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JULIA BREYER LEWIS, MD 

 
Office Address: Vanderbilt University Medical Center  

Division of Nephrology  
Room S-3223, Medical Center North  
1161 21st Ave South  
Nashville, TN 37232-2372 
 

Office Phone # 615- 343-6105 Office 
615- 343-7156 Fax 
 

Email:   Julia.Lewis@vumc.org 
 
EDUCATION 
 
University of Illinois Chicago, Il         1976 
Degree:  B.S., Graduated in Academic Book of Honors. GPA 4.0   
 
University of Illinois Chicago, Il         1980 
Degree: M.D. 
 
Executive Leadership in Academic Medicine (ELAM)     2003 
 
PROFESSIONAL TRAINING  
 
Internship and Residency, Michael Reese Hospital, Chicago Illinois   1983 
Jordan J. Cohen, M.D., Chairman 
Nephrology Postdoctoral Fellowship, The University of Texas Health Science   1985 
Center at Dallas, Texas, Juha P Kokko, M.D., Ph.D., Chief of Nephrology  
Nephrology Postdoctoral Fellowship, Vanderbilt University Medical Center  1986 
Nashville, Tennessee, Harry R. Jacobson, M.D., Chief of Nephrology  
 
LICENSURE 
 
 Illinois Medical License 036063284 active 
 Indiana Medical License 37156 inactive 
 Texas Medical License G6175 inactive 
 Tennessee Medical License MD-16829 active 
 Kentucky Medical License 34686 active  
 
BOARD CERTIFICATIONS 
 
 Internal Medicine          1983 
 Nephrology           1986 
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ACADEMIC APPOINTMENTS 
 
Professor of Medicine, Vanderbilt University School of Medicine,            05/2000- Present 
Nashville, TN  
Department of Medicine: W. Kimryn Rathmell, MD, PhD 
Division of Nephrology: T. Alp Ikizler, M.D. 
 
Associate Professor of Medicine, Vanderbilt University School of Medicine      03/1995-05/2000 
Nashville, TN Department of Medicine: Eric Neilson, M.D.  
Division of Nephrology: Steven C Hebert, M.D 
 
Assistant Professor of Medicine, Vanderbilt University School of Medicine       07/1986-03/1995 
Nashville, TN Department of Medicine: John Oates, M.D. 
Division of Nephrology: Harry R. Jacobson, M.D.,  
Research Laboratory Supervisor: Stanley Cohen, PhD (1986 Nobel Laureate) 
 
PROFESSIONAL ORGANIZATIONS 
 

AKI Advisory Board – 2013 – Present 
American College of Physicians – Present  
American Society for Clinical Pharmacology and Therapeutics – 1994-1996 
American Society of Nephrology (ASN) 1987-Present  
AOA – 1978 - Present 
ASN 2007 Program Committee for Annual Committee Meeting 2007 Kidney 
International Program Committee for Annual Meeting 2008 
ASN Abstract Reviewer/Chair ASN Session - 1994-2009 
ASN Board Review Course Lecturer – 1997, 1998, 1999, 2010 
ASN Clinical Journal Working Group 2003 
ASN Clinical Science Committee – 1998 – 1999 
ASN Clinical Science Committee, Research Subcommittee, Chairman – 2001 
Committee Member, ASN Chronic Kidney Disease Advisory Group 2003-2006 
ASN Council Nominating Committee – 2015 – 2016 
Critical Care Board Review ACP Lecturer 1993, 1994,1995,1996, 1997 ASN Research Priorities 
Committee - 1998 
D Cure Scientific Board of Directors 2004-Present 
International Society of Nephrology - Present 
Investigation Training Committee, Scientific Board, DCure-Pfizer Diabetes 2005 – Present  
Medical Science Review Committee, Juvenile Diabetes Foundation International 1994-1996  
National Kidney Foundation – Present 
Scientific Advisory Committee for the Chronic Kidney Disease Study (CRIK), NIH/NIDDK 
Committee Member, Chronic Kidney Disease Advisory Group (CKD), ASN Clinical Research 
Working Group 2002–2005  
Sigma Xi - Present 
VCIH Research Steering Committee – 2007 – Present 
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COMMITTEES  
 

Executive Committee Collaborative Study Group (CSG) – 1991 – Present Vice 
President Collaborative Study Group 2001-2016 
Treasurer Collaborative Study Group 2016-present 
Protocol Development Committee, AASK Study – 1992 – 1993 Protocol  
 
Development Committee, HEMO Study – 1992 – 1993 Chair Protocol 
Development Committee IDNT Study – 1993-1994 Steering Committee,  
AASK Study – 1993 – 2002 
CV Outcome Committee IDNT Study – 1994 - 2001 Executive 
Committee, AASK Study – 1998 – 2002 Executive Committee 
AASK Cohort Study 2002 – 2008 Chair, Forms Committee, 
AASK 1993 - 2008 
Chair, MAP and Cardiovascular Outcome Committee AASK Study & AASK Cohort Study 1993 - 
2008 
Member, Publications and Ancillary Studies Committee, AASK 1993 - 2008 Steering 
Committee, HEMO Study – 1993 – 2002 
Outcome Committee Member, HEMO, Collaborative Study Group 1993 - 2002 
PI of Multicenter Study Coordinating Center and Chair, Writing Committee,  
ANP Study 1996-1997 
Chair, Data Safety Monitoring Board for Abbott Laboratories' Zemplar study 
R01 COX 2 Study, PI central coordinating center for multicenter study 2003 - 2005 Armor 
Study – PI over all centers in multicenter study 2004 – 2006 
Collaborative Study Group(CSG) – CoPI over all centers (national and international) Pilot study 
sulodexide in Type 1 and Type 2 Diabetes and Microalbuminuria 2003 – 2005 
CSG – CoPI over all centers (national and international) for Type 2 Diabetes and Overt 
Proteinuria 2005 – 2010 
CSG – CoPI over all centers (national and international) for Pyridorin in Type 2 DM and 
Nephropathy Study 2006 – 2010 
CSG – PI over all centers (national and international) for Safety and Efficacy of Zerenex (ferric 
citrate) in ESRD (2 completed trials, one on-going) 
Design Committee NIH SPRINT Study 2009-2010 Intervention 
Committee NIH SPRINT Study 2009-Present CKD Committee NIH 
SPRINT Study 2009-Present 
CSG: COPI over all centers (national and international) Lilly Sponsored Anti-TGF Beta Ab in Diabetic 
Nephropathy 
CSG: Chair Protocol Development for Anti-TGF Beta Ab in Diabetic Nephropathy 
CSG: Member Outcome, Forms Development & Safety Committee for Anti-TGF Beta Ab in 
Diabetic Nephropathy Study 
Member Executive Scientific Advisory Committee for NIH Sponsored  
CRIC Study 2005- Present 
Member Executive Scientific Advisory Committee for SAVOR-TIMI 53 2008-present – no long 
active 
Special Government Employee of the Cardiovascular and Renal Drugs Advisory Committee 
(CRDAC)-FDA; appointment 2011-July 2, 2016 
TEP: Chair of the Arbor Research Chapter February 2013 Sanofi:  
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Sotagliflozin Executive Committee – 2016-2020 
Apellis Study Design 2018-Present 
CSL Behring Consultant Diabetic Nephropathy Study 2019-Present 
Biovie Consultant Terlipressin 2/21 – Present 
Reprieve Consultant 6/21 - Present 

 
 
ELECTED NATIONAL POSITIONS  

Canby Robinson Society         2000-present 
Cardiovascular and renal Drugs Advisory Committee Chair    2021-2023 
Lupus Foundation of America Board       1995-1998 
National Kidney Foundation Auxiliary Board      1994-1997 

 
ELECTED LOCAL POSITIONS  
 Akiva School Board, Chair of recruitment committee    1992-2002 
 Cheekwood Art Museum Art Acquisition Committee    2006-2010 
 Curry Ingram Academy Steering Committee      2003-2006 
 Frist Roundtable         2000-2001 
 Jewish Federation, Physician Division and Fund Raising     1990-1995 

 
AWARDS AND HONORS 

Phi Beta Kappa Alpha Omega 
Alpha 
Academic Book of Honors Phi Kappa 
Phi 
Intern of the Year 
Louis Pasteur Undergraduate Scientific Award 
Vanderbilt University Distinguished House staff Teacher for 1990/91 and 1991/92 Sigma 
Xi, The Scientific Research Society – 1997 
Five Star Excellence Award by Professional Research Consultants 2008 Faculty 
Teaching Award 2000, 2005, 2010, 2020 

 
UNIVERSITY COMMITTEES 
 
Director, Outpatient Renal Clinic, Vanderbilt University School of Medicine        1988-1999 
Director, Peritoneal Dialysis Program, Vanderbilt University     1988-2004  
Director, Vanderbilt Nephrology Fellowship, Recruitment & Training Program  1988-2021 
Member, Library Committee, Vanderbilt University School of Medicine   1989-2000 
Member, Vanderbilt University School of Medicine, Standing Policy    1992-1995 
Committee for Faculty       
Vanderbilt University School of Medicine, Medical Center Medical Board   1992-1997 
Elected to Vanderbilt Professional Practice Program Board; declined membership   1992 
due to conflict with Medical Center Medical Board 
Chairman, Vanderbilt University School of Medicine, Advisory Council representing  1993-1995 
Clinical Science Departments 
Member, Vanderbilt University School of Medicine, Faculty Advisory Council,   1993-1995 
Faculty Standing Policy Committee 
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Member, Vanderbilt University School of Medicine, Student Promotion Committee  1993-2006 
Vanderbilt University School of Medicine, Patient Care Domain Committee  1993-1997 
Vanderbilt University School of Medicine, Clinical Services Committee    1993-1997 
Vanderbilt University School of Medicine, Network Task Force Committee  1993-1997 
Member, Vanderbilt University School of Medicine, Medical Specialties   1994-2005 
 Clinic Committee  
Vanderbilt University School of Medicine Senate      1994-1996 
Vanderbilt University School of Medicine, Professional Ethics and Academic  1995-1996 
  Freedom Committee 
Chair of Clinical Trials Center Advisory Committee to Vice Chancellor   1997-1998 
Preceptor, Vanderbilt University of School of Medicine, Student Research   1998 
Program in diabetes and Endocrinology 
Preceptorship in Clinical Medicine, Vanderbilt University of School of Medicine   1997-1998 
Coordinator of Clinical Activities, Renal Division      1999-present 
Task Force on Clinical Growth and New Program Development     1999-2001 
Member Vanderbilt Concierge Committee       2003-present 
Member Vanderbilt University Committee on Appointments and Promotions   2004-2010 
Member Alpha Omega Alpha Honor Medical Society Selection Committee   2006-2008 
Center for Health Services Research – NLM RO1 Renewal Committee   2011-present 
Associate Director, Vanderbilt Nephrology Fellowship, Recruitment & Training Program 2022-present  
Director of Nephrology Outreach                                                                                           5/2021- present 
 
MENTORSHIPS 
Barbara A Greco, MD. Associate Professor of Medicine, Bay State Medical Center, MA  1986-1988 
Mark wigger, Assistant Professor of Medicine, VU      1987-1989 
Robert Dunmire, private practice, Goldsboro, NC      1988-1990 
Donald Franklin, private practice, Chattanooga, TN       1988-1990 
Thomas McCune, private practice, Norfolk, VA       1988-1990 
T. Alp Ikizler, Professor of Medicine, Vanderbilt University     1990-1993 
Lynn Ebaugh, private practice, Memphis, TN       1991-1993 
Murphy Martin, private practice, Jackson, MS       1991-1994 
Roger Coomer, private practice, Huntsville, AL       1994-1996 
Neelam Kawatra, private practice, Fremont, CA      1995-1997 
John Brouillette, private practice, Birmingham, AL      1997-1999 
Richard Cornell, private practice, Louisville, KY       1997-1999 
Shane Kennedy, private practice, Ft. Worth, TX      2001-2003 
Douglas Nigbor, private practice, Gastonia, NC      2002-2004 
Seema Basi, private practice, Princeton Junction, NJ      2002-2005 
Kimberly Bungcavao, private practice, Mooresville, NC     2003-2005 
James P. Smith, Drug reviewer, Food and Drug Administration (FDA)   2003-2005 
Jamie. P Dwyer, Assistant Professor of Medicine, Vanderbilt University    2004-2006 
Edward D. Siew, Assistant Professor of Medicine, Vanderbilt University    2004-2006 
Stephen Clyne, private practice, Pontiac, MI       2006-2008 
James Matthew Luther, Assistant Professor of Medicine, Vanderbilt University   2006-2008 
Tahira Alves, private practice, San Antonio, TX      2006-2009 
Michael Haderlie, private practice, Idaho Falls, ID      2008-2010 
Kausik Umanath, Senior Staff Physician, Henry Ford Medical Center, Detroit, MI  2009-2011 
Matthew Elliott, Clinical Fellow, Vanderbilt University     2010-2012 
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Phillip Hartle, Clinical Fellow, Vanderbilt University      2010-2012 
Eric Wallace, Chief Clinical Fellow, Vanderbilt University      2010-2012 
Ebele Umeukeje                                                                                                                      2010-2021 
 
 
RESEARCH AWARDS 

"The Modification of Diet in Renal Disease.”    9/84 - 9/93 
Principal Investigator, Annual Direct Costs: $295,897 
 
 
"Purification & Characterization of Renal PreproEGF.”      4/87-3/92 
NIH Research Grant - #DK 01660-05 
Principal Investigator, Annual Direct Costs: $80,593 
 
"Biology of Progressive Nephron Diseases.”      7/89-6/92 
NIH Research Grant - #DK 39261-05 (Project 4) 
Principal Investigator, Annual Direct Costs: $64,855 
 
"Blood Pressure Control in Hemodialysis and Peritoneal Dialysis   7/90-6/92 
 Patients" Dialysis Clinic Inc. -   
Principal Investigator, Annual Direct Costs: $25,000 
 
"The Effect of Captopril on Progressive Type I Diabetic Renal Disease"  2/90-1/94
NIH/Squibb MultiCenter Study - 
Principal Investigator, Annual Direct Costs: $57,000 
 
"A Double-Blind Randomized Study of the Safety and Efficacy of Oral   5/91-4/96 
Tolrestat Compared with Placebo for the Prevention of Nephropathy in  
Normotensive Insulin-Dependent Diabetic Patients with Microalbuminuria.”  
Wyeth-Ayerst Pharmaceutical Grant - #709A-300-US 
Principal Investigator, Annual Direct Costs: $39,339 
 
"Kidney Disease and Hypertension in Blacks"      9/92-6/01      
 NIH Research Grant - U01 DK45388 
Principal Investigator, Annual Direct Costs: $340,524. 
 
"Reduction in Morbidity and Mortality Among Hemodialysis Patients"  9/92-8/01 
 NIH Research Grant - U01 DK461144 
Co-Investigator, Annual Direct Costs: $147,375. 
 
"Malnutrition in Hemodialysis Patients"       7/92-6/97 
NIH Research Grant - RFA-DK-91-07 
Co-Investigator, Annual Direct Costs: $159,121 
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National Institute of Diabetes and Digestive Disease and Hypertension  9/92-6/03 
African American Study of Kidney Disease and Hypertension 
U01 DK45388, 
Principal Investigator 
 
"A Double-Blind, Randomized, Placebo-Controlled, Phase II/III,    10/93-6/95 
Multicenter Clinical Trial to Evaluate the Safety and Efficacy of Intravenous  
Auriculin hANP (Human Atrial Natriuretic Peptide) in the Treatment of Acute Tubular Necrosis.”  
Scios Nova Pharmaceutical Grant - No.C702.01 
Principal Investigator, Annual Direct Costs: $59,857. 
 
"The Effect of Intensity of Blood Pressure Management on the    7/93-12/96 
Progression of Type I Diabetic Nephropathy"  
Hoechst-Roussel Pharmaceuticals, Inc. 
Principal Investigator, Annual Direct Costs: $16,000. 
 
"The Effect of r-HuEPO on the Anemia of Chronic Renal Failure in  3/93 -2/95 
 Predialysis Patients"  
Ortho Pharmaceuticals, Inc. - No. M92-056 
Co-Investigator, Annual Direct Costs: $67,975. 
 
"Recombinant Human Growth Hormone in Renal Failure"     9/93 - 9/94 
FDA-sponsored - No.FD-R-000943-01 
 
Co-Investigator. Annual Direct Costs: $185,000. 
 
"Angiotensin II Receptor Antagonist in IDDM with Proteinuria and  1/95 – 1/01 

                             Declining Renal Function"  
Bristol-Myers Squibb - Pilot Study: 
Principal Investigator, Annual Direct Costs: $47,932. 
 
“An Open-Label, Randomized Study of Novel     1995- present 
Erythropoiesis Stimulating  
 Protein (NESP) and Recombinant Human Erythropoietin (r-HuEPO) for  
the Treatment of Anemia in Patients with End Stage Renal Disease 
(ESRD) Receiving Dialysis.”  
Co-Investigator 
 
“Evaluate the Effects of SC-58635 at Doses of 200 mg BID    9/96-4/97 
and 400 mg BID on Renal Function and Urinary Prostaglandins in Healthy  
Elderly Subjects”. Searle 
Co-Investigator, Annual Direct Costs: $539,867. 
 
“Comparison of the Effects of SR47436 (BMS-186295) vs. Enalapril   2/96-11/96 
on Glomerular Filtration Rate in Patients with Suspected Renovascular Hypertension”  
Bristol-Myers Squibb 
Principal Investigator, Annual Direct Costs: $43,476. 
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“The Safety and Efficacy of Anaritide in the Treatment of Oliguric   3/96-6/97 
Acute Tubular Necrosis”  
Scios Nova, Inc. 
Principal Investigator, Annual Direct Costs: $54,285. 
 
“The Effect of Irbesartan on Morbidity and Mortality in Hypertensive    2/96-1/98 
Patients with Type II Diabetes and Diabetic Nephropathy”  
Bristol-Myers Squibb 
Principal Investigator, Annual Direct Costs: $56,231. 
 
“Levocarnitine Supplementation to Improve Exercise Performance and   2/97-2/98 
Quality of Life in Patients with End-Stage Renal Disease 
(ESRD) Undergoing Maintenance Hemodialysis”  
Co-Investigator, Annual Direct Costs: $58.923 
 
“A Randomized, Double-Blind, Placebo-Controlled, Concentration   2/99-1/00 
Escalating, Crossover Study of BG9719 Alone and in Combination  
with Furosemide in Subjects with Moderate to Severe Congestive Heart 
 Failure and Mild to Moderate Renal Insufficiency.”  
Co-investigator, Annual Direct Costs: $111,111 
 
“The Effect of DTI-0026 on the Treatment of Glomerulonephritis,   1/01-3/02 
 Discovery Therapeutic INDUSTRY-PHARM/CLINICAL” 
Principal Investigator  
 
“Ortho, Correction of Hemoglobin and Outcomes in Renal     1/02-11/06 
Insufficiency (CHOIR)” 
Co-Principal Investigator.  
 
“Comparison of the Effects of Cox-2 Inhibitor to Placebo in    8/02-2/03 
Subjects with Renal Disease and Proteinuria”  
Pfizer 2001-00836, 
Principal Investigator 
 
“Treatment of Diabetic Nephropathy.”       9/02-7/05 
National Institute of Diabetes & Digestive & Kidney  
Disease 5R01 DK063091-02, 
Principal Investigator 
 
“An Exploratory, Randomized, Double-Blind, Multiple     9/03-10/07 
Dose of KRX-101(Sulodexide Gelcaps) for the Treatment of Type 2 Diabetic Nephropathic  
Patients with Persistent Microalbuminuria.” Keryx Biopharmaceuticals, Inc., 
Principal Investigator 

  
AASK Cohort Study,          9/03-6/07 
National Institute of Diabetes & Digestive & Kidney Disease, 2U01  
DK04538812 
Principal Investigator 



Julia Breyer Lewis, M.D.  January 2022 

9 
 

 
An Open-Label, Muli-Center Study To Document The Efficacy,       11/04-9/10 
Safety And Tolerability Of Long-Term Administration of RO 0503821I in 
Patients with Chronic Renal Anemia. 
Roche, CERA (BH18387): 
Co-Principal Investigator 

 
“The Effect of Sulodexide in Overt Type 2 Diabetic Nephropathy,    5/05-3/09 
a multicenter, randomized, double-blind, placebo-controlled study.”  
Keryx Biopharmaceuticals, Inc., KRX-101-401: 
Principal Investigator 

 
“A Phase 2, Multi-Center, Open-Label Study to Determine     9/05-8/10 
Long-Term Safety, Tolerability and Efficacy of Split-Dose Oral Regimens of Tolvaptan Tablets in a 
Range of 30 to 120 mg/d in Patients with Autosomal Dominant Polycystic Kidney Disease 
(ADPKD).”  
Otsuka Maryland Research Institute, Inc.  
Co-Principal Investigator 

 
“A Randomized, Double-Blind, Placebo-Controlled,     2006-2010 
Multi-Center, Phase 2b Study to Evaluate the Safety and Efficacy of Pyridorin  
(pyridoxamine dihydrochloride) in Patients with Nephropathy Due to Type 2 Diabetes.”  
NephroGenex, PYR-210: 
Principal Investigator 

 
“Frequent Hemodialysis Network: Short Daily Hemodialysis Trial. A   1/06-2/10 
Multi-Center Randomized Controlled Study to Demonstrate the Efficacy,  
Safety and Feasibility of "Frequent Hemodialysis" in Patients with End  
Stage Renal Disease”  
NIH, Co-Principal Investigator 
 
“A Phase III, Randomized Double-blind, Placebo-controlled Study of   6/07 – ongoing 
AST-120 for Prevention of Chronic Kidney Disease Progression in  
Patients with Moderate to Severe Chronic Kidney Disease.”  
Mitsubishi Pharma Corporation/Kureha Corp., KRM 306: 
Principal Investigator 

 
NIH, AASK ABPM Pilot Study: The Effects of Ramipril-Based    5/07-5/09 
Antihypertensive Therapies on Nocturnal BP.  
Principal Investigator 

 
“A Phase 3, Multi-center, Double-blind, Placebo-controlled,   7/07-ongoing 
Parallel-arm Trial to Determine Long-term Safety and Efficacy of Oral Tolvaptan Tablet Regimens in 
Adult Subjects with Autosomal Dominant Polycystic Kidney Disease” 
Otsuka Maryland Research Institute, Inc. 
Co-Principal Investigator 
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”A Safety and Tolerability Study of Zerenex (Ferric Citrate) in Patients  1/08- 12/08 
with End-Stage Renal Disease (ESRD)”  
Keryx Biopharmaceuticals, Inc., 
Principal Investigator 
 
“Zerenex: A Safety and Tolerability Study of Zerenex (ferric citrate)   2/08-4/09 

                             In Patients with End-Stage Renal Disease (ESRD)”  
 
Keryx Biopharmaceuticals, Inc., 
Principal Investigator 
 
“Impact of Acute Kidney Injury on Kidney Disease Progression”    7/08-6/13  
NIH/NIDDK, 
Co-Principal Investigator 
 
“Cytochroma, A Single-Dose, Open-Label, Dose Determination,    2/09-2/10  
Randomized, Cross-Over, Pharmacokinetic Study of CTAP201 Injection and Doxercalciferol  
 
(Hectorol) Injection in Subjects with Stage 5 Chronic 
 Kidney Disease and Secondary Hyperparathyroidism on Hemodialysis.”  
Co-Principal Investigator 

 
“Cytochroma, CTAP101-CL-2004 A Randomized, Open-Label,    5/09-6/10 
Single-Dose Pilot Study of Oral and Intravenous CTAP101 Evaluating 
Pharmacokinetics and Safety in Stage 3 and 4 Chronic Kidney Disease  
Subjects with Vitamin D Insufficient and Secondary Hyperparathyroidism.”  
Co-Principal Investigator 

 
“A Phase II Randomized, Double-Blind, Placebo-Controlled Study of  7/09-12/12 
AST-120 for Prevention of Chronic Kidney Disease Progression in Patients  
with Moderate.” Mitsubishi Tanabe Pharma Corp., 
Principal Investigator 

 
“Effect of dialysate flow rate on delivered dose of dialysate (Kt/V urea)”   8/09-10/10  
University of Louisville, 
Co-Principal Investigator 
 
“A Phase II Randomized, Double-Blind, Placebo Controlled Study of    8/09-8/11 
AST-120 for Prevention of Chronic Kidney Disease Progression in Patients  
with Moderate.” PharmaNet, Inc. 
Principal Investigator 

 
”A 4-Week Dose Ranging and Efficacy Trial of KRX-0502    5/10-12/10 
(ferric citrate) in Patients with End- Stage Renal Disease  
(ESRD) Following a Two-Week  
Washout Period.” Keryx Biopharmaceuticals, Inc., 
Principal Investigator 
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“Multi-center, open -label, Extension study to evaluate the     5/10-ongoing 
long-term efficacy and safety of oral tolvaptan tablet regimens in subjects with autosomal dominant 
polycystic kidney disease (ADPKD).”  
Otsuka Maryland Research Institute, Inc. 

   Co-Principal Investigator  
 

“Agalsidase alfa (Replagal®) for Emergency Investigational    8/10-ongoing 
New Drug (eIND) Use in Fabry Disease”  
SHIRE Pharmaceuticals, 
Principal Investigator 
 
“Information Systems for Detecting and Managing Acute    9/10- 9/11 
 Kidney Injury.” NIH/NLM, 
Co-Principal Investigator 

 
Systolic Blood Intervention Trial (SPRINT), NIH     9/10-ongoing 
Principal Investigator 

 
“A Three-Period, 58-Week Safety and Efficacy Trial of KRX-0502   12/10 ongoing 
(ferric citrate) in Patients with End-Stage Renal Disease (ESRD) on Dialysis”  
Keryx Biopharmaceuticals, Inc., 
Principal Investigator 

 
TRAINING FOR CLINICAL RESEARCH: 

Keryx-Sulodexide Study – May 14-15, 2005 
Keryx-Zerenex Study – October 24, 2007 
Nephrogenex-Pyridorin Study – September 25, 2008 LILLY  
 
Study – May 2010 
EU/Israel CRA Training & Investigators’ Meeting “H9V-MC-GFRF” – June 14-16, 2011 
National Faculty Education Initiative. Lighthouse Learning –September 18, 2011 

 
PRESENTATIONS REGULATORY AFFAIRS 

 
Back-up Presenter for Study Results Captopril in Diabetic Nephropathy Trial 1993 Back-
up Presenter for Study Results IDNT Trial 2001 
Member Committee to Discuss Protocol Development for Iron Chelator in CKD 
Member Committee to Discuss Protocol Development for Sulodexide in Diabetic Nephropathy Study 
Program 2003 
Presented Assessment of Renal Adverse Events in CHARM Study to Cardiorenal Advisory Board 
Presented Assessment of Renal Adverse Events to Advisory Board in Thervance Sponsored Study 
of Telavancin 2008 
Presented Assessment of Renal Adverse Events to Cardiorenal Advisory Board of Ticagrelor 
Presented Sulodexide Study Results in Jointly Sponsored NIH/FDA Meeting Exploring Appropriate 
Renal Outcomes in Trials 
Chaired Session in Jointly Sponsored NKF/FDA Meeting Exploring PRO Tools 
Chair of FDA Cardiorenal Advisory Committee 2018 to present 
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CONSULTANCY 
 

Pharmalink; Member Protocol Development Committee Nefecon in IgA Nephropathy 2010 
Cerexa; Assessment Adverse Renal Events with Anti-infective Drug 2009-2010 
Duke Evidence Based Practice Center; ACE/ARB Technical Expert Panel 2009-2010 
Fibrogen; Consult on Protocol Development for Anti-CTGF in Diabetic Nephropathy 2007- 2010 
Novartis; Member Steering Committee for AVOID Trial, Protocol Development, Publication 
Committee 2004-2010 
Reata Pharmaceuticals; Consult on Protocol Development Antioxidant in Diabetic Nephropathy 2008 
Renavance; Consultant on Protocol Development for Oral Anti-TGF Beta Agent in Diabetic 
Nephropathy 2009 
Sotagliflozin Executive Committee – 2016-2020 
Apellis Study Design 2018-Present 
CSL Behring Consultant Diabetic Nephropathy Study 2019-Present 
Biovie Consultant Terlipressin 2/21 – Present 
Reprieve Consultant 6/21 - Present 
 

 
JOURNAL REVIEWS: 

 
Journal American Society of Nephrology and 
CJASN 
New England Journal of Medicine  
Kidney International 
American Journal Kidney Disease American  

 
EDITORIAL BOARDS: 

 
Editorial Board of Kidney International       1999-2005 
(two year terms beginning with the January 1999 issue, Volume 55)   1999- 2001  
Editorial Board member of American Journal of Kidney Diseases    1999-2002  
Asked to serve on the Editorial Board for Clinical Nephrology but declined  1999 
American Journal of Nephrology        2001 - 2005 
Editorial Board, Journal of the American Society of Nephrology    2001- 
 

 
GRANT REVIEW: 

 
NIH/NIDDK grant reviewer         2008 
National Kidney Research Fund (NKRF) External Referee Panel   
NIH/NIDDK grant reviewer         2009 
NIH/NIDDK Review Team Member       2011 

 
SPECIAL HONORS: 

 
Invited by Senator Frist to participate in the U.S. Senate Joint Economic Committee’s High 
Technology Summit in Washington, DC,      September 29, 1999 
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82. "Diabetic Nephropathy - Mechanisms and Management,” "Complex Issues in Diabetic 
Nephropathy” "Diabetic Nephropathy: Lessons from the Clinical Trials.” NephroAsia 2001, 
Singapore, 6/01. 

 
83. "Controlled Trials in Type 2 Diabetic Nephropathy” "Diabetic Kidney Disease: Design and 

Interpretation of Longitudinal Studies.” Clinical Trials in Diabetic Nephropathy: Intervening to 
Slow the Progression of Diabetic Nephropathy. The Irbesartan Diabetic Nephropathy Trial.” ASN 
34th Annual Meeting San Francisco, CA 10/01. 

 
84. "Ischemic Nephropathy: What's the Right Approach?" and " The AASK Results.” Hong Kong 

Society of Nephrology Scientific Symposium, Hong Kong, 5/02 
 

85. “The Role of Angiotensin II Receptor Blockers in the Prevention of Cardiovascular Events and 
Progressive Diabetic Renal Disease” Hypertension Control in Clinical Practice, Long Beach, CA, 
4/03. 

 
86. “New Treatments in Hypertensive Diabetic Nephropathy” Grand Rounds, Missouri Baptist, 5/03. 
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