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PROFESSIONAL POSITIONS:

2016-2017

Interim Chair, Department of Biostatistics, University of Texas School of Public
Health (UTSPH), Houston, Texas

2008- Present Guy S. Parcel Chair in Public Health, UTSPH

2007-2008

James W. Rockwell Professor in Public Health, UTSPH

1992- Present Professor of Biostatistics, UTSPH
2003- Present Director, Coordinating Center for Clinical Trials (CCCT), a research unit of

UTSPH, consisting of 40 faculty and staff to conduct the research listed under
CURRENT AND PRIOR RESEARCH

2007- Present Director of Clinical Research Design, Texas Heart Institute (THI), Houston, Texas
1993- Present Research Scientist, Adult Cardiology, THI

2006-2007 Executive Director, Biostatistics, Amgen, Inc., Thousand Oaks, California

2003-2006 Director, Division of Biostatistics, UTSPH

2003-2006  Professor of Biostatistics, University of Texas M.D. Anderson Cancer Center
(UTMDACC), Houston, Texas

2000-2003 Co-Director, CCCT, UTSPH

1998-2001 Convener of Biostatistics, UTSPH

1992-2003 Professor of Biomathematics, UTMDACC

1987-1992 Associate Professor of Biostatistics, UTSPH

1990-1992 Associate Professor of Biomathematics, UTMDACC

1983-2000  Deputy Director, CCCT, UTSPH

1983-1987 Assistant Professor of Biostatistics, UTSPH Public Health

1982-1983  Assistant Professor of Applied Mathematics and Medicine, Brown University,
Providence, RI

1979-1982  Research Assistant, Division of Applied Mathematics, Brown University,
Providence, RI

1978-1983 Ambulatory Care Physician, Truesdale Clinic, Fall River, Massachusetts

HONORS:

e University of California Regents Scholar, 1973-1977

e University Fellowship, Brown University, 1978-1979

e Dean's Teaching Excellence List, The University of Texas School of Public Health, 1988-1989

e Fellow, American Heart Association, Council on Epidemiology, 1990

e Fellow, American College of Preventive Medicine, 1992

e OQutstanding Faculty Award, The University of Texas Health Science Center, 1992, 1993, 1994,

1995, 1996, 1997, 1998, 1999, 2003

e Who's Who in Science and Engineering, 1993

e  Who's Who in the South and Southwest, 1994

e Peer Recognition for Outstanding Achievement in Sponsored Research, 1994

e ALLHAT Project - "Largest Contract Ever Received by UT - Houston"

e Fellow, American Statistical Association, 1996

e The University of Texas Health Science Center, Nationally Recognized Honors in Research,

1996, 2003



Barry R. Davis
September 29, 2020
Page 3

The University of Texas Health Science Center, Nationally Recognized Honors in Service,
1997, 1999, 2001, 2002

President, Society for Clinical Trials, 1999-2000

Chair, Biometrics Section, American Statistical Association, 2003

ALLHAT selected as one of “Top Ten Achievements for 2002 by American Heart
Association

ALLHAT findings in JAMA 12/18/2002 cited by Thomson-ISI Web of Science as “one of the
most cited recent papers in the field of Clinical Medicine”

Honorary member of the Chilean Society of Internal Medicine, 2003

Special Recognition of ALLHAT by the University of Texas Health Science Center,
September 2003

Houston Mayoral Proclamation — September 19, 2003 — ALLHAT Clinical Trial Day
UTHSC-Houston President’s Scholar Award for Research, 2004

Fellow, Society for Clinical Trials, 2007

James W. Rockwell Professor in Public Health, UTSPH, 2007

Guy S. Parcel Chair in Public Health, UTSPH, 2008

Fellow, American Association for the Advancement of Science, 2014

Elected Member, International Statistical Institute, 2015

Fellow, American Society of Hypertension, 2016

MEDICAL LICENSURE:
Texas, 1984-G6159

APPOINTMENTS:

Emerging Risk Factors Collaboration, 2013-

Virtual International Cardiovascular and Cognitive Trials Archive (VICCTA), 2013-
Trans-Cranial Doppler (TCD) with Transfusion Changing to Hydroxyurea (TWiTCH)

Steering Committee, 2010-
Executive Committee, 2011
Operations Committee, 2010-
Publications Committee, 2013 —

FLuctuATion reduction with inSUlin and Glp-1 Added together (FLAT-SUGAR)

Steering Committee, 2011-
Executive Committee, 2011-
Operations Committee, 2011-

Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial (ALLHAT)

Executive Committee, 1994-, (Chair, 2003-2007)
Steering Committee, 1994-

Endpoints Committee, 1994-2003

Recruitment and Eligibility Committee, 1994-1997
Publications and Ancillary Studies Committee, 1994-
Quality Control Committee (Chair), 1994 -2003
Dissemination Committee, 2002-2010

Genetics of Hypertension Associated Treatments (Gen HAT),
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Steering Committee, 1999-
Systolic Hypertension in the Elderly Program (SHEP)
Endpoints and Toxicity Subcommittee, 1984-1992
Scientific Review Subcommittee, 1984-1992
Drug Selection Working Group, 1984-1985
Publications and Presentations, 1991-1996
Trial of Antihypertensive Interventions and Management (TAIM)
Design and Management Subcommittee, 1985-1988
Hypertension and Detection Follow-up Program (HDFP)
HDFP Publications Committee, 1986-1992
Survival and Ventricular Enlargement Trial (SAVE)
Mortality and Endpoint Subcommittee, 1986-1992
Continuation of Trial of Antihypertensive Interventions and Management (COTAIM)
Chair, Executive Committee, 1988-1995
Design and Management Subcommittee, 1988-1995
Cost Benefit Subcommittee, 1988-1995
Cholesterol and Recurrent Events Trial (CARE)
Endpoints Committee, 1989-1993
Vioxx Gastrointestinal Outcomes Research Study (VIGOR)
Steering Committee, 1999-2002
Prevention of Restenosis with Tranilast and Its Outcomes: A Placebo-Controlled Trial (PRESTO)
Steering Committee, 1999-2002
The Prospective Pravastatin Pooling (PPP) Project, 1999-2006
The World Health Organization-International Society of Hypertension Blood Pressure Lowering
Treatment Trialists' Collaboration, 1999- , Member of Steering Committee, 2014-
Cholesterol Treatment Trialists' Collaboration, 1999-
International Advisory Committee, Aspirin in Reducing Events in the Elderly (ASPREE), 2003-
The University of Texas School of Public Health
Committee for Faculty Affairs, 1986-1988
AIDS Working Group, 1987-1989
Chair, Faculty Merit Review Committee, 1988-1989
Search Committee for Occupational Health Physician Faculty Member, 1988-1990
Biometry Admissions Committee, 1988-2003
Biometry Faculty Search Committees, 1988-1989, 1992-1993
Biometry Brochure Committee, 1988
Chair, Strategic Planning Committee, 1989-1990
Faculty Policy Committee, 1989-1990
Epidemiology Faculty Search Committee, 1991- 1992, 1996-1997
Convener, Disease Control Module, 1995-1997
Academic Affairs Committee, 1995-1998
Faculty Affairs Committee (FAC), 1998-2001; Chair, 2000-2001
Lorne Baine Professorship Search Committee, 1998-1999
Faculty Peer Review Committee, 2001, 2002 (Co-Chair)
Division Directors Committee, 2003-2006
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Executive Council, 2003-2006.
Research Council, 2007-
Biostatistics Division Director Search Committee, 2007-2008
Biostatistics/Coordinating Center Faculty Search Committee (Chair), 2008-
Biostatistics Faculty Search Committee, 2008-
The University of Texas Health Science Center
Scientific Review Committee, 1987-1990
Internal Review Committee for PEW Scholars Program, 1991
Search Committee for Dean of UT School of Public Health, 2004
The University of Texas Health Science Center
Planning Committee for Burroughs Wellcome Foundation RFP, 2008.
Clinical Trials Comm. for UT System for Prop 15-related Cancer Institute funding, 2008
President’s Scholar for Research and Teaching Selection Committee - 2005, 2009, 2010,
2011, 2012, 2013, 2014, 2015
Baylor College of Medicine
Research Subcommittee, Program in Aging, 1987-1990
American Association for the Advancement of Science, Member, 1980-present
American Heart Association, Council on Epidemiology
Chair, Committee on Criteria and Methods, 1988-1991; Member, 1987-1991
Executive Committee, 1988-1991
American Statistical Association
Membership Committee, 1988-1994
Council on Sections Representative, Biometrics Section (Elected Position), 1992-1995
Biometrics Section Executive Committee, 1992-1995, 2001-2004
Nominations Committee, 1993-1995
ASA Representative to ENAR, Member of RECOM, 1995-1997
Byar Awards Committee, 2001, 2002, 2003 (Chair)
Chair, Biometrics Section (Elected Position), 2003
Society for Clinical Trials
DMC (Data Monitoring Committee) Initiative, 2020-
Training Subcommittee, 2020-
Program Committee 1989, 1996, 1997 (Chair), 1998
Board of Directors (Elected Position), 1993-1997
Executive Committee, 1998-2000
Development Committee, 1999-2000
Education Committee, 1999-2000
Finance Committee, 1999-2000
Membership Committee, 1999-2000
Nominating Committee, 1999-2000
Publications Committee, 1999-2000
Student Scholarship Committee, 1999-2000
Policy Committee, 2000, 200, 200, 2003(Chair), 2004, 2005
President-Elect, 1998-1999
President (Elected Position), 1999-2000
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Past President 2000-2001
Fellows Committee, 2008, 2009 (Chair), 2010 (Chair), 2011
International Biometric Society (IBS)
Regional Advisory Board, Eastern North American Region (ENAR), 1989-1991
ENAR in Houston 1991, Local Arrangements Committee, 1988-1989
Liaison to the 1991 ENAR Program Committee
Institute of Mathematical Statistics (IMS), Assistant Secretary
Regional Committee [RECOM] (Elected Position), Eastern North American Region
(ENAR), 1996-1998
IBS Council (Elected Position), Member of RECOM, 2000-2002
Student Awards Review Committee, 2001
Nominations Committee, 2002-2003
Presidential Nominee, 2005, 2008
International Society for Biopharmaceutical Statistics, Advisory Committee, 2006-2007
National Eye Institute
Special Subcommittee on the Future of Clinical Trials Methodology, 1990
Glaucoma Surgical Outcomes Study Advisory Committee, 2000-2002
National Institute of Allergy and Infectious Diseases
Epidemiology and Technology Transfer Subcommittee of the AIDS Research Review
Committee, 1990-1994
National Institute of Health Reviewers Reserve, 1994-1998
Veterans Affairs Cooperative Studies Program - Cooperative Studies Scientific Evaluation
Committee (CSSEC) formerly Cooperative Studies Merit Review Board (CSSMRB), 2005-
2018
(Acting Chair - 2011, 2012)
National Heart, Lung, and Blood Institute (NHLBI) - Strategic Plan for Cardiovascular Disease,
Level 1 Working Group on Clinical Trials Methodology, one of 12 designated thematic
areas - 2006
Texas Heart Institute
Director of Clinical Research Design, 2007-
Research Committee, 2008 —
ARTERY (tAilored dRug Titration through analytic intElligence: an interventional study)
Steering Committee - an NHLBI-funded clinical trial at UCSF, 2017-
Alzheimer’s Association - Protect brain health through lifestyle Intervention to Reduce risk in the
U.S. (U.S. POINTER) Scientific Advisory Board, 2017-
National Heart, Lung, and Blood Institute (NHLBI) - Collaborating Network (CCTRN Network)
of Networks for Evaluating COVID-19 and Therapeutic Strategies (CONNECTs), 2020-
Statistics and Data Analysis Committee, 2020-

DATA AND SAFETY MONITORING BOARD APPOINTMENTS:

Texas Children's Hospital Policy Advisory Committee

Alternate Day Steroids to Promote Growth in Children with Crohn's Disease, 1990-94
VA Cooperative Studies Operations Committee Data Monitoring Boards

Study #300, Detection & Treatment of Influenza A in High Risk Ambul. Pts, 1986-1990
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Study #363, The VA HDL Intervention Trial (HIT), 1991-1997
National, Heart, Lung, and Blood Institute Data and Safety Monitoring Committees
Trial of Nonpharmacologic Interventions in the Elderly (TONE), 1992-1995
National Growth and Health Study (NGHS), 1992-1998
Magnesium in Coronary Arteries (MAGIC), 1998-2002
OmniHeart (Dietary Treatment of Hypertension), 2002-2005
Home Automatic External Defibrillator Trial (HAT), 2002-2007
OmniCarb (Dietary Treatment of Hypertension), 2007- 2010
Catheter Ablation vs Antiarrhythmic Drug Therapy for AFib Trial (CABANA), 2009-
2018.
Physician/Pharmacist Collaborative Management for Blood Pressure Control Trial
(CAPTION), Chair, 2009-2014
Systolic Blood Pressure Intervention Trial (SPRINT), 2010-2018.
MEDication Focused Outpatient Care for Underutilization of Secondary Prevention
(MedFocus), Chair, 2014-2018
National Cancer Institute Data Monitoring Committee
Intergroup Rhabdomyosarcoma Study, 1993-1998
National Eye Institute Data Monitoring Committees
Ocular Hypertension Treatment Study (OHTS), Chair, 1993-2009
Randomized Trial for Retinitis Pigmentosa, 1995-2003
Pediatric Eye Disease investigative Group (PEDIG), 1997-
Studies of Ocular Complications of AIDS (SOCA), 1998-2013
National Institute of Dental Research Data Monitoring Committee
Children's Amalgalm Trial (CAT), 1997-2005
National Institute of Diabetes and Digestive and Kidney Diseases Data Monitoring Committee
Action for Health in Diabetes (Look AHEAD), 2002 —2011
Epidemiology of Diabetes Interventions and Complications (EDIC) 2011 -
National Center for Complementary and Alternative Medicine (NCCAM).
Trial to Assess Chelation Therapy (TACT) 2003-2012
National Institute of Neurological Disorders and Stroke (NINDS)
A Randomized Multicenter Clinical Trial of Unruptured Brain AVMs(ARUBA),2006-2013
National Institute on Alcohol Abuse and Alcoholism
The Moderate Alcohol and Cardiovascular Health Trial (MACH15) [and Protocol Review
Committee], 2017-2018.
National Aeronautics and Space Administration
Prebreathe Reduction Protocol and Related Research, 2000-2001
G.D. Searle, Inc. — Eval. of Xemilofibran in Controlling Thrombotic Events (EXCITE), 1997-1999
Eli Lilly and Company -Monoxidine for Arterial Pressure (MAP), 1997-1999
Merck, Inc. - MEDAL/EDGE1/EDGE2 (Cox-2 inhibitors/Cardiovascular Disease), 2002-2005
Miravant - Photopoint Study in Age-Related Macular Degeneration, 1998-2002
Pfizer - ALLIANCE - Trial of Atorvastatin vs. Usual Care, 1998-2003
Takeda Pharmaceuticals - CHICAGO/PERISCOPE (Pioglitazone trials), 2003-2006
Takeda Pharmaceuticals - Bone Density Trial, 2008-2011
GlaxoSmithKline (Co-Chair) — Phase II LpL A2 inhibitor trial, 2005-2006
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Biomarin (Chair) — Antihypertensive agent, 2005-2006.

Procter and Gamble Pharmaceuticals, Testosterone Patch Trial, 2006.

University of Texas, Houston — Center for Clinical and Translational Sciences DSMB, 2008-
Baylor College of Medicine, Cluster randomized controlled trial of pay for performance for
hypertension treatment, Oversight Committee, 2008-2013

Amgen, Pegfilgrastim Trial in Metastatic Colorectal Cancer, 2009-2012

Merck, Large LABA-Safety Trial, 2011-2017

Amgen 145 Program, 2012-

Sunovion, Lurasidone Program, 2012-2014

Regeneron, REGN475 Program, 2015-

Amgen 334 Program, 2015-

EIDOS, AG10 Program, 2018-

FOOD AND DRUG ADMINISTRATION EXPERIENCE:

Coordinating Center for SAVE and CARE trials (listed under CURRENT AND PRIOR
RESEARCH) including work with Bristol-Myers Squibb to obtain new indications for
captopril and pravachol, respectively.

Expert for Merck, Inc. for rotavirus vaccine at FDA Vaccines and Related Biological Products
Advisory Committee, 2001.

Expert testimony for FDA Cardiorenal Advisory Committee for the ALLHAT Study regarding
doxazosin, 2001

Guest Expert Panel Member- FDA Anti-infectives Drug Advisory Committee, 2001.

Amgen — various Phase 2,3 trials including preparation and attendance at Oncology Drug
Advisory Committee and Cardio-Renal Drug Advisory Committee, 2006-2007.

Member, Cardiovascular and Renal Drugs Advisory Committee, 12/2013-7/2020

CONSULTANT EXPERIENCE:

Providence VA, Providence, RI —Dept. Lab Services, Neurology Service Research Laboratory
Rhode Island Hospital, Providence, Rhode Island -The Cardiology Department
Baylor College of Medicine, Houston, Texas
Departments of Obstetrics and Gynecology, Endocrinology
Pediatric Gastroenterology Collaborative Research Group
The Stehlin Foundation for Cancer Research
The University of Texas Medical School, Houston, Texas - Department of Cardiology
Houston Department of Health and Human Services
Texas Task Force on AIDS
St. Joseph's Hospital, Houston, Texas - Departments of Microvascular Surgery, Plastic Surgery
Medical College of Georgia, Augusta, Georgia
Cardiac Pacemakers, Inc.
UAW-Ford National Joint Committee on Health and Safety
Review Committees for NHLBI, NEI, NIDDK, NIAMS, NIAID
Bristol-Myers Squibb
Krug Life Sciences
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National Aeronautics and Space Administration
G. D. Searle, Inc.

Bayer, Inc.

Merck, Inc.

Westat

SmithKline Beecham Pharmaceuticals
Eli Lilly and Company

Microsoft

Metrix Communications

Miravant

Parke-Davis

Pfizer, Inc.

Canadian Auto Workers Union
Universities Space Research Association
TAP Pharmaceutical Products, Inc.
GlaxoSmithKline

Amgen

Sunovion

Regeneron

PEER REVIEW ACTIVITIES:

Journals:

AHFS Drug Information — Essentials Monograph
American Journal of Epidemiology
American Journal of Hypertension
American Journal of Kidney Disease
American Journal of Medicine
American Journal of Public Health
Annals of Epidemiology

Archives of Ophthalmology
Biometrics

Chronobiology International
Circulation

Communications in Statistics

Controlled Clinical Trials

Current Cont. Trials in CV Medicine
CVD Prevention

Journal of American Geriatric Society
Journal of American Statistical Association
Journal of General Internal Medicine
Journal of the National Cancer Institute
The Lancet

The Medical Letter

New England Journal of Medicine
Preventive Medicine

Statistics in Medicine
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Editorial Positions:

Journal of American Statistical Association Assistant Editor, Special Biopharmaceutical
Section Edition, 1990

Controlled Clinical Trials Associate Editor, 1999-2003

Circulation Statistical Reviewer, 2008 —

Journal of the Society for Clinical Trials Associate Editor, 2008—

Trials (Biomed Central), Associate Editor, 2008—

Texas Heart Institute Journal Statistical Reviewer, 2008-

Progress in Cardiovascular Diseases — Guest Editor (with Barbara Tilley), 2012

Secondary Analyses in Cardiovascular Clinical

Trials — Statistical and Other Considerations

Books:

Wiley-Interscience
Clinical Trials — A Methodological Perspective
Encyclopedia Of Clinical Trials
National Heart, Lung, and Blood Institute

Joint National Committee Hypertension Report (VIII), 2013

Funding Agencies (Various Review Committees since 1984):

National Institutes of Health - Div. of Research Grants and Epidemiology Study Section
National Heart, Lung, and Blood Institute.
National Institute of Allergy and Infectious Diseases.
National Institute of Arthritis and Musculoskeletal Diseases.
National Institute of Diabetes and Digestive and Kidney Diseases.
National Eye Institute
National Institute on Aging
National Institute of Craniofacial and Dental Research
Veterans Administration Cooperative Studies Program
Cooperatives Studies Scientific Evaluation Committee, 2004-

PROFESSIONAL ORGANIZATIONS:

American Association for the Advancement of Science--Fellow
American Heart Association Council on Epidemiology--Fellow
American College of Preventive Medicine--Fellow
American Statistical Association--Fellow
Houston Area Chapter
Chair, Biometrics Section, 2003
American Society of Hypertension — Fellow
International Biometric Society
Institute of Mathematical Statistics
Sigma Xi--elected member
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Society for Clinical Trials--President, 1999-2000, Fellow

CURRENT GRANTS/CONTRACTS:

1. Principal Investigator and Director (2019-2020), Data Coordinating Center for Cell-Based
Therapy for Cardiovascular Research Network (CCTRN)—A network of clinical centers and a
coordinating center to conduct phase I and II collaborative trials of emerging cell based
treatments of cardiovascular disease. NHLBI Cooperative Agreement-2UM1HL087318-06);
2012-2019 ($63,000,000).

2. Principal Investigator and Director, Data Coordinating Center for Autologous Cardiac Stem
Cell Injection in Patients with Hypoplastic Left Heart Syndrome (CHILD). The CHILD study
is assessing the safety, feasibility, and efficacy of intramyocardial delivery of c-kit+ cells in
patients with hypoplastic left heart syndrome under 6 months of age. Sponsored by the Marcus
Foundation Inc.; 2019-2021 ($609,279).

3. Principal Investigator, Coordinating Center Study Ancillary to Antihypertensive and Lipid
Lowering Heart Attack Trial (ALLHAT) - Sustained Blood Pressure Control and Progression
of Multimorbidity in ALLHAT NHLBI RO1 (Subcontract from Duke University. 2016-2020.
($316,284).

4.  Co-Investigator, Coordinating Center Study Ancillary to Antihypertensive and Lipid
Lowering Heart Attack Trial (ALLHAT) - Long-term Benefits & Harms of Antihypertensive
Drugs in the Elderly: Up to 22-year Follow-Up of ALLHAT Trial Participants. Xianglin Du,
PI. NIA RO1. 2018-2022 ($1,324,000).

5. Co-Investigator, Coordinating Center Study Ancillary to Antihypertensive and Lipid
Lowering Heart Attack Trial (ALLHAT). Blood pressure control and antihypertensive drugs in
ALLHAT trial participants and the risk of Alzheimers disease and related dementias - Xianglin
Du, PI. NIA RO1 Supplement.2020-2021 ($299,245).

6. Principal Investigator, Data Coordinating Center, A Phase IIB Multicenter Study of the
Comparative Efficacy and Safety of Transendocardial Injection of MSC in Patients with Non-
Ischemic Dilated Cardiomyopathy . A phase IIb, randomized, double-blinded, placebo-
controlled trial of allo-MSCs versus placebo administered via the Biosense Webster MyoStar
NOGA Injection Catheter System tested in a total of 136 patients whose primary aim is to
establish a genetic component to patient responses. Subcontract to University of Miami. DOD
2020-2024. ($5,206,511)

7. Principal Investigator, Data Coordinating Center for Multi-Site Investigator-Initiated Clinical
Trials -Allogeneic Human Mesenchymal Stem Cell (MSC) Injection in Patients with
Hypoplastic Left Heart Syndrome: a Phase IIb Clinical Trial (ELPIS). NHLBI U24 2020-2025
(51,853,979)
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PENDING GRANTS/ CONTRACTS

1. Principal Investigator, Data Coordinating Center for Multi-Site Investigator-Initiated Clinical
Trials - Novel indication Toward a Consensus for Hydroxyurea (NiTCH): A multi-center
double-blinded placebo-controlled Phase III clinical trial of hydroxyurea for children and
adults with HbSC disease. NHLBI, 2019-2024 ($4,329,341)

2. Princiapl Investigator, Data Coordinating Center for a randomized, controlled, double-blind
phase II clinical trial of allogeneic mesenchymal stromal cells for treatment of COVID-19
patients with elevated troponin and mild respiratory impairment. Subcontract to University of
Miami DOD 2020-2023 ($2,367,075)

PAST GRANTS/CONTRACTS

L.

Principal Investigator for Training for UTSPH Faculty and for Curriculum in Clinical Trials
- Methods Training in Patient-Centered Cancer Outcomes Research. AHRQ R25
(Subcontract from MD Anderson Cancer Center). 2014-2019. ($175,000)

Principal Investigator, Coordinating Center Study Ancillary to ALLHAT. Heart: Adding
memory to Reasoning: Machine Learning Tailored Drug Titration. Optima Integrated
Health. 2018-2019 ($27,000)

Principal Investigator. Legacy Effects of Baseline Blood Pressure 'Treatment Naivety' in
the Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack. NIH. 2018
($25,000)

Principal Investigator Improved characterization of postural blood pressure change in older
adults. Beth Israel Deaconess. 2018 ($15,000)

Principal Investigator and Director, Clinical Trials Center for "Antihypertensive and Lipid-
Lowering Treatment to Prevent Heart Attack Trial" (ALLHAT)- A clinical trial in 623
centers to compare the effectiveness of four antihypertensive agents in reducing the
incidence of coronary heart disease in 42,418 patients 55 years and older with diastolic
and/or systolic hypertension. A second nested clinical trial will test the effectiveness of an
HMG-CoA reductase inhibitor in reducing the incidence of all-cause mortality in 10,362 of
these patients. NHLBI Contract. 1993-2011. ($101,876,365); Phase 3: Continuation and
Outreach - 2011-2016 ($5,000,000).

Principal Investigator and Director, Coordinating Center for “FLuctuATion reduction with
inSUlin and Glp-1 Added together” (FLAT-SUGAR) -- A pilot clinical trial designed to
compare whether glycemic variability can be reduced in diabetic patients on basal insulin
with the addition of the GLP-1 analogue, exenatide, compared with the addition of prandial
insulin (insulin glulisine). Sanofi-Aventis grant (Subcontract from University of
Washington, Seattle) . 2011-2016. ($852,527).
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7.

10.

11.

12.

13.

14.

15.

16.

Principal Investigator and Director, Coordinating Center for "Trans-Cranial Doppler (TCD)
With Transfusions Changing to Hydroxyurea” (TWiTCH) --: A Phase III randomized
clinical trial to compare standard therapy (erythrocyte transfusions) with alternative therapy
(hydroxyurea) for the maintenance of lowered TCD velocities in pediatric subjects with
sickle cell anemia and abnormal pre-treatment TCD velocities. NHLBI RO1. 2010-2015.
($3,877,396).

Principal Investigator, Coordinating Center Study Ancillary to ALLHAT - Visit to Visit
Variability of Blood Pressure and CVD and Renal Outcomes. NHLBI RO1 (Subcontract
from University of Alabama, Birmingham). 2012-2015. ($274,815)

Principal Investigator and Director, “Improving Blood Pressure in the Community: A Joint
Project of the National High Blood Pressure Education Program and Antihypertensive and
Lipid Lowering Heart Attack Trial Dissemination Plan” — A dissemination project of
ALLHAT, NHLBI, 2004-2007. ($3,721,028).

Principal Investigator and Director, Clinical Trials Center for "Genetics of Hypertension
Associated Treatments" (GENHAT)-- A prospective study to examine the association
between selected hypertensive genes and coronary heart diseases modified by the type of
antihypertensive treatment. GENHAT is an ancillary study of ALLHAT (see above).
NHLBI. 1999- 2006.($1,474,101); Renewal (Co-I) - 2007-2012 ($1,262,250).

Principal Investigator and Director, Training Grant in Biostatistics at UTSPH. -- A pre-
doctoral research training program in biostatistics with emphasis on multi-disciplinary
education, especially in clinical trials and genetics. NIGMS. 2006 ($ 887,920).

Principal Investigator and Director, Data Coordinating Center for Cell-Based Therapy for
Cardiovascular Research Network (CCTRN)—A network of clinical centers and a
coordinating center to conduct phase I and II collaborative trials of emerging cell based
treatments of cardiovascular disease. NHLBI. (original PI) 2006 ($17,882,096).

Principal Investigator — Subcontract to “The Enigma of Placebo Adherence and Health
Outcomes” for SHEP Placebo Adherence Study - NHLBI 2006. ($55,628).

Principal Investigator and Director, Clinical Trials Center for "Genetics of Angioedema"
(AngioGEN)-- A genetics outcome study to investigate the causes of angioedema.
AngioGEN is an ancillary study of GENHAT (see above). Bristol-Myers. 2001-2003.
($124,412).

Principal Investigator and Director, Coordinating Center "Continuation of Trial of
Antihypertensive Interventions and Management" (COTAIM)--A continuation of the
TAIM (see below) to study the long-term effects of dietary and pharmacologic treatment of
mild hypertension. NHLBI. 1988-1995. ($2,201,190).

Co-investigator and Deputy Director, Coordinating Center, "Systolic Hypertension in the
Elderly Program" (SHEP)--A clinical trial in 16 centers to test the effectiveness of
antihypertensive treatment in reducing the combined incidence of fatal and nonfatal stroke
in 4736 elderly patients with isolated systolic hypertension. NHLBI. 1984-
1995.(89,003,630).
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17. Co-investigator and Deputy Director, Coordinating Center, "Hypertension Detection and
Follow-up Program" (HDFP)--A clinical trial in 14 centers which investigated the
differences in mortality and selected morbidity between 10,940 participants randomly
allocated to an intensive hypertension control program and persons referred back to the
regular medical care system. NHLBI. 1983-1992.($18,059,234).

18. Co-investigator, Coordinating Center, "Multicenter Trial of Cryotherapy for Retinopathy of
Prematurity” (CRYO-ROP)--A randomized, multicenter trial in 24 centers to determine the
safety and efficacy of cryotherapy of the retina in the treatment of retinopathy of
prematurity in 291 infants. NEIL. 1985-2001. ($4,534,242).

19. Co-investigator, Coordinating Center, "Survival and Ventricular Enlargement--The
Captopril Study" (SAVE)--A clinical trial in 40 centers to test the effectiveness of captopril
in reducing total mortality and/or ventricular enlargement in 2231 post-myocardial
infarction patients. Bristol-Myers-Squibb, Inc 1986-1994. (§1,959,014).

20. Co-investigator, (Principal Investigator 2000-2003) Coordinating Center, "Cholesterol and
Recurrent Events" (CARE)--A clinical trial in 80 centers to test the effectiveness of
pravastatin in reducing cardiovascular events in 4000 post-myocardial infarction patients.
Bristol-Myers-Squibb, Inc. 1988-2003. ($4,319,394).

21. Co-investigator, "Corpus Christi Heart Project" (CCHP)--A surveillance study of MI
incidence in a Hispanic and Anglo population. NHLBI. 1988-1992.

22. Co-investigator and Deputy Director, Coordinating Center, the "Trial of Antihypertensive
Interventions and Management" (TAIM)--A 3-center study of the effectiveness of dietary
and pharmacological measures in treating 878 mild hypertensives. NHLBI; 1984-1988.
($1,058,316).

23. Co-investigator, Coordinating Center, "Beta-Blocker Heart Attack Trial" (BHAT)--A
randomized double-blind clinical trial designed to test the effectiveness of propranolol in
reducing mortality in 3837 post-myocardial infarction patients in 31 centers. NHLBI; 1983-
1987.($4, 208,443).

24. Co-investigator, "An Open-Label Six-Month Evaluation of Safety of Proquazone
Compared to Sulindac, Ibuprofen and Naproxen in Patients with Rheumatoid Arthritis or
Osteoarthritis." An open-label randomized design study to compare the safety of non-
steroidal anti- inflammatory drugs with particular reference to alternatives in standard
routine liver and/or kidney function tests. Sandoz, Inc., 1983-1984.

GRANTS/CONTRACTS (NOT FUNDED)

1. Principal Investigator, Data Coordinating Center for Multi-Site Investigator-Initiated Clinical
Trials - Single or repeated intravenous administration of umbilical cord mesenchymal stromal
cells in ischemic cardiomyopathy (CATO). NHLBI, 2019-2024 ($3,324,270)

2. Principal Investigator, Data Coordinating Center for Multi-Site Investigator-Initiated Clinical
Trials - A Phase IIB, randomized, placebo-controlled, multicenter study of the comparative
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efficacy and safety of transendocardial injection of allogeneic mesenchymal stem cells in
patients with non-ischemic dilated cardiomyopathy (DCM-II). NHLBI, 2019-2024
(54,585.416)

Principal Investigator, Subcontract to Oregon Health Sciences University.
Electrophysiological Substrate of Arrhythmias: ECGome Consortium NHLBI R01. 2019-2023
($431,200)

Principal Investigator and Director, Coordinating Center for "Prevention of Cardiovascular
Disease in Diabetic Patients” (PCDD), now known as the ACCORD trial. NHLBI. 1999-
2009. ($37,562,893).

Principal Investigator and Director, Coordinating Center for " A Trial of Diastolic Heart
Failure with an Aldosterone Antagonist”, now known as TOPCAT. NHLBI 2004-2009.
($59,783,000).

Principal Investigator and Director, Coordinating Center for "Hispanic Health Studies
Network”, now known as the Hispanic Community Health Study. NHLBI. 2006-2012.
($34,382,000).

Principal Investigator and Director, Coordinating Center for "Systolic Blood Pressure
Intervention Trial” (SPRINT) -- A clinical trial in 200 centers to test effectiveness of intensive
versus standard lowering of systolic blood pressure in reducing cardiovascular disease risk in
7500 patients 55+ years with systolic hypertension. NHLBI. 2009-2018. ($36,636,311).

Principal Investigator and Director, Program Project Grant — Biomarkers & Genes &
Outcomes & Treatment — A project to utilizing the resources of ALLHAT to assess what are
the biomarker, genetic, and clinical factors associated with clinical outcomes of hypertension
and are these associations modified by type of treatment? NHLBI. 2010-2015 ($8,821,388).

(Multiple) Principal Investigator. Definitive Phase III Clinical Trial Planning Grant (R34)
Multicenter Trial for Benign Paroxysmal Positional Vertigo. NIDCD. 2011-2012 ($427,728).
Resubmission 2012-2013 ($436,250).

Principal Investigator and Director, Coordinating Center for “Bevacizumab Blockade of
VEGF for the Treatment of Retinopathy of Prematurity (BLOCK-ROP)” — A randomized,
multicenter trial to determine the safety and efficacy of bevacizumab versus laser therapy in
the treatment of retinopathy of prematurity in infants. NEI. 2012-2017 ($15,636,034).

Principal Investigator, Coordinating Center Study Ancillary to ALLHAT- Long-term
Outcomes in Older Patients with CKD. NIDDK (Subcontract from Case Western Reserve
University). 2012-2016 ($459,673).\

Principal Investigator, New Analyses for the ALLHAT. NHLBI. 2016-2021. ($3,837,085)

Principal Investigator, Precision Medicine Initiative (PMI) Enrollment Center. The national
PMI cohort will ultimately consist of more than one million individuals who have provided
broad consent to participate in a long-term longitudinal research study to identify and
understand the factors (genetic, environmental and socio-economic) contributing to individual
health and disease. The University of Texas Health Science Center (UTHealth) and Baylor
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20.

College of Medicine (BCM) partnered to annually recruit from an integrated HPO network
more than 35,000 ethnically and economically diverse individuals per year (10,000 in the first
year) into the national PMI cohort. NIH. 2016-2021. ($40,661,899).

Principal Investigator, Precision Medicine Initiative (PMI) Enrollment Center. Resubmission.
NIH. 2016-2017. ($4,000,000).

Principal Investigator, Environmental Influences on Child Health Outcomes (ECHO)
Coordinating Center. The overall goal of the ECHO program is to investigate the effect of
prenatal, perinatal and postnatal environmental exposures on pediatric health outcomes with
high public health impact. To achieve this objective, three institutions, University of Texas
Health Science Center at Houston (UTHealth), Baylor College of Medicine (BCOM), and
Rice University, located in the world’s largest medical complex—Texas Medical Center
(TMC), joined together to establish the ECHO Coordinating Center. NIH 2016-2023.
($103,704,509).

Principal Investigator, New CHD and Mortality Analyses for the ALLHAT. NHLBI. 2017-
2022 ($3,527,528).

Principal Investigator, Subcontract to Oregon health Sciences University ALLHAT Sudden
Cardiac Death Study. NHLBI. 2017-2021 ($818,779), Resubmission 2018-2022 ($655,740).

Principal Investigator, Subgroup Identification in ALLHAT. NHLBI. 2017-2022.
($3,375,165). Resubmission. NHLBI. 2018-2022. ($2,464,556)

Principal Investigator, Tight Blood Pressure Control and Cardiovascular Outcomes in
Hypertensive Patients NHLBI. 2016-2022. ($2,821,915). Resubmission. NHLBI. 2019-2023.
($1,712,663)

Principal Investigator, Regenerative Medicine Innovation Catalyst Clinical Research
Development and Data Hub NIH. 2018-2024. ($6,110,852)

COURSES TAUGHT:

General Biostatistics

Statistical Methods in Epidemiology
Logistic Regression

Survival Analysis

Decision Theory

Infectious Disease Epidemiology
Statistical Methods in Clinical Trials

LECTURER IN:

Natural History of Disease
Overview of AIDS
Statistics for Medical Researchers
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20. NIH Workshop on Research Needs for the Design and Analysis of Surrogate Endpoints
in Clinical Trials Equal risk for equal measures?
Cardiovascular disease, blood pressure, and lipids.
Potomac, Maryland, December, 1998

21. American College of Cardiology
The Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial
(ALLHAT): Interim Results .
Anaheim, California, March, 2000

22. University of Texas Medical School Grand Rounds
The Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial
(ALLHAT)
Houston, Texas, March, 2001

23. Uncontrolled Systolic Hypertension Symposium — American Journal of Cardiology
The Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial
(ALLHAT)

Washington, D.C., April, 2002

24. Chilean Society of Internal Medicine
Heart failure in Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack
Trial
Santiago, Chile, October, 2003

25. American Society of Hypertension
Diuretics versus ACE inhibitors and calcium channel blockers for the prevention of heart
failure
New York, New York, May, 2004

26. Washington University, Department of Biostatistics
Gene—treatment interactions -Genetics of Hypertension Associated Treatment (GenHAT)
Study
St. Louis, Missouri, April, 2005

27. Blood Pressure Lowering Treatment Trialists” Collaboration - Heart failure in
Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial
Milan, Italy, June, 2005

28. Spinal Cord Injury Trials Workshop — Methodist Hospital Neurological Institute
Phase II trials design
Houston, Texas, January, 2006



Barry R. Davis
September 29, 2020
Page 61

29. American Society of Hypertension
Metabolic consequences of hypertension treatment
New York, New York, May 2006

30. American Statistical Association
Are megatrials worth it?
Seattle, Washington, August, 2006

31. Workshop sponsored by Centers for Disease Control and Prevention, National Cancer
Institute, National Human Genome Research Institute and National Heart, Lung and
Blood Institute. Personal Genomics: Establishing the scientific foundation for using
personal genome profiles for risk assessment, health promotion and disease prevention.
Scientific evaluation of the impact of interventions associated with genetic risk factor
information.

Bethesda, Maryland, USA December, 2008

32. NHLBI - DPPS — ALLHAT, Lessons Learned
Bethesda, MD, USA January 2009

33. Institute of Medicine, Committee on Public Health Priorities to Reduce and Control
Hypertension in the U.S. Population The Hypertension, Detection, and Follow-up
Program (HDFP) and the Antihypertensive and Lipid-Lowering Treatment to Prevent
Heart Attack Trial (ALLHAT)

Washington, DC, USA April 2009.

34. International Chinese Statistical Association — Does it matter how you lower blood
pressure?
San Francisco, CA, June, 2009.

35. Joint Statistical Meetings — Panel Discussion on Stopping Boundaries for Harm in
Clinical Trials
Washington, DC, August 2009

36. American Heart Association Scientific Sessions — Symposium for ALLHAT- Overview
of ALLHAT post-trial follow-up
Orlando, FL November, 2009

37. American Society of Hypertension — Symposium for ALLHAT- Overview of ALLHAT
post-trial follow-up
New York, NY May, 2010

38. Case Western Reserve University School of Medicine — Department of Epidemiology
and Biostatistics - The Antihypertensive and Lipid-Lowering Treatment to Prevent Heart
Attack Trial (ALLHAT) — Expected and Unexpected Challenges
Cleveland OH June, 2010

39. University of Florida School of Medicine and College of Public Helath, Department of
Biostatistics — Statistical Issues Arising in the Antihypertensive and Lipid-Lowering
Treatment to Prevent Heart Attack Trial (ALLHAT).
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40.

41.

42.

43.

44,

45.

46.

47.

48.

49.

Gainesville, FL September 2010

Centers for Disease Control — Heart Disease and Stroke Prevention 2010 - Clinical
Guidelines Getting to Practice - The Antihypertensive and Lipid-Lowering Treatment to
Prevent Heart Attack Trial (ALLHAT)

Atlanta, GA September 2010

International Biometric Conference — Scientific Evaluation of the Impact of Interventions
Associated with Genetic Risk Factor Information
Florianopolis, Brazil December 2010

University of Kansas Medical Center, Department of Biostatistics — Statistical Issues
Arising in the Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack
Trial (ALLHAT).

Kansas City, KS September 2011

Baylor College of Medicine, Cardiology Conference - The Antihypertensive and Lipid-
Lowering Treatment to Prevent Heart Attack Trial (ALLHAT) — Expected and
Unexpected Challenges

Houston, TX October 2011

Duke University School of Medicine - The Antihypertensive and Lipid-Lowering
Treatment to Prevent Heart Attack Trial (ALLHAT) — Expected and Unexpected
Challenges

Durham, NC, August 2012

7™ Annual Yatsu Symposium, Disparities in Stroke, Memorial Hermann — Texas Medical
Center, — Gaps in Knowledge and Future Research Opportunities
Houston, TX, November, 2012

Alpha-1 Foundation, Clinical Trial Design for Alpha-1 Antitrypsin Deficiency: A Model
for Rare Diseases Pre-Competitive Trial Design.
Bethesda, MD February, 2014

American Society of Hypertension. Important Clinical Lessons Learned from
Hypertension Trials.
New York, NY, May 2015

National Heart, Lung, and Blood Institute Workshop on Research Needs to Improve
Hypertension Treatment and Control in African Americans. Multiple Outcomes and
Composite Outcomes - What Do They Mean for the Patient? Statistical Aspects.
Bethesda, MD 2015.

Tenth Annual Clinical Trials Conference. Current issues regarding data and safety
monitoring committees in clinical trials University of Pennsylvania,
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Philadelphia, PA April, 2017

50. Duke Industry Statistics Symposium, Duke University, Challenges of a Large Pragmatic
Trial.
Duke University, Durham , NC September, 2017

51. Washington University School of Medicine. Challenges of a Large Pragmatic Trial.
St. Louis, MO. June, 2018

52. Florida Atlantic University. Coordinating Clinical Trials.
Boca Raton, FL, September, 2018.

THESIS AND DISSERTATION SUPERVISION

e 1986, Patricia Hogan, M.S.
“Examination of the variability of variable selection with stepwise regression using the
bootstrap resampling method”

Current Position: Senior Biostatistician, Wake Forest University School of Medicine,
Winston-Salem, NC

e 1989, Shelly Carter, M.S.
“Applications of selected methods for verifying the proportional hazards assumption for
Cox regression”
Current Position: Vice President, The Emmes Corporation, Rockville, MD

e 1990, Carolyn Smith, MPH
“Prevalence of musculoskeletal disorders and associated impairment among Mexican-
Americans in Southwest United States: NHANES, 1982-1984”
Current Position: Rheumatologist , Dallas, TX

e 1991, Jaye Thompson, M.S.
“Estimating power for Bower's test”
Current Position: Senior Vice-President of Clinical Development and Regulatory
Affairs, Opexa Theraputics

e 1994, Susan Halabi, Ph.D.
“The number and timing of time dependent covariate measurements for the cox
regression model”
Current Position: Professor of Biostatistics and Bioinformatics, Duke University.

e 1994, Eva Wlodarczyk, MPH
“Relations between systolic blood pressure and body fatness measures in mildly obese &
moderately hypertensive population”
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1994, Kamal Deka, MPH
“Proposal for development of a protocol for a double blind clinical trial to evaluate the
effects of adjuvant therapy in acute otitis media in children”

1995, Farzana Maudoodi, MPH

“Development of a Proposal for a Study to Answer the Question: "Are Healthy Full-
Term Infants, Born After Intra-Amniotic Infection, at an Increased Risk of Systemic
Infection?"

1995, Nadeem Mirza, MPH
”Hodgkin's Disease: Correlation of "Favorable" Characteristics with Lymphangiogram
and with Laparotomy Findings in Patients with Stage I-II Upper Torso Presentations”

1995, Jihong Zong, M.S.“A Rank-Based Method of Selecting a Cutpoint for Continuous
Variables in Epidemiological Studies”.

1996, Jaye Thompson, Ph.D.

“A Simulation Study of the Effects of Small Center Enrollment in Multi-Center Clinical
Trials”.

Current Position: Senior Vice-President of Clinical Development and Regulatory
Affairs, Opexa Theraputics

1996, Thomas Fitzsimmons, MPH
“Epidemiology of Enucleation in Dallas, County, 1990-94”.

1999, George Rochester, Ph.D.

“Sequential Updating via Dynamic Hierarchical Models: A Bayesian Approach to
Longitudinal Data Analysis”.

Current Position: Mathematical Statistician, Food and Drug Administration.

1999, Xiangjun Gu, M.S.
“Least-Squares Estimators of Linkage Variance Components for Quantitative Traits in
Family Studies”.

2001, Dongrui Lu, M.S.
“Bootstrap Approach for Constructing Confidence Interval for 'Change Point Time' in
Survival Analysis”.

2001, Sarah (MacNeil) Baraniuk, Ph.D.
“Analysis of Interval Censored Events in Hypertension Studies: Evaluation of Treatment
of Coronary Heart Disease”.

2002, Sharon Eason, MPH
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“Asymptomatic Peripheral Arterial Disease Among Caucasian, African American, and
Hispanic Men and Women Over 50 Years of Age”.

e 2003, Mike Hernandez, M.S.
“Dealing with Reality: A Review of Methods for Handling Missing Survey Data”

e 2005, Furong Huang, M.S.
“Monte Carlo Simulation for An Improvement On the Kaplan-Meier Estimator of
Survival Function”.

e 2006, Allison Ottenbacher, M.S.
“Comparative Study of Goodness-Of- Fit Test Statistics for Ordinal Logistic
Regression”.

e 2011, Kristen Andrews, M.S.
“Validity of Using Item Response Theory to Analyze Data from the Work Limitations
Questionnaire™

e 2016, Christina Blanchard, M.S.
“Assessing Whether the Number of Predictors Affect the Power of the Hosmer-
Lemeshow Test”

e 2017, Arup Sinha, Ph.D.
“Adaptive Group Sequential Designs with Population Enrichment and Endpoint
Assessment in Phase 3 Randomized Controlled Trials”

e 2017, Hannah Pervin, Ph.D.
“Auxiliary Covariate Augmentation with Correlated Joint Time-to-Event and
Longitudinal Outcomes”

e 2020, Zachary Spigel (M.D.), MPH
“Recurrent Event Modeling in Congenital Heart Disease”



