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

Dr. Amy Kimzey is a Director and Senior Managing Scientist in ToxStrategies Pharmaceuticals practice and is 
located in Massachusetts. She is a board-certified toxicologist with 20 years of toxicology and drug discovery 
experience in the pharmaceutical industry, with both large pharmaceutical companies and small start-ups. She 
has experience as a project-team liaison on multidisciplinary discovery and development project teams, with 
accountability for designing discovery and development toxicology screening and testing paradigms appropriate 
to the project stage, therapeutic area, and disease setting. 
Dr. Kimzey also specializes in writing regulatory submissions (pre-INDs, INDs, IBs, briefing books, carcinogenicity 
risk assessments, reproductive toxicity assessments and NDAs), due diligence evaluations, and toxicology 
monographs for drug impurities and excipients; conducting drug target safety evaluations and both early- and 
late-stage toxicology risk evaluations; interpreting in vitro and in vivo assay results; and designing toxicology 
programs to maximize value with minimum investment. With a background in biochemistry, Dr. Kimzey 
understands target pathways, underlying biological mechanisms of disease states, and the biological mechanisms 
of toxicity.  

Dr. Kimzey also has toxicology expertise with oncology, immune-oncology, radiotherapeutics, severe hematologic 
disease, pain, neurology, and rare disease products, and designing and monitoring non-GLP and GLP toxicology 
studies. She has also managed nonclinical studies and complex study events, including infusion reactions, for 
studies utilizing a variety of administration routes including, but not limited to, intravenous, subcutaneous, 
intrathecal, and oral. 
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E D U C A T I O N  A N D  D E G R E E S  E A R N E D   

1999 Ph.D., Chemistry, with specialization in Biochemistry, University of Colorado, Boulder 

1993 B.S., Biochemistry, Oregon State University, Corvallis 

C E R T I F I C A T I O N S  

2011–Present  Diplomate, American Board of Toxicology (DABT) 

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

2008–Present  Society of Toxicology 

2017–Present American College of Toxicology 
2009–Present  Boston Area Pharmaceutical Toxicology Group 
1999–Present  American Society for Biochemistry and Molecular Biology 

1993–Present  American Chemical Society 

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   

Regu la tory  Submiss ions 

Multiple regulatory submissions, including INTERACTs, pre-INDs, INDs, Type C meetings, and BLAs/NDAs, and 
regulatory submission documents, including Investigator Brochures, meeting briefing books, clinical hold 
responses, carcinogenicity and reproductive risk assessment and waivers, and carcinogenicity SPAs. Responsible 
for interpreting and summarizing toxicology data, as well as executing literature evaluations for nonclinical data 
interpretation and risk assessment required to put the data into the appropriate toxicology context. Responsible 
for writing product-specific white papers to address regulatory concerns.  

Pharmaceut ica l  Tox ico logy 

Served as the lead toxicology representative on cross-functional drug development program teams, with 
responsibility for designing and executing scoping and regulatory toxicology programs for monoclonal antibodies 
and other biologics, as well as small molecules, with responsibilities including: 

• Designing, placing, and monitoring nonclinical studies outsourced to CROs, including reviewing, editing, 
finalizing, and incorporating reports into regulatory submissions.  

• Managing multiple toxicity concerns arising during the studies, including, but not limited to, infusion 
reactions and other causes of animal distress/premature mortality. 

• Reporting study findings and associated benefit-risk evaluations of potential drug safety signals and 
trends to the study teams and to management. 

• Overseeing multiple projects simultaneously, accruing substantial experience in prioritizing work 
and successfully meeting deadlines. 

In addition, performed evaluations of the nonclinical toxicology risks of potential in-licensing candidates. 
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Sc ient i f i c  L i te ra ture  Ana lys is  &  R isk  Eva luat ion 

Composed multiple carcinogenesis and reproductive toxicology risk assessments for regulatory submission as 
well as special protocol assessment documents for carcinogenicity study dose selection. 
Responsible for developing toxicology risk assessments/monographs of excipients and impurities in the context of 
the specific clinical route of administration, including non-standard routes such as ocular and intrathecal. Provided 
species-specific risk assessments and permissible daily exposure calculations of potential excipients in non-
clinical formulations. 

Responsible for evaluating the chemical risks of potential and actual small-molecule chemical series in close 
collaboration with project chemists; produced dozens of chemical risk evaluations, including comprehensive 
evaluations for chemical series with high-risk functional groups. 

Primary scientist responsible for developing risk evaluations on the impact of inhibiting potentially druggable target 
genes and biological pathways, based on analysis of existing medical literature and/or databases and other 
publicly available information. 

Drug D iscovery  Tox ico logy  

Successfully represented the preclinical drug safety organization as a liaison on cross-disciplinary discovery 
project teams, responsible for designing early safety strategies to advance lead compounds through the selection 
process and into formal GLP development. 

Biochemis t ry  &  Ce l l  B io logy  

Defined a component of the regulatory mechanism of HTLV-I (Human T-Cell Leukemia Virus Type I) protein 
transcription by examining the complex interactions between the multiprotein HTLV-I Tax / CREB complex and its 
DNA site, utilizing classical biochemical and molecular biology techniques. 
Developed multiple biochemistry and cell biology assays appropriate for a fast-paced, small biotechnology 
company. 
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