
 

   

David W. Eaker, Ph.D., DABT 
S E N I O R  C O N S U L T A N T   

C O N T A C T  I N F O R M A T I O N  

ToxStrategies, A BlueRidge Life Sciences Company 
Raleigh, NC 27606 
Office: (919) 213-6897 
Mobile: (919) 345-5832 
deaker@toxstrategies.com  

P R O F E S S I O N A L  P R O F I L E  

Dr. David Eaker is a board-certified toxicologist in ToxStrategies’ Pharmaceuticals practice with more than 35 
years of professional experience. His expertise includes in vitro and in vivo toxicology for devices and drugs, large 
animal functionality and clinical suitability models, PK/PD, device biocompatibility, and design of overall 
preclinical/nonclinical strategies aimed at regulatory approval and market access. His work has supported drug-
device combination products, device coatings and drug delivery, biologics delivery, quality and regulatory 
compliance (GLP, GDP, GMP), and direct engagements with global regulatory bodies.    
Other specific areas of experience include materials characterization (extractables and leachables; degradation 
studies), overall toxicologic health hazard risk assessments, and engagement with applicable standards-setting 
bodies (e.g., ISO; AAMI). Dr. Eaker’s work with innovation and product development teams throughout the 
product lifecycle has also included elements of medical materials science (polymers, elastomers, metals), product 
sustainability/recycling, sterilization modalities, and post-market support. He has supported hundreds of 
successful device and combination product 510(k), IDE, and PMA submissions, EU MDR CE submissions, China 
NMPA registrations, IND, NDA, and ANDA programs, inclusive of additional materials regulations (e.g., REACH, 
California Prop 65).  
Dr. Eaker has also served as an Institutional Official (IO) under the US Federal Animal Welfare Act, overseeing 
responsible use of laboratory animals and AAALAC-accredited facilities.
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E D U C A T I O N ,  D E G R E E S  E A R N E D ,  A N D  C E R T I F I C A T I O N S  

Diplomate of the American Board of Toxicology (current to 2030) 
Ph.D., Physical/Organic Chemistry, Florida State University, Tallahassee, FL 

B.S., Organic Chemistry, University of North Carolina, Chapel Hill, NC (with honors) 

H O N O R S  A N D  A W A R D S   

US National Science Foundation Pre-Doctoral Fellow 
University Teaching Fellow 

Phi Beta Kappa (BS degree with honors) 

S E L E C T E D  A D D I T I O N A L  T R A I N I N G    

Predictive Toxicology Methodologies 
Safety Pharmacology  

Immunotoxicology and other sub-specialties 
Incorporation of Pharmacokinetic and Pharmacodynamic Data into Risk Assessments 
Structure Activity Relationships (SAR) in Toxicology 

Integration of Mechanistic, Pathologic, and Toxicokinetic Data in Safety Assessment 
International Harmonization of Nonclinical Toxicology Requirements 

C U R R E N T  P R O F E S S I O N A L  M E M B E R S H I P S  

Society of Toxicology (including Risk Assessment Specialty Section) 

International Society of Regulatory Toxicology and Pharmacology 
Association for the Advancement of Medical Instrumentation (AAMI) 
American Association for Laboratory Animal Science (AALAS) 

American Chemical Society (including Chemical Toxicology Section)  
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S E L E C T E D  P R O F E S S I O N A L  E X P E R I E N C E  

Precl in ical  Development and Toxicology 

• Product development, proof of concept studies, preclinical safety and efficacy  
• Sustainable product design and development (green materials, processes); customer liaison 
• Regulatory interactions (NDA, ANDA, IND, IDE, PMA, 510(k), 505(b)2 submissions and presentations) 
• Toxicologic and clinical risk assessment, hazard evaluation, and risk communication 
• Direct experience with medical devices and diagnostics, combination products, consumer products, 

over-the-counter and generic pharmaceuticals  

Chemistry and Chemical  Toxicology 

• Physical/organic chemistry, mechanisms, kinetics, structure/activity relationships 
• Analytical testing and interpretation 
• Materials science, polymer, and elastomer formulations 

Leadership and Management 

• Continuous improvement techniques (lean processes, optimization) 
• GLP/GDP/GMP/GCP regulatory compliance 
• Development of technical guidance documents 
• National and international Quality Systems (ISO 13485, ISO 17025) 
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