Em DMDG Webinar - "Comparison Between the

F|n‘al FDA, EMA, and PMDA In Vl‘tro DDI SEKISU I }X{ XENOTECH
Guidance Documents: Are We Finally

Harmonized?"

Participating scientists

Brian Ogilvie - Vice President, Scientific Consulting

Dr. Brian Ogilvie obtained his Ph.D. in toxicology from the University of Kansas Medical Center and B.A. in molecular
biology from William Jewell College. He joined XenoTech in 1997. From 1999 to 2006 Dr. Ogilvie was the head of the
CYP Inhibition Department at SEKISUI XenoTech. Brian is an author or coauthor on over 50 scientific posters, peer-
reviewed publications and book chapters on the topics of drug metabolism, transport and drug-drug interactions, and
has represented the company as an invited speaker at various drug metabolism conferences. In April 2006, Brian
became a member of the SEKISUI XenoTech Consulting Department, in which he participates in drug-drug interaction-
related R&D projects and authoring various publications, and also writes expert opinions for consulting clients. As Vice
President of Scientific Consulting, Dr. Ogilvie is additionally involved in quality management and strategic planning for
the company in scientifically relevant areas.

Lois Haupt — Principal Scientist, Program Oversight

Lois celebrates her 20th year with SEKISUI XenoTech this summer, beginning as a Scientist | in the Enzyme Inhibition
service group and working her way up to Principal Scientist in Program Oversight. Her expertise spans drug metabolism
research and regulatory compliance, and her specific area of expertise encompasses CYP and UGT inhibition assays
along with data interpretation and follow-up to these studies. Lois obtained her Bachelor of Science in Chemistry from
Creighton University in 1995, and gained experience working as a chemist prior to joining SEKISUI XenoTech. She has
been first or contributing author on multiple peer-reviewed publications and abstracts and has extensive training as a
Study Director as well as areas including GLP standards, technical writing, liquid chromatography, and biostatistics.

Seema Muranjan — Bioanalysis Service Matter Expert

Seema Muranjan serves as Director of the Analytical Services group, managing scientists within the department and
providing expert oversight. Seema leads analytical support for products as well as contract in vitro services and is
responsible for study design and protocol preparation for LC-MS/MS method development and validation, bioanalysis
and metabolite characterization (in vitro and in vivo) services. She has worked in the Analytical Services department
at SEKISUI XenoTech since 2007 and has over a decade of experience with qualitative and quantitative analysis using
several LC-MS/MS platforms (triple/tandem quadrupole, QToF, ion traps) and vendors (Sciex, Shimadzu, Waters) . Her
certifications include GLP compliance, APl Triple Quadrupole Quantitation and Waters Synapt Bio operation and
application. Her extensive experience includes first of contributing author on seven peer-reviewed publications and
she has presented many scientific posters at academic and industry conferences and tradeshows. Seema has a Master
of Science degree in Chemistry from Tulane University, and a Master of Science degree in Organic Chemistry from
Bombay University.

Etsuko Usuki — Metabolism Service Matter Expert

Dr. Etsuko Usuki currently serves as Division Director of Core Services at SEKISUI XenoTech. She received her Ph.D. in
Analytical Chemistry from Virginia Polytechnic Institute and State University, and Bachelor of Science in
Pharmaceutical Sciences from Kobegakuin University in Japan. After working as an Analytical Chemist at Takeda and
Postdoctoral Research Associate at the Harvey W. Peters Center for the Study of Parkinson’s Disease (VA Tech), Dr.
Usuki joined SEKISUI XenoTech as a Senior Scientist for the Drug Metabolism Department in 1998. Dr. Usuki is
responsible for directing the implementation of SEKISUI XenoTech’s quality vision throughout the Program Execution,
Program Oversight and Lab Operations Support teams, with a focus on scientific quality in the lab, interpretation of
data and study oversight.

Andrea Wolff - Transporters Service Matter Expert

Andrea Wolff received her Bachelors of Science with a double major in Chemistry and Biology at Baker University and
she joined the SEKISUI XenoTech team in 1999 and her Graduate Certificate in Science & Technology Management in
2020. She has more than 20 years of experience with GLP and non-GLP in vitro metabolism and transporter studies at
SEKISUI XenoTech. Her experience started as an analyst and then Study Director focusing on in vitro drug metabolism
studies. After over 10 years focusing on in vitro metabolism, her focus shifted to in vitro drug transporter studies,
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serving as a Study Director and then Manager for 5 years. She then expanded her focus, managing drug interaction
studies across multiple disciplines (in vitro drug metabolism, drug transporters, enzyme induction and enzyme
inhibition) and providing guidance to clients on the regulatory requirements for performing in vitro drug interaction
studies. Andrea is now serving as the Director of Service Logistics at SEKISUI XenoTech, managing several core service
support teams that cover protocol writing, report writing, data processing, project management and documents
control. She is responsible for the quality and timelines associated with all contract study deliverables executed at
SEKISUI XenoTech and continues to provide consulting on metabolism and transporter studies.

Pallavi Limaye - Consulting Service Matter Expert

Dr. Pallavi Limaye is a Director in the Scientific Consulting department. She has more than 16 years of academic and
industry experience. Pallavi completed her Ph.D. in Toxicology from The University of Louisiana and her postdoctoral
research in the Department of Pathology at University of Pittsburgh and subsequently at the Department of
Pharmacology, Toxicology, and Therapeutics at University of Kansas Medical Center. Dr. Limaye originally joined
Sekisui XenoTech in 2011 as a Research Scientist and served as a study director for in vitro drug metabolism studies.
Later she served as a study director for regulated nonclinical toxicology and animal health studies at two other contract
research organizations. Dr. Limaye joined Sekisui XenoTech’s consulting team in 2020 and provides consulting on drug-
drug interaction studies for sponsors. Dr. Limaye has published several original research articles in various journals
(Hepatology, Toxicological Sciences among others) and has also contributed a few book chapters in the field of
toxicology and liver pathobiology. Dr. Limaye is also actively involved in scientific societies and currently serves on the
E-Learning Subcommittee of The American College of Toxicology and is the current President-elect of the Central
States regional chapter of The Society of Toxicology.

Becky Campbell — Induction Service Matter Expert

Becky celebrates her 20th year with SEKISUI XenoTech this fall, beginning as a Scientist | in the Enzyme Induction
service group and working her way up to Principal Scientist in Program Oversight. Her expertise spans drug metabolism
research and regulatory compliance, and her specific area of expertise encompasses CYP and UGT induction assays
along with data interpretation and follow-up to these studies. Becky obtained her Bachelor of Science in Biology and
her Bachelor of Arts in Chemistry from the University of Central Missouri and studied toxicology and pharmaceutical
sciences at the University of Missouri-Kansas City School of Pharmacy prior to joining SEKISUI XenoTech. She has
extensive training as a Study Director as well as areas including GLP standards, technical writing, and biostatistics.

Andrew G. Taylor — Technical Director

Dr. Andrew G. Taylor received his Ph.D. from University of California San Diego, Scripps Institution of Oceanography.
He joined SEKISUI XenoTech as a research scientist in 2017, serving as a Study Director in nonclinical drug interaction
contract studies compliance with Good Laboratory in Practices (GLP), OECD Principles of GLP, &/or Japan MOHW GLP
Standards and specializing in drug transport and drug metabolism studies. He became the Technical Support Manager
for services in 2020 and provides valuable guidance to ensure research needs are being met.

Maciej Czerwinski — Consultant

Dr. Maciej Czerwinski currently serves as a Director in the Scientific Consulting department at SEKISUI XenoTech. He
received his Ph.D. from the University of Maryland at Baltimore Medical School in the Department of Pathology. Dr.
Czerwinksi conducted his doctoral research in the Laboratory of Metabolism at National Cancer Institute in Bethesda,
followed by a post-doc at the Department of Pharmaceutics, University of Washington in Seattle. He has been with
SEKISUI XenoTech since 1999 and guides the development of products and services for the in vitro analysis of drug
safety in addition to providing expert consultative services to clients seeking regulatory approval for their
investigational drug. Dr. Czerwinski designed a patented method to analyze the in vitro cytokine-mediated drug-drug
interactions between biologics and small molecule drugs and he is also the inventor of SEKISUI XenoTech’s CryostaX
single-freeze pooled hepatocytes. He has authored or co-authored nearly 20 peer reviewed publications, contributed
to multiple academic books and reviews, and presented at academic conferences and educational webinars on various
topics within drug metabolism and DDI.
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