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Selected Projects

Selected Publications and Presentations

Medical Device Biocompatibility:  Conducted biological safety protocol development and 
evaluations for various lines of medical devices in accordance with ISO 10993 for submission to US 
FDA and European Medical Device Regulation (EU MDR).  

Toxicological Risk Assessment:  Conducted a toxicological risk assessment on talc as a material 
additive for components used in ventilator devices.  Utilized material and physical characterization 
techniques to determine worst-case talc content in device components. 

Pharmaceutical Impurity Risk Assessment:  Conducted risk assessment of pharmaceutical 
impurities in a drug delivery system.  Performed ICH M7(R2) genotoxicity assessment using in silico 
prediction tools.  

Pharmaceutical Nonclinical Safety Testing:  Evaluated and recommended testing strategies for a 
peptide drug product according to ICH M6(R1) and ICH M3(R2).  

Consumer Product Safety Assessment:  Developed biological safety and risk evaluation strategies 
for wearable medical devices compliant to US FDA regulations.  Performed literature and predicate 
device review for comparative research.
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