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

Dr. Donna McMillan is a Senior Consultant with ToxStrategies. She is a board-certified toxicologist with more than 
30 years of experience assessing the safety of OTC drugs, cosmetics, and consumer personal care products. A 
member of ToxStrategies’ Foods and Consumer Products group, Dr. McMillan has broad experience in the 
private sector, supporting product safety evaluations and development of global safety strategies for consumer 
products. Her work involves studying novel ingredients and new product categories for oral care, hair care, 
grooming, and use of botanicals and other natural substances in consumer products. 

For a global consumer product developer/manufacturer, Dr. McMillan led a team of experts on human safety to 
develop an overall strategy for the safety assessment of botanical and natural substances (BNS) in consumer 
products, including dietary supplements. Her team established current best approaches for varying exposure 
levels to all the company’s consumer products, as well as guidance for Type 1 and Type 4 Allergy assessments. 
Among her industry roles, Dr. McMillan led the product safety PhD recruiting team, served on a human exposure 
expert team, and sat on the company’s corporate Institutional Review Board. She has published widely in the 
scientific literature since 1984, and regularly presents at professional conferences. 

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  

1986–1988  Postdoctoral work, Department of Pharmacology & Toxicology, University of Arizona, Tucson 
1986 Ph.D. in Pharmaceutical Sciences, University of Nebraska Medical Center, Omaha 

1983 M.S. in Pharmacodynamics & Toxicology, University of Nebraska Medical Center, Omaha 
1980 B.S. in Microbiology (Chemistry minor), University of Central Florida, Orlando 
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P R O F E S S I O N A L  A C T I V I T I E S  

2012–present Member, American Society of Pharmacognosy 

1990–present Member and Diplomate of the American Board of Toxicology (DABT) 
1986–present Member, Society of Toxicology 

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  

Health Care Products 

Designed and implemented US FDA Investigational New Drug (IND) pre-clinical safety programs (up to the 
carcinogenicity studies when the programs were stopped by R&D) for two novel oral care active ingredients with 
reactive chemistry.   
Designed pre-clinical and clinical safety program for a novel oral care product form for tooth whitening. Two 
dossiers on this technology were prepared and submitted to the EU SCCS. A similar dossier was prepared, 
submitted, and discussed with Health Canada and China regulatory authorities. 
Regularly reviewed safety data and set safe exposure levels for flavors (natural and synthetic) in oral care and OTC 
health care products. 

Responsible for new ingredient safety review and pre-clinical safety programs, as well as design of formulation 
clinical safety programs for dentifrice (North America and China), cosmetic mouth rinses (North America), denture 
adhesives (North America), and manual toothbrushes (North America and China). 

Beauty Care Products 

Provided human safety support for experimental R&D hair care projects. Work involved safety assessment of 
novel ingredients intended for either rinse-off or leave-on hair care treatments. Provided safety support for new 
clinical testing methods for efficacy. 

Evaluated formulas and finished product safety testing for potential beauty product portfolio acquisitions. 
Provided global human safety support for marketed and experimental manual blades and razors and shave care 
products. 

Botanical  and Natural  Substance Safety 

Led a global human safety expert team to develop an overall strategy for the safety assessment of botanical and 
natural substances (BNS) in consumer products, including dietary supplements.  
Led team that established a botanical threshold of toxicological concern (TTC) (see Mahony et al., 2020).   

Set standards for determining a history of safe human exposure via food/food additive exposure, and of use as a 
traditional herbal medicine (manuscript in preparation). Created supporting tools for daily food consumption of 
fruits, vegetables, and nuts (based on US and European consumption studies) and a database of the chemical 
constituents of common fruits and vegetables, based on published data.   
Created an in-silico approach to safety of BNS using chemical constituent level characterization (Little et al., 2017; 
Roe et al., 2018).  

Designed a current best approach for Type 1 allergy assessment based on protein content (Troyano et al., 2011) 
and for assessing the Type 4 allergy potential of BNS.  
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