID 733 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 
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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) 2017 

Jon Hibbard (PhD): Harnessing heterogeneity to improve patient outcomes  2017 

Emily 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 NIH GRANTS 

NHLBI ACTIV Integration of Host-targeting COVID-19 Therapies Administrative 

Coordinating Center.  Administration of CONNECTS multiple COVID-19 Adaptive 

Clinical trials Program (PI)  

2020- 

NHLBI Pomalidomide for the Treatment of HHT Data Coordinating Center. PATH-HHT 

double-blind multi-center randomized trial under an FDA IND and REMS program(PI) 

2019- 

PCORI Integrated Health Services to Reduce Opioid Use While Managing Chronic Pain. INSPIRE 
milti-center randomized clinical trial comparing two behavioral interventions with primary data 
collection via EMR extraction using the PCORI CDM. (Principal Statistician) 

2018- 

NICHD Pelvic Floors Disorders Network Data Coordinating Center.  (Alternate PI) 2017 - 

NIA ACHIEVE (R01): Aging and Cognitive Health Evaluation in Elders. Multicenter 

randomized clinical trial  of hearing aids for reducing decline of neurocognitive 

functioning in 850 Elders (Data Coordinating Center PI) 

2017 

NICHD MOMPOD (R01): Medical Optimization of Management of Type 2 Diabetes 

Complicating Pregnancy. Multicenter double-blind clinical trial of metformin in 1200 

pregnant women under an IND (Data Coordinating Center PI) 

2016-2017 

NHLBI ARIC NCS: Atherosclerosis Risk in Communities Neurocognitive Study. Cohort 

study of midlife risk factors for mild cognitive impairment and dementia in 16,000 

adults followed for 30+years in 4 US communities (DCC co-Investigator)  

2016-2017 

NIA SOL-INCA (R01): Study of Latinos Investigation of Neurocognitive Aging Ancillary 

to HCHS/SOL. Study of neurocognitive functioning (Data Coordinating Center PI) 

2015-2017 

NIMHD PREMIERS (R01): Periodontal Treatment to Eliminate Minority Inequality and 

Rural Disparities in Stroke. Multicenter biased-coin randomized clinical trial of 

periodontal treatment to reduce risk of stroke (Data Coordinating Center PI) 

2015-2017 

Sunovion Pharmaceuticals ISAC: DSMB Independent Statistical Analysis Center for a 

program of 9 Phase II/III studies of a proposed treatment for ADHD (adult and 

pediatric) and Binge Eating Disorder (PI)  

2014-2017 
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NIDDK PROTECT (U01): Predicting Response to Standard Pediatric Colitis Therapy 

Non-randomized Clinical trial  of treatment for pediatric Ulcerative Colitis under and 

IND (Data Coordinating Center PI)  

2012-2017 

NHLBI HCHS/SOL: Hispanic Community Health Study/Study of Latinos. Population -

based cohort study of 16,000 Hispanic/Latino adults in 4 US communities. (Data 

Coordinating Center co-Investigator)  

2012-2017 

NIMH Clinical Antipsychotic Trials of Intervention E ffectiveness (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  
   Steering Committee Representative for UNC  

2015 
2015-2017 

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)  

   NHLBI Panel Reviewer: Molecular Atlas of Lung Development DCC (U01) 
   NHLBI Panel Reviewer: DCC - Sickle Cell Disease Implementation Consortium (U24)  
   NIAID Panel Reviewer: Clinical trials for COVID-19 vaccines and therapies  

2013 

2013 
2016 
2021 

  

DATA AND SAFETY MONITORING BOARD (DSMB) MEMBERSHIPS  

Phase III pragmatic study of cord-milking for non-vigorous infants  2018 - present 

Phase II study of a proposed treatment for ulcerative colitis, Lycera Corp.  2016-2018 

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

Peru) NIDDK U01 

2015-2019  

Phase III studies of a proposed treatment for Alzheimer’s disease, Eli Lilly.  2012-2016 

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  

   CTSA Domain Task Force -Integration across the Lifespan UNC representative  

   Clinical  Trials Transformation Initiative UNC Steering Committee Representative  

2013-2017 

2015-2017 

2015-2017 

Department of Biostatistics   

   CSCC Faculty Search Committee Chair  

   CSRL 5-year review committee member  

   Academic Advisor  

   Junior Faculty Mentor  

2016 

2012 

2012- 2017 

2012- 2017 

 

JOURNAL REVIEWS 

Journal of the Royal Statistical  Society  

International Journal of  Clinical Practice  

BMJ Open 

Therapeutic Innovation and Regulatory Science  
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