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CURRICULUM VITAE 
 

Nicole Mayer Hamblett, PhD 
 
 
EDUCATION 
 

1990-1994 B.S. 1994, Department of Mathematics, Santa Clara University, Santa Clara, CA, Cum 
laude 

1994-1996 M.S. 1996, Department of Biostatistics, School of Public Health, University of 
Washington, Seattle, WA 

1996-1999 Ph.D. 1999, Department of Biostatistics, School of Public Health, University of 
Washington, Seattle, WA 

 
FACULTY POSITIONS 
 

2000-2004  Instructor, Department of Pediatrics, School of Medicine, University of Washington, 
Seattle, WA 

2004-2010  Research Assistant Professor, Department of Pediatrics, School of Medicine, University 
of Washington, Seattle, WA 

2010-2012 Research Associate Professor, Department of Pediatrics, School of Medicine, University 
of Washington, Seattle, WA 

2012-2017 Associate Professor, Department of Pediatrics, School of Medicine, University of 
Washington, Seattle, WA 

2013-2017 Adjunct Associate Professor, Department of Biostatistics, School of Public Health, 
University of Washington, Seattle, WA  

2017-present Professor, Department of Pediatrics, School of Medicine, University of Washington, 
Seattle, WA 

2017-present Adjunct Professor, Department of Biostatistics, School of Public Health, University of 
Washington, Seattle, WA  

 
HOSPITAL POSITIONS 
 

2020-2022 Interim Co-Director, Center for Clinical and Translational Research, Seattle Children’s 
Research Institute  

 
HONORS, AWARDS, AND SCHOLARSHIPS 
 

1990-1994 Dean’s list, Santa Clara University 
1994 Presidential Scholarship recipient, Santa Clara University 
1994 George W. Evans Memorial Award for outstanding work in mathematical writing and 

research, Santa Clara University 
1994 Alpha Sigma Nu, Jesuit Honor Society, Santa Clara University 
1994 Sigma Xi, Scientific Research Society, Santa Clara University 
1994 Pi Mu Epsilon, Mathematics Honor Society, Santa Clara University 
1996-1999 National Institute of Health Pre-Doctoral Fellow, University of Washington Center for 

AIDS and STD Research, Seattle, WA 
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PROFESSIONAL ORGANIZATIONS 
 

1998-present   American Statistical Association 
 
TEACHING RESPONSIBILITIES 
 

1994 Teaching Assistant, Medical Biometry I, Department of Biostatistics, University of 
Washington.  (Lectured one section per week, held office hours, graded homework, 
introduced and taught SPSS). 

1995-1996 Teaching Assistant, Introductory Biostatistics I and II, Department of Biostatistics, 
University of Washington, Seattle, WA.  (Held office hours, graded homework, lectured, 
introduced and taught Splus). 

2000-2003 Co-Instructor, “Epidemiology as a Research Tool in CF,” North American Cystic 
Fibrosis Conference.  (Short course, taught bi-annually) 

2001-2003 Co-Instructor, “Design of Clinical Research Study,” Seattle Children’s Hospital.  (Three 
session course, taught annually). 

2003  Guest Instructor, “Interpretation of Adverse Events in Pediatric Clinical Trials:  Signal or 
Noise?”, Practical Aspects of Conducting Pediatric Clinical Research Trials, Seattle 
Children’s Hospital. 

2002-2004 Guest Instructor, “Considerations when Designing Clinical Trials for   
Cystic Fibrosis,” Department of Biostatistics Lectures in Applied Statistics Course, 
University of Washington, Seattle, WA. (One lecture taught annually). 

2006-2009 Instructor, “Statistics for Laboratory Research,” Short Course for Pediatric Fellows and 
Faculty at Seattle Children’s Hospital  

2008  Guest Instructor, “Bioinformatics in the Clinical Trial Setting”, Translational Informatics 
Research Seminar, University of Washington. 

2012-2013 Instructor, Core for Biomedical Statistics Lecture Series, Seattle Children’s Hospital 
 

Graduate Research Assistant Mentoring: 
 

2001-2002  Jon Campbell, Dept. of Biostatistics, University of Washington 
2003-2005 David Coblentz, Dept. of Biostatistics, University of Washington 
2007-2009 Paramita Saha, Dept. of Biostatistics, University of Washington  
2005-2006 Umer Khan, Dept. of Biostatistics, University of Washington 
2006-2007 Margaret Kloster, Dept. of Biostatistics, University of Washington 
2011-2012 Laina Mercer, Dept. of Biostatistics, University of Washington 
2011-2013 Leigh Fisher, Dept. of Biostatistics, University of Washington 
2016-2020 Renee Russell, Dept. of Biostatistics, University of Washington 
2018-present Mark Warden, Dept. of Epidemiology, University of Washington 
 

Academic Advisor: 
2006-2008 Tracy Bartz, Dept. of Biostatistics, University of Washington 

 
Dissertation Committee: 
 2014-2016 Leila Zelnick, Department of Biostatistics, University of Washington 
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 2017-2018 Maria Nelson, Department of Microbiology, University of Washington 
 
Research Scientist Mentoring: 
 

2009-2019 Sonya Heltshe, PhD; faculty member in the University  
of Washington Department of Pediatrics 

 2010-2019      Tamara Simon, MD; NIH K-12 mentoring committee member 
 2011-2013 Bradley Quon, MD; MPH student and junior CF researcher 

2012-2014 Evelyn Hsu, MD; Seattle Children’s Hospital Clinical Research Scholar Program 
2014-present Kathleen J. Ramos, MD; Fellow, Dept. of Medicine, University of    

 Washington 
2014-2016 Matthew Crull, MD; Fellow, Pulmonary and Critical Care Medicine,   

 University of Washington 
2015-2017 Kelly Evans, MD; Seattle Children’s Clinical Research Scholar Program 
2015-2018 Dale Lee, MD, Seattle Children’s Clinical Research Scholar Program 
2022-present Omar Bayomy, MD, Fellow, Dept of Medicine, University of  Washington 

 
EDITORIAL RESPONSIBILITIES 
 

2015-2017 Statistical Editor, Thorax 
 
SPECIAL NATIONAL RESPONSIBILITIES 
 

2014-present Co-Executive Director, Cystic Fibrosis Therapeutics Development Network Coordinating 
Center, Seattle Children’s Research Institute, Seattle, WA 

 
Cystic Fibrosis Foundation: 
 

2000-present Member, CF-TDN Steering Committee  
2009-2012 Member, CF-TDN Translational Center Committee  
2010-present Member, Cystic Fibrosis Foundation (CFF) Biomarker Consortium 
2010-present Member, CFF Clinical Research Executive Committee  
2012-present Member, CFF National Patient Registry Committee  
2016-present Member, CFF Clinical Research Advisory Board 
2021-present Member, CF Genetic Therapy Working Group 

 
National Institutes of Health: 
 

2005-2009 Member, Steering Committee for the NHLBI funded Early Pseudomonas Infection 
Control Trial (EPIC) 

2011   Participant, NHLBI Best Practices in Data Coordinating Centers Workshop 
2021-present DSMB Member, NIAID 

 
Food and Drug Administration: 
 

2005  Participant, FDA/CFF working group “Patient Reported Outcome Measure Development 
in Cystic Fibrosis” 
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2010   Participant, FDA meeting “Cystic Fibrosis Clinical Research: Key Issues Related to the 
Efficient Conduct of Clinical Trials Supporting Registration of Investigational New 
Drugs” 

2012 Invited Lecturer, Office of Biostatistics, “Understanding and Optimizing the Pulmonary 
Exacerbation Endpoint:  Preparing for the Next Generation of Cystic Fibrosis Clinical 
Trials” 

2012 Invited Panelist, “Issues in the Design of Clinical Trials for Antibacterial Drugs for the 
Treatment of Non-CF Bronchiectasis”, FDA Public Workshop, Bethesda, MD 

2014 Invited Panelist, “Complex Issues in Developing Drug and Biologic Products for Rare 
Diseases”, FDA Public Workshop, Silver Springs, MD 

2014-present Special Government Employee (SGE), Advisory Committee Member  
2023 Advisory Committee Member, Pulmonary Division 

 
Institute of Medicine: 
 

2013  Contributor, Committee on Strategies for Responsible Sharing of Clinical   
Trial Data, National Academy of Science, Washington D.C. 

   
International Grant Reviewer Responsibilities: 
 
 Ireland Health Research, German Ministry of Education, United Kingdom Medical  

Research Council 
 
 
SPECIAL LOCAL RESPONSIBILITIES 
 

1999-2005  Manager, Statistical Analysis Unit, Cystic Fibrosis Therapeutics Development Network 
Coordinating Center 

2000-present   Co-organizer, Cystic Fibrosis Biostatistics and Epidemiology Working   
Group, University of Washington, Seattle, WA 

2002-2004  Member, Steering Committee for the NIH National Center for Research Resources 
(NCRR) Grant  

2005-2010       Member, Scientific Advisory Committee, Seattle Children’s Hospital 
2005-2007 Associate Director, Biostatistics, Cystic Fibrosis Therapeutics Development Network 

Coordinating Center 
2007-2011 Director, Biostatistics and Clinical Data Management, Cystic Fibrosis Therapeutics 

Development Network Coordinating Center 
2010-2012 Acting Director, Seattle Children’s Research Institute Core for Biomedical Statistics 
2011-2014 Co-Director, Cystic Fibrosis Therapeutics Development Network Coordinating Center, 

Seattle, WA 
2011-present Member Center for Clinical and Translational Research Executive Committee 
2011-present   Faculty Mentor, University of Washington Department of Pediatrics,  
                        Clinical Research Scholar Program  
2012-present Co-Director, Seattle Children’s Research Institute Core for Biomedical Statistics 
2013-2016 Member, Institutional Review Board 
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Grant Reviewer: 
Department of Pediatrics Academic Enrichment Fund Grants 
Core for Clinical and Translational Research Pilot Grants 
Department of Pediatrics Clinical Research Scholar Program Grants 
Institute for Translational Health Sciences Pilot Grants 

 
CURRENT FUNDING 
 
As Principal Investigator: 
 
MAYFLOWER-HAMBLE21A0-P 1/1/2021-12/31/27 0.3 Calendar Mo. 
Cystic Fibrosis Foundation $1,018,189 
Material and Fetal Outcomes in Era of Modulators  
The objectives of this grant are to characterize changes in FEV1 over the course of pregnancy based on 
cumulative CFTR modulator use while pregnant along with defining other factors that may influence changes in 
pulmonary function including duration of pre-pregnancy modulator use, baseline FEV1, genotype, history of 
exacerbations, and pre-existing co-morbid conditions.   
Role: Principal Investigator 
   
HAMBLE22K0 6/1/2022-5/31/2026 0.12 Calendar Mo. 
Cystic Fibrosis Foundation $1,540,566 
Prospective Evaluation of a Standardized Approach to Diagnosis (PREDICT) & Treatment (PATIENCE) of 
Nontuberculous Mycobacteria Disease in CF (NTM-OB-17) 
The study will help define a standardized approach to the diagnosis and treatment of NTM pulmonary disease, 
define response to treatment, and collect relevant data associated with the diagnosis and treatment of NTM 
disease to build a framework for true therapeutic trials in the future. 
Role: Principal Investigator 
 
PROMISE-TDNCC18K1 6/1/2018-5/31/2026 0.3 Calendar Mo. 
Cystic Fibrosis Foundation $96,303 
PROMISE-OB-18 CCC 
Prospective study to evaluate biological and clinical effects of significantly corrected CFTR Objectives for this 
study are to determine the clinical effectiveness of next generation CFTR modulator drugs. Develop a rich 
specimen biorepository for future research. Enable biological research in a number of related sub studies: 
microbiology, mucus biology, inflammation, liver disease, endocrinology, gastroenterology, hepatic disease, 
and imaging studies. 
Role: Principal Investigator 
 
SIMPLIFY-HAMBLE20K0 1/1/2020-12/31/2024 4.2 Calender Mo. 
Cystic Fibrosis Foundation $283,713 
Impact of discontinuing chronic therapies in people with CF (SIMPLIFY) DCC 
The objectives of this multicenter randomized trial are to determine the impact of withdrawing chronic 
mucolytic therapy in persons with CF who have initiated highly effective triple combination CFTR modulator 
therapy.   
Role: Principal Investigator 
 
HAMBLE17K0  (Hamblett) 07/01/23017 – 06/30/2025 1.2 Calendar Mo. 
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Cystic Fibrosis Foundation $629,356 
Characterizing CFTR modulated changes in sweat chloride & clinical outcomes 
The primary objective is to depict patterns of sweat chloride response across a representative cohort of CF 
patients receiving CFTR mdulator therapy, adjusting for treatment duration and characterizing these response 
patterns according to different CFTR modulators and across different patient groups defined by genotype, age, 
weight, disease severity and disease stage. 
Role: Principal Investigator 
 
HAMBLE23A0-PG (Hamblett) 03/01/2023 – 02/29/2024 2.4 Calendar Mo. 
Cystic Fibrosis Foundation $435,971 
Research Expansion to Advance the CF Therapeutics (REACH) Pipeline for People without Modulators 
Planning Grant 
The objectives are to develop programs to reach this patient population to improve communication about 
research and empower these patients to participate. Specific aims include: 1) Develop a regulatory compliant 
trial-opportunity communication platform to promote research engagement in pwCF not eligible for HEMT, 2) 
Conduct a prospective, longitudinal, “light touch” research study to obtain key research quality CF outcome 
data, 3) Conduct sub-studies to obtain specialized outcome data to inform the evaluation of nucleic acid-based 
therapies (NABTs) and promote innovative trial designs with the use of shared control data, and 4) Conduct a 
longitudinal registry based study to characterize the population of people ineligible or intolerant with CF in the 
CFFPR. 
Role: Principal Investigator 
 
As Collaborator: 
 
RAMSEY03Y0 (Goss) 4/1/2023 - 3/31/2024 3.27 Calendar Mo. 
Cystic Fibrosis Foundation $5,780,745 
Therapeutics Development Network Coordinating Center 
The objectives of this coordinating center are to establish and manage a specialized network of research centers 
throughout the United States to perform clinical studies for the  treatment of cystic fibrosis, and to provide the 
clinical, statistical, and data management infrastructure to support these studies. 
Role:  Co-Executive Director 
 
1 R01 NR 020470-01A (Ramos)  01/01/2023 – 01/31/2024 0.21 Calendar Mo. 
National Institutes of Health 
Preparation for lung transplant discussions and decisions among people with cystic fibrosis 
The objectives are to (1) Test whether a lung transplant educational resource (Take on Transplant, ToT) 
improves patient preparedness for discussions about transplant, assessed with the PrepDM Scale, using a 
multicenter randomized clinical trial; (2) Explore perceptions of use of ToT for lung transplant education 
through analysis of semi-structured interviews and audio recordings of clinic visits among dyads of people with 
cystic fibrosis (CF) and their CF physicians; (3) Explore the effect of the ToT intervention on psychosocial 
functioning. 
Role: Co-Investigator  
 
SELECT PAST FUNDING 
 
GOAL13K0 (Hamblett) 9/1/2013 - 08/31/2022 0.3 Calendar Mo. 
Cystic Fibrosis Foundation $182,488 
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G551D Observational Study – Expanded to Include Additional Genotypes and Extended for Long Term 
Follow-up (GOAL e2): Coordinating Center 
The primary objective of this study is to obtain specimens for the CFFT Specimen Bank and evaluate clinical 
and biological outcomes from cystic fibrosis patients with the G551D CFTR mutation, some of whom may be 
treated with ivacaftor (a novel CFTR potentiator drug). 
Role:  Prinicipal Investigator 
 
HAMBLE15A0 (Hamblett) 08/01/2015 –  07/31/2022 0.6 Calendar Mo. 
Cystic Fibrosis Foundation $200,138 
Testing the Effect of Adding Chronic Azithromycin to Inhaled Tobramycin. A randomized, placebo-controlled, 
double-blinded trial of azithromycin 500mg thrice weekly in combination with inhaled tobramycin: 
Coordinating Center 
To determine if azithromycin impairs the previously-recognized clinical benefits of inhaled tobramycin by 
comparing changes in pulmonary function as measured by FEV1 between subjects randomized to azithromycin 
versus placebo during administration of TISP. 
Role: Principal Investigator 
 
UL1TR0002319-01  (Disis) 06/01/2017 – 02/28/2022 1.2 Calendar Mo. 
NIH $934,825 
Institute for Translational Health Sciences-Seattle Children's Subcontract 
The objectives of this grant are to support space and infrastructure to conduct translational research studies 
located at Seattle Children's Hospital.  This grant funds the Institute of Translational Health Sciences (ITHS), a 
partnership between the University of Washington, the Fred Hutchinson Cancer Research Center, Seattle 
Children's Hospital, and local and regional research and community partners.  The ITHS fosters 
multidisciplinary collaboration, career development, education, innovative technologies, as well as supports the 
design and conduct of translational health studies. 
Role: PhD Biostatistician 
 
5U01HL114623-05 (Ramsey) 9/15/2013 – 6/30/2021  0.9 Calendar Mo.  
NIH/NHLBI $2,356,843  
Optimizing Treatment for Early Pseudomonas Aeruginosa Infection in Cystic Fibrosis: The OPTIMIZE 
Multicenter Randomized Trial - CCC 
The primary aim of this multicenter randomized trial is: To compare the time to treatment failure, defined as 
either occurrence of a pulmonary exacerbation or two consecutive quarters of Pa positive cultures, between 
participants randomized to three times weekly oral placebo and culture-based TIS versus three times weekly 
oral azithromycin and culture-based TIS. 
Role: Co-PI 
 
5R01FD003704-06 (Goss)   07/01/2018 – 06/30/2021  0.6 Calendar Mo. 
FDA $321,462 
Phase 2 Study of Intravenous Gallium Nitrate in the Treatment of Cystic Fibrosis (IGNITE) 
The Seattle Children's team subcontract this project through the UW.  This site will perform analyses for the 
final statistical report, generate the final statistical report, and participate in manuscript preparation for the 
project. 
Role: Principal Investigator 
 
1R01HL124053-03 (Nichols) 08/01/2015 – 03/31/2021 1.2  Calendar Mo. 
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NIH $600,809 
A prospective trial of oral azithromycin when added to inhaled tobramycin in CF: Coordinating Center 
This is a double-blinded, randomized, placebo-controlled, crossover withdrawal study of azithromycin in CF 
subjects who continue cycled, inhaled tobramycin to test the impact of combining azithromycin with inhaled 
tobramycin therapy. 
Role: Co- Investigator 
 
5U01HL114589-05 (Hamblett) 9/15/2013 - 12/30/2020 4.8 Calendar Mo. 
NIH/NHLBI $489,598 
Optimizing Treatment for Early Pseudomonas Infection in CF Children:  Data Coordinating Center 
The objectives of this multicenter, randomized study are to evaluate the effectiveness of azithromycin therapy 
on the treatment of new onset Pseudomonas aeruginosa in children with cystic fibrosis. 
Role:  Principal Investigator 
 
1UM1HL119073-01 (Goss) 9/1/2013 - 6/30/2018 0.6 Calendar Mo. 
NIH $1,653,278 
Proof of Principal Evaluation of IV Gallium Nitrate (Ganite™) in Patients with Cystic Fibrosis: Coordinating 
Center 
The objectives of this study are to evaluate the safety and efficacy of IV gallium within the context of a 
randomized, placebo-controlled clinical trial. 
Role:  Co-Investigator  
 
SINGH15U0 (Singh) 01/01/2016 – 12/31/2017 0.6 Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $31,718 
Pseudomonas biomarkers that predict poor outcomes in cystic fibrosis  
The goal of this proposal is to characterize these Pseudomonas aeruginosa isolates in order to enable the 
correlation of the resulting microbiological characteristics with linked clinical and microbiologic parameters 
from the source patients.  
Role: Co-Investigator 
 
1R21HL129930-01 (Hauser, Hamblett) 09/16/2015 – 06/30/2017 1.2 Calendar Mo. 
NIH/NHLBI $32,426 
Pseudomonas Genomic Signatures Associated With Persistence in Cystic Fibrosis 
The goal of this study is to characterize Pseudomonas aeruginosa isolates in order to enable the correlation of 
the resulting microbiological characteristics with linked clinical and microbiologic parameters. 
Role: PI 
 
5UL1 TR 000423-08 (Disis) 9/17/2007 - 5/31/2017 1.2  Calendar Mo. 
NIH $1,124,552 
Institute for Translational Health Sciences-Seattle Children's Subcontract 
The objectives of this grant are to support space and infrastructure to conduct translational research studies 
located at Children's Hospital and Regional Medical Center.  This grant  funds the Institute of Translational 
Health Sciences (ITHS), a partnership between the University of Washington, the Fred Hutchinson Cancer 
Research Center, Seattle Children's Hospital, Children's Hospital, and local and regional research and 
community partners.  The ITHS fosters multidisciplinary collaboration, career development, education, 
innovative technologies, as well as supports the design and conduct of translational health studies. 
Role:  Director, Seattle Children's Core for Biomedical Statistics 
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5R01DK095738-02 (Ramsey, Borowitz) 7/15/2012 - 4/30/2017 0.3  Calendar Mo. 
NIH/NIDDK $319,582 
Baby Observational and Nutritional Study of Cystic Fibrosis (BONUS) 
The objectives of this multi-center observational study are to characterize growth in the first year of life among 
infants with cystic fibrosis, identify clinical actors associated with poor growth, and develop reliable, valid and 
responsive growth measurements that can be performed at care centers around the country which can be used as 
efficacy outcomes for future interventional studies in infants with CF. 
Role:  Biostatistician and Director, Biostatistics and Clinical Data Management 
 
AQUADEK12K0  (Hamblett) 8/1/2012 – 1/31/2017 0.39 Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $507,238 
A Multicenter Study of the Effects of AquADEKs-2 on Markers of Inflammation and Oxidative Stress in CF:  
Coordinating Center 
The purpose of this randomized, controlled (Phase II) study will be to further evaluate the effects of a modified 
formulation of AquADEKs® (AquADEKs-2) on antioxidant levels and markers of inflammation and oxidative 
stress. The results of this study will be used to determine whether to proceed with a larger Phase III trial 
targeting a clinical endpoint. 
Role:  PI  
 
RAMSEY11A0  (Ramsey) 8/1/2011 - 7/31/2016 1.4 Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $237,749 
Early Intervention in CF Exacerbation (eICE Study): Coordinating Center 
The primary goal of this study is to perform a clinical trial to determine the efficacy of early intervention in the 
treatment of adolescent and adult CF acute pulmonary exacerbation. 
Role:   Biostatistician and Director, Biostatistics and Clinical Data Management 
 
CTBM001CUS01T  (Hamblett)  12/15/2013 – 12/15/2015 0.6 Calendar Mo. 
Novartis     $88,204 
Long Term Outcomes After Eradication of Pseudomonas Aeruginosa Among Children Enrolled in the EPIC 
Clinical Trial 
The objectives of this study are to characterize long term clinical and microbiologic outcomes among 
participants of the EPIC clinical trial with cystic fibrosis who received anti-pseudomonal therapy for new onset 
Pseudomonas aeruginosa. 
Role:  PI 
 
STARtoo10K1  (Ramsey) 9/1/2010 - 8/31/2015  0.6 Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $213,069 
Newly Acquired MRSA Eradication Protocol:  Coordinating Center 
The objectives of this study are to evaluate the effectivness of an aggressive treatment strategy for methicillin 
resistant Staphylococcus aureus (MRSA) versus standard of care among individuals with cystic fibrosis infected 
with MRSA in terms of both microbiologic and clinical outcomes. 
Role:  Biostatistician and Director, Biostatistics and Clinical Data Management 
 
Pharmaxis, Ltd.  (Hamblett)   2/1/2014 – 10/1/2014  0.2 Calendar Mo. 
      $17,258 
Rates of Hemoptysis Among Individuals with Cystic Fibrosis Enrolled in Clinical Trials 
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The objectives of this study are to estimate rates of hemoptysis among individuals with cystic fibrosis who are 
receiving standard of care therapy. 
Role:  PI 
 
R01 HL 098084 (Hamblett/Hoffman) 9/11/2009 - 7/31/2014 1.2  Calendar Mo. 
NIH/NHLBI $144,000  
Pseudomonas aeruginosa Adaptation During Early CF Airway Infection and Treatment 
This translational ancillary study utilizes data and specimens from a completed clinical trial and an ongoing 
prospective observational study to identify adaptive phenotypic and genotypic changes in Pseudomonas 
aeruginosa that occur in children with cystic fibrosis, and correlate these changes with clinical outcome. 
Role:  Co-PI 
 
Gates Foundation  (Shaffer)   2/1/2013 – 1/31/2014  0.3 Calendar Mo. 
      $46,843 
Data Management and Statistical Planning for the Hypernatremic Dehydration in Childhood Diarrhea Study 
The rationale for this contract is to provide expert oversight in year 1 of the hypernatremia study in the areas of 
data management and statistical planning. In addition, as part of this collaboration, data management and 
statistical planning training will be provided for the hypernatremia study research personnel. 
Role: Senior Biostatistician 
 
3 P30 DK 47754 (Miller) 1/1/2002 - 12/31/2006   0.6 Calendar Mo. 
NIH $753,741 
Core Center for Gene Therapy 
To provide support for laboratory and clinical pilot projects utilizing gene therapy for the treatment of cystic 
fibrosis. 
Role:  Biostatistician 
 
ROSENF03A0 (Rosenfeld) 7/1/2003 – 1/31/2009 0.6  Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $151,871 
Evaluation of Expiratory Flows from Raised Volumes as Outcome Measures for Clinical Trials in Infants with 
Cystic Fibrosis 
The objectives of this multicenter observational study are to further the development of a novel procedure to 
measure pulmonary function in infants with cystic fibrosis and to compare the pulmonary function between 
infants with cystic fibrosis and healthy controls. 
Role:  Biostatistician and Director, Biostatistics and Clinical Data Management 
 
1R01DK064954  (Miller)   7/1/2004 – 5/31/2008  1.2  Calendar Mo. 
NIH/NHLBI $460,230 
Pseudomonas as a Surrogate Maker of Cystic Fibrosis 
The objectives of this study are to use existing microbiologic samples to characterize key longitudinal changes 
in Pseudomonas aeruginosa and correlate these changes with clinical outcome. 
Role:  Biostatistician 
 
1 U01 HL80310-05  (Ramsey) 9/29/2004 - 3/31/2011 1.2  Calendar Mo. 
NIH/NHLBI $1,412,623 
Early Antipseudomonal Therapy in Cystic Fibrosis 
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The objectives of this multicenter, randomized clinical trial are to determine a safe and efficacious approach for 
the treatment of new onset Pseudomonas aeruginosa  in young children with cystic fibrosis. 
Role:  Biostatistician and Director, Biostatistics and Clinical Data Management 
 
MAC0406K0  (Saiman) 1/1/2006 - 12/31/2009 2.4  Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $2,486,202 
Multi-center, Multi-national, Randomized, Placebo-controlled Trial of Azithromycin in participants with Cystic 
Fibrosis 6-18 years old, Culture Negative for Pseudomonas aeruginosa 
The objectives of this randomized trial are to determine the effect of 24 weeks of three times weekly 
administration of azithromycin as compared to placebo on pulmonary function, safety, and other clinical 
outcomes among individuals with CF who are culture negative for Pseudomonas aeruginosa. 
Role:  Biostatistician and Director, Biostatistics and Clinical Data Management 
 
HAMBLE10A0  (Hamblett) 4/1/2010 - 3/31/2011 0.12  Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $127,089 
Multicenter Trial to Validate Protein Biomarkers of a Pulmonary Exacerbation in Cystic Fibrosis:  Data 
Coordinating Center 
The purpose of this study is to evaluate protein biomarkers measured before and after a pulmonary exacerbation 
among individuals with cystic fibrosis and to determine a panel of biomarkers associated with clinical response.  
A second component of this project is to support the development and validation of a patient reported outcome 
measure that will be submitted to the FDA for approval. 
Role:  PI 
 
Vertex  (Hamblett) 3/15/2011 - 3/14/2012 0.6  Calendar Mo. 
Vertex (Investigator Initiated Study) $45,534 
Emergence of liver function abnormalities among cystic fibrosis clinical trial participants 
The objectives of this study are to further define the frequency and severity of abnormal liver function tests 
among individuals with cystic fibrosis and to evaluate the association of these abnormalities with potential 
etiologies and clinical outcomes. 
Role:  PI 
 
MAC0411KO  (Hamblett) 5/1/2011 - 12/31/2012 0.6  Calendar Mo. 
Cystic Fibrosis Foundation Therapeutics $36,102 
Azithromycin Ancillary Analysis Study 
The objectives of this project are to conduct multiple ancillary studies to a multicenter, placebo controlled 
randomized trial of azithromycin, including an inflammatory marker substudy and studies describing acute 
antibiotic usage and its association with pulmonary exacerbations. 
Role:  PI 
 
1 P30 DK089507-01  (Ramsey, Greenberg) 7/6/2010 - 5/31/2015 0.6  Calendar Mo. 
NIH/NIDDK $883,752 
Translational Research Center to Expedite Novel Therapies in Cystic Fibrosis 
The P30 Research Center supports both basic and clinical studies directed towards advancing new therapies to 
improve and prolong the lives of patients with cystic fibrosis.  It  supports a large group of researchers at the 
University of Washington as well as other P30 programs across the US. 
Role:  Biostatistician and Director, Biostatistics and Clinical Data Management 
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Novartis Ancillary (Hamblett) 12/16/2011 - 12/16/2012 0.6  Calendar Mo. 
Novartis (Investigator Inititated Study) $49,265 
Impact of Acute Antibiotic Usage on the Exacerbation Endpoint in CF Clinical Trials 
The objectives of this study are to assess the association between acute antibiotic usage for non-pulmonary 
exacerbation related events and the risk of a pulmonary exacerbation among individuals with cystic fibrosis, and 
quantify the potential for significant confounding that will bias clinical trial analyses. 
Role:  PI 
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2005 “Improving the Estimation of Change in the Clinical Trial Setting”, Childrens Health Institute, 
Department of Pediatrics, University of Washington, Seattle, WA GA   

2015 “Optimizing Treatment for Early Pseudomonas Infections in Cystic Fibrosis – The OPTIMIZE 
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University of North Carolina Mucociliary and Cough Clearance International Symposium, 
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American Thoracic Society Meeting, Toronto, ON, Lecture: “From Application to Publication: 
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2008 “Optimal Spirometry Endpoints for Randomized Controlled Trials in Cystic Fibrosis:  Percent 
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Generation of Cystic Fibrosis Clinical Trials,” FDA Office of Biostatistics Invited Lecturer, 
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Fibrosis Therapeutics Development Network Meetings, San Antonio, TX 
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Arrow Conference, Toronto, ON 

2017 “Utilizing External Control Groups in Single Arm Trials”, Discussant, FDA-Duke Margolis 
Think Tank: Exploring Novel Trial Designs and Innovative Statistical Tools in Rare Disease Drug 
Development, Washington DC 

2018 “Efficacy and Safety of Azithromycin for Treatment of Early Pseudomonas Infection in CF:  The 
OPTIMIZE Randomized, Placebo Controlled Trial”, CF Research Seminar Series, Seattle Cystic 
Fibrosis Research and Translation Center (CF-RTC) and the Research Development Program 
(CF-RDP), University of Washington, Seattle, WA 

2018 “Utilizing Patient Registry and Natural History Data to Advance Therapeutic Development for 
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2020 “Until its Done:  Keeping the Therapeutic Pipeline Moving in the Midst of a Breakthrough 
Therapy in Cystic Fibrosis”, National Institute of Allergy and Infectious Diseases (NIAID) 
Division of Biostatistics, Rockville, MD (virtual) 

2020  Panel Speaker, “Data Sharing to Accelerate Therapeutic Development for Rare Diseases,” Duke 
Margolis/FDA Public Workshop, Washington, DC 

2020  “Creating a Roadmap for the Development of New CFTR Modulators,” European CF Society 
Clinical Trial Network Meetings, Lyon, France (virtual) 

2021 “Study Design Strategy for Small Sample Sizes:  From the Practical to the Innovative”, Rare 
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