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Timothy McGovern, PhD, White Oak Regulatory Tox, LLC

Presentation Title: US FDA’s Roadmap to Reducing Animal Testing in
Preclinical Safety Studies: An Overview

Abstract: In April 2025, the US Food and Drug Administration
published a roadmap to reducing animal testing in preclinical safety
studies with an initial focus on monoclonal antibodies. This roadmap
followed on earlier efforts aimed at modernizing toxicology
approaches that improve predictivity and support animal 3Rs
(replacement, reduction, refinement). This presentation will briefly
describe the traditional nonclinical testing strategy employed in
pharmaceutical development, identify some of the earlier FDA
efforts and communications aimed at advancing the predictivity of
toxicology assessments, and discuss the key aspects of the April
2025 roadmap. Highlights from a subsequent FDA workshop
discussing the roadmap will also be discussed.

Bio: Dr. Timothy McGovern is co-founder and a Principal Consultant at White Oak Regulatory Tox, LLC
where he provides regulatory advice and nonclinical support for all aspects of nonclinical drug
development. Tim recently completed a 22-year career at the US Food and Drug Administration (FDA)
where he served as an Associate Director for Pharmacology and Toxicology in the Office of New Drugs
(OND) at the Center for Drug Evaluation and Research (CDER) since 2013. In this role, he was a member
of the Pharmacology/Toxicology Senior Leadership Team within OND where he led numerous ICH and
FDA guidance development efforts and was a standing member of CDER’s Executive Carcinogenicity
Assessment Committee. Other positions include roles as a primary reviewer and supervisor of the
nonclinical review team in FDA’s Division of Pulmonary and Allergy Products and Managing Consultant at
SciLucent, LLC. Tim is also a Past President of the American College of Toxicology, and a Councilor for the
Society of Toxicology Regulatory and Safety Evaluation Specialty Section (RSESS).

‘ Fenna C.M. Sillé, MS, PhD, Johns Hopkins University

Presentation Title: Building the Developmental Immunotoxicity (DIT)
Toolbox: From AOP-Anchored Methods to Qualification and

Regulatory Adoption

Abstract: Developmental immunotoxicity (DIT) testing concerns
assessing the adverse effects of prenatal/early-life exposures on the
developing immune system that alter immune competence across
the life course. This talk lays out the first steps towards a
regulatory-ready toolbox for DIT assessment, based on work by the
International Developmental Immunotoxicity (DIT) Working Group.
Efforts are aimed at anchoring DIT methods in Adverse Outcome Pathways (AOPs) and an updated
physiological map of the developing immune system. The working group has held workshops to identify
reference chemicals for DIT NAMs development (further explored in an ongoing scoping review), and to
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Breanne Kincaid, ScM, PhD candidate, Johns Hopkins Bloomberg School of
Public Health, Center for Alternatives to Animal Testing (CAAT)

Summary: My primary dissertation research utilizes a human-induced
pluripotent stem cell (hiPSC)-derived brain microphysiological system (bMPS)
to assess the developmental neurotoxicity (DNT) potential of metal
mixtures, specifically arsenic (As), cadmium (Cd), chromium (Cr), and lead
(Pb). These metals are prevalent environmental contaminants, particularly in
areas with a history of industrial pollution, and are known to impact
neurodevelopment. However, their cumulative effects, particularly in
mixture exposures, remain poorly understood. My work integrates
structural, functional, and molecular assessments, including neurite
outgrowth analysis, synaptogenesis assessment, calcium transience,
electrophysiology, transcriptomics, and flow cytometry. Additionally, |
employ inductively coupled plasma mass spectrometry (ICP-MS) to confirm metal bioavailability within
our model.

My findings indicate that metal mixtures elicit less-than-additive impairments in synapse formation and
neuronal excitability. By employing a human-relevant in vitro model, my work aims to bridge knowledge
gaps in mixture risk assessment and improve regulatory decision-making by providing mechanistic
insights into chemical mixture toxicology, and inform new approach methods (NAMs) frameworks with
evidence of assay sensitivity. This research has significant implications for reproductive and
developmental toxicology, as it underscores the importance of early-life environmental exposures in
shaping neurodevelopmental trajectories and provides a framework for more human-relevant hazard
assessments.

Bio: Breanne Kincaid is a Ph.D. candidate in the JHSPH department of Environmental Health and
Engineering where her doctoral research integrates computational modeling with in vitro testing in a
human brain microphysiological system to assess the effect of complex chemical mixtures on
developmental neurotoxicity. Breanne previously worked at a public relations and lobbying firm in
Washington, DC, where she directed research and communication on crop protection products, consumer
products, commercially important chemicals, and alcohol.

Caitlin Tressler, Ph.D., Assistant Professor, Department of Radiology,
Assistant Director, Applied Imaging Mass Spectrometry (AIMS)

Presentation title: Lessons From the Trenches: MALDI Imaging
Applications to Organophosphate Exposure

Summary: Organophosphate poisoning by nerve agents, such as sarin,
can lead to chloergenic crisis and death if left untreated. The current
treatment regime includes an oxime, 2-PAM, and atropine. However, it
was previously unknown if 2-PAM was able to cross the blood brain
barrier (BBB). In this study, we use matrix assisted laser desorption
ionization mass spectrometry imaging to demonstrate 2-PAM is able to
cross the BBB regardless of exposure to organophosphates.
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Bio: Dr. Caitlin Tressler is an Assistant Professor of Radiology and Oncology as well as the Assistant
Director of the Applied Imaging Mass Spectrometry Core facility at Johns Hopkins University School of
Medicine. Their research program focuses on studying the effects of organophosphate poisoning on a
humanized mouse model.

Excellence in Service Honorees:

Geoffrey Patton, PhD, honored “for significant scientific
contributions in the field of toxicology in the Washington D.C.,
region.”

Bio: Dr. Patton most-recently worked as a Senior Toxicologist and
Team Leader for the Food and Drug Administration for fifteen years,
up to the GS-14 level and classified as a Toxicologist (0415). His work
involved toxicological risk assessments, modeling, and safety
reviews for chemical contaminants in food contact materials (for
example, packaging, plastics, and articles like conveyor belts). In his
final position he frequently was asked to be Acting Toxicology
Supervisor until the Office’s recent reorganization when he was
tasked with being Team Lead for one of two Toxicology teams in our
Division. Prior to his final position he worked as a health
scientist/toxicologist/risk assessor at the Environmental Protection
Agency for three years. He was a member of the Association of
Government Toxicologists, serving on the Board for six years, and has been a Full Member of the Society
of Toxicology for many years.

Geoff’s Ph.D. Dissertation project focused on cellular toxicology, developing an in vitro cell culture model
of oxidative stress in macrophages. The thesis title is “Measurement of oxidative stress-inducible gene
expression in the rat alveolar macrophage cell line NR8383 as a toxicological model". He has conducted
post-doctoral research in the fields of immunology of asthma, neurobiology, the immunology of drug
abuse, medical microbiology, and oncology. He participated in several Annual Meetings of the Society
for Neuroscience and the Society of Toxicology’s Annual Meetings. In 2018 he took a 3-day training
workshop on physiologically-based pharmacological (PBPK) modeling at Michigan State University and
recently completed Professor Ray Yang’s comprehensive 5-day PBPK modeling course.

Geoff’s specializations include 21st Century toxicological alternative testing methods and he was the
FDA’s Office of Food Additive Safety’s representative to the U.S. Interagency Coordinating Committee for
the Validation of Alternative Methods for over 6 years. He also was the toxicology representative on the
CERES Change Control Board, helping guide improvements and updates to the software and databases
that support Toxicology throughout the Office of Food Additive Safety (OFAS). Also, he was an advisor on
an Office-level PBPK modeling team and an advisor on an NCTR grantee’s (Lumen) PBPK modeling
project.

Working in OFAS, he identified the lack of data supporting the safety for a chemical called HEDP and
served on the post-market review committee for that drug and perchlorate (also used clinically) that
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ultimately resolved the issues regarding food-contact use exposures and the human health risk
assessments and has conducted over 200 chemical safety reviews and related risk assessments. He
completed an assignment as the Center representative to the OECD Expert Group on Good In Vitro
Methods Practices which recently was published as an OECD Guideline. He has an extensive publication
record, frequently being cited both for submissions to OFAS and for research reports. An earlier career as
an environmental scientist provided experience in environmental assessments including toxicological
studies in marine mammals.

Donald Charles (Charlie) Thompson, RPh, PhD, DABT honored “for
continuous efforts in promoting collaboration, community, growth,
and sustainability for our regional chapter.”

Bio: Donald Charles (Charlie) Thompson, RPh, PhD, DABT, retired in
January 2025 after more than 22 years in the Federal Civil Service,
the majority of which was spent engaged in drug application review
within the Office of New Drugs of the U.S. Food and Drug
Administration/Center for Drug Evaluation and Review. Additionally,
he served short stints in the Integrated Risk Information System of
the Office of Research and Development of the U.S. Environmental
Protection Agency and in what is now known as the Food Chemical
Safety group of FDA’s Human Foods Program. He also spent time as a
toxicologist in the private sector, first with the Procter & Gamble
Company and subsequently with Burdock Group Consultants. Prior to
graduate school in toxicology, he worked as a licensed pharmacist in the retail, hospital, and industry
sectors. He and his wife, Maggie, have recently returned to his home state of North

Carolina to be closer to family.

Laura C. Markley, PhD honored “for contributing substantially to
mentoring in the field of toxicology in the Washington D.C., region.”

Bio: Laura is a toxicologist in the Division of Food Contact Substances
within the Human Foods Program at the US FDA where she reviews
premarket notifications and addresses critical post market safety
questions related to food packaging. She has 20 years’ experience in
toxicology and holds a bachelor’s degree in biology from Texas A&M
University — Corpus Christi, a doctoral degree in biochemistry and
molecular biology from the University of Maine, and a postdoctoral
fellowship from the US FDA in CDRH. Laura is a member of the OECD
Genotoxicity Expert Group, steering committee for IWGT, Genetic
Toxicology Subcommittee of the CDER PTCC, OPMAS Genetox Team,
HFP NAMs Working Group and HESI GTTC.




Career Panelists:

Melissa Badding, PhD, DABT, Biologics Consulting Group

Bio: Dr. Melissa Badding is the Director/Team Lead for the Nonclinical
Toxicology team at Biologics Consulting Group. She is a board-certified
toxicologist with expertise in human health risk assessment, nonclinical
regulatory testing, and product safety evaluations. Prior to joining
Biologics, Dr. Badding was a toxicology consultant at Exponent, Inc. where
she specialized in nonclinical testing and safety evaluations for medical
devices. In that role, she assisted clients with regulatory strategies for
product testing, nonclinical study monitoring, data gap analyses, and
toxicological risk assessments of extractables and leachables. She has
extensive experience interfacing with both testing laboratories and FDA
reviewers to support clients in their regulatory meetings and ensure

- reviewer feedback is incorporated into the safety testing for successful
regulatory subm|55|on outcomes. Prior to her consulting career, Dr. Badding performed laboratory
research for over a decade with a focus in the areas of particulate toxicity during her postdoctoral
fellowship at CDC/NIOSH and in non-viral gene therapy during her doctoral thesis work. Dr. Badding
received her Ph.D. and M.S., both in Toxicology, from the University of Rochester and her B.S. in
Biotechnology from Rochester Institute of Technology. Dr. Badding is an active member of the Society of
Toxicology (SOT), Women’s Council on Energy and the Environment (WCEE), and American College of
Toxicology (ACT). She has previously participated in ASTM International committees for standards
development related to pharmaceuticals development.

Corey Green, PhD, Eastern New Mexico University

Bio: My research interests are multidisciplinary and synthesizes basic
biology, behavior, ecology, and biochemistry to create an in-depth
narrative on the negative effects of contaminants to both human and
environmental health. Within the lab, | use animal models commonly
utilized in the assessment of human disease to study mechanisms of
toxicity and their impacts on physiology, abiotic stress response, and
complex behaviors in an effort to answer questions on conservation
and health. In the field, | study a variety of systems and organisms up
to the community level to better understand the impacts of
contaminants on ecosystem health, contaminant cycling, and
remediation.
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Lindsay Holden, Ph.D., DABT, Bergeson & Campbell, P.C.
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Bio: Lindsay A. Holden, Ph.D., DABT®, is a Senior Toxicologist and
Regulatory Scientist with Bergeson & Campbell, P.C. (B&C®). Dr.
Holden has extensive experience in molecular mechanisms of
exposure across a wide range of chemicals and materials. As a
toxicologist with the U.S. Department of Defense, she conducted
numerous human health and environmental hazard and risk
assessments in occupational, hazardous waste, and military base
settings; led teams of researchers conducting basic and early-stage
medical research and development; and advocated for national
security requirements through interagency engagement with EPA.
Dr. Holden has a proven track record of analyzing and anticipating regulatory impacts on project costs,
schedules, and performance outcomes and developing proactive plans to reduce those impacts
throughout the supply chain. Dr. Holden is skilled in data collection and interpretation and has over a
decade of experience designing and conducting studies using in silico, in vitro, and in vivo models
following Good Laboratory Practices (GLP) and Organisation for Economic Co-operation and
Development (OECD) guidelines.

Before joining B&C, Dr. Holden was Toxicology Lead for the Chemical and Material Risk Management
Program, Office of the Deputy Assistant Secretary of Defense (Energy, Installations, & Environmental),
and Chief of the Neuroscience Department Medical Toxicology Research Division, U.S. Army Medical
Research Institute of Chemical Defense. She began her career as a researcher in basic and applied
reproductive and developmental biology research and was awarded a National Defense Education
Program Science, Mathematics, and Research for Transformation (SMART) Graduate Fellowship through
which she was hired by the Army Public Health Center to perform toxicology hazard assessments.

Emily N. Reinke, PhD, DABT, Inotiv, Inc

Bio: Dr. Emily Reinke is a Principal Predictive Toxicologist/Principal
Investigator at Inotiv-RTP, where she provides scientific and
operational support to the National Toxicology Program
Interagency Center for the Evaluation of Alternative Toxicological
Methods (NICEATM). Her primary focus is on development and
acceptance of alternatives for skin and respiratory sensitization and
acute systemic toxicity. Prior to joining Inotiv in 2022, she was a
Biologist in the Health Effects Division at the U.S. Army Public
Health Center Directorate of Toxicology, co-leading the in vitro
screening and toxicity assessments program. Dr. Reinke has served
on review panels with the Defense Threat Reduction Agency, U.S.
EPA, Japanese Center for the Validation of Alternative Methods
(JaCVAM), and on independent peer review panels, as well as
several OECD projects related to sensitization. She served as a Department of Defense representative to
the Interagency Coordinating Committee on the Validation of Alternative Methods (ICCVAM) for seven
years, which included four years as co-chair of the committee.
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Thank you to Our Generous Sponsors:

Gold ($600 or more) T@XS ERVICES

TOXSEI"ViCGS, LLC TOXTCOLOGY RISK ASSESSMENT CONSULTING







