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SUMMARY

Nonclinical Drug Safety Evaluation Scientist and Director with over 25 years of industry,
global pharmaceutical development, contract research, and academic experience in Toxicology,
Safety Pharmacology, and Risk Assessment. In compliance with ICH global development
practices, provides comprehensive, responsive, flexible, and innovative nonclinical scientific
direction. Experienced in strategic drug development program planning/evaluation; CRO
contract negotiations and placement; study design and management; preparation of regulatory
documentation; and agency interactions as nonclinical representative. Knowledgeable of team
based drug development practices, is an effective leader and team member who promotes
cooperative input and innovation. Has specialized experience in the safety assessment of small
molecules and botanically derived drug substances via multiple administration routes including
systemic, oral, subcutaneous, inhalation and dermal application. Has additional expertise in the
identification, development and utilization of unique administration routes and models for drug

evaluation. Specific expertise includes:

e Toxicology, Safety Pharmacology

* Nonclinical Drug Development Program Management

e [CH Compliant Study Design, Monitoring, Data interpretation, Report Preparation
* CRO Liaison: Contracts, Technical Capability Assessment

+ Preparation of Nonclinical Regulatory Documentation

¢ FDA/Regulatory Interaction

¢ In-license pharmaceutical candidate assessment/due diligence

¢ Nonclinical Model Design, Implementation, Data Acquisition/Evaluation
¢ LUnique Administration Routes and Procedures

e Laboratory Management; Safety Pharmacology technology, training

s Technical Writing: position, white papers, SOPs
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EDUCATION

PhD (1991-1995)
Cardiovascular Physiology, Dept. of Zoology, University of British Columbia, Vancouver, BC, Canada

MSe (1989-1990)
Cardiovascular Dynamics, Dept. of Physiology. University of North Carolina, Greensboro, NC

BSe (1975-1979)
Mammalian Physiology, Departments of Physiology and Animal Husbandry, Michigan State
University, East Lansing, MI

VPA (Veterinary Physician’s Assistant) (1976) Licensed, State of Michigan (Lapsed)

PROFESSIONAL EXPERIENCE

PHARMADVANCE CONSULTING, INC

President and Principal Advisor 2004-present
ALLERGAN, INC

Scientific Director, Safety Pharmacology,

Toxicology, Drug Safety Evaluation 2002-2006

Principal Scientist, Safety Pharmacology,
Toxicology, Drug Safety Evaluation 1999-2002

e Managed nonclinical toxicology and safety pharmacology evaluations/risk assessments
(in-house and CRO) in accordance with global ICH regulations and within budget and
timelines to meet project team milestones supporting compounds in development

e Multidisciplinary project team member and external nonclinical representative for safety
pharmacology, toxicology, and drug safety evaluation

¢ Provided specific scientific expertise in systemic, parenteral and dermal toxicology

¢ Recognized for scientific excellence in Safety Pharmacology through innovative
approaches, introduction of new methodologies and direction of activities related to basic
and program-specific research investigations
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