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Speaker Biographies

Andrew Byrnes is the Director of the Division of Gene Therapy 1 at
FDA’s Center for Biologics Evaluation and Research. The Division of
Gene Therapy 1 reviews manufacturing of gene therapy vectors,
microbial vectors, cancer vaccines, oncolytic viruses, in vivo genome
editing products, and other products. Dr. Byrnes has 25 years of
experience at FDA in CMC review and regulatory policy for cellular and
gene therapy products. Dr. Byrnes has a background in virology and
gene therapy, and his laboratory at FDA studies gene therapy with
adenovirus vectors.

Brian Canter is an Assistant Research Director on the Biomedical
Innovation team working on policy solutions to improve development,
regulatory review, and evidence generation for broadening access and
availability to medical products. He manages one of the Biomedical
Innovation team's cooperative agreements with the U.S. Food and Drug
Administration (FDA). Brian's portfolio of work spans several key areas
within the biomedical innovation space. As the lead researcher on
regulatory considerations to enable greater competition for biologics,
he has evaluated the value of the interchangeability designation and

_ i i,fﬂ‘ § derived strategies to foster future biosimilar development for cell and
gene therapies. Supporting the Institute's thought leadership to modernize clinical trials, Brian
guides the policy work for the Coalition for Advancing Clinical Trials at the Point of Care. Brian has
also managed several projects within the Institute's regulatory science work, including public
meetings convened with FDA to advance clinical trial innovation and premarket safety analytics. In
addition to biomedical innovation, Brian has done extensive work within the Institute's 21st Century
Public Health and Population Health portfolio. He oversaw a project focused on addressing the
burden of respiratory viruses through reduction of disease transmission. During the COVID-19
pandemic, Brian led the Institute's work to maximize adoption of therapeutics, with a focus on Test-
to-Treat pathways. Prior to joining Duke-Margolis, Brian completed a PhD in Biomedical Sciences
with a focus in Biomedical Engineering from Rutgers University. His thesis research focused on
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utilizing radiation therapy systemically to treat metastatic breast cancer that spread to bone. Brian
also graduated with a Bachelor of Science in Biomedical Engineering from Tufts University.

Alyssa Carter is Senior Director, Regulatory Affairs chemistry,
manufacturing and controls (CMC) at RayzeBio, a Bristol Myers Squibb
Company. RayzeBio is a clinical stage radiopharmaceutical
therapeutics (RPT) company with an innovation-leading position in
actinium-based RPTs including RYZ101, a Phase 3 investigational,
targeted RPT in a global Phase 3 study (ACTION-1) for treating patients
with neuroendocrine tumors (NETs). At RayzeBio, Alyssa is responsible
. for Regulatory Affairs CMC strategy for the company product portfolio.
In addition, Alyssa spearheaded RayzeBio participation in the CMC
: g Development and Readiness Pilot Program (CDRP). Alyssa’s
professional career has been dedicated to industry. While pursuing her MA degree at Northwestern
University, she researched social and economic barriers for health care in the US and attended
coursework in the Master of Biotechnology program. Her passion for radiopharmaceuticals began
when joining Cardinal Health Nuclear & Precision Health Solutions (NPHS), where she developed
and commercialized Positron Emissions Tomography (PET) and Single Photon Emission Computed
Tomography (SPECT) diagnostic products, served as a member of the Medical Imaging & Technology
Alliance (MITA) PET Group Committee, and participated in conferences and industry-lead
interactions with the Agency. Recognizing the potential of RPT, Alyssa joined Clovis Oncology where
she contributed during the development of a theranostic pair. A member of the RayzeBio regulatory
team since 2023, Alyssa is passionate about theranostic development, hoping to positively affect
the lives of patients and their families.

Denise Gavin serves as Director of the Office of Gene Therapy, in the
Office of Therapeutic Products, at the FDA's Center for Biologics
Evaluation and Research (CBER). OGT assures the safety, purity and
potency of gene and related therapies throughout the product lifecycle,
performs cutting edge research on the safety and immunogenicity of
gene therapy products, and engages with innovators to support the
development of safe and effective treatments for patients with serious
medical needs.
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Celeste Frankenfeld Lamm is Senior Director at Merck & Co., Inc.,
where she leads the company’s global CMC policy efforts. She engages
with regulatory authorities, industry peers, and academia on regulatory
and quality topics to foster innovation in pharmaceutical and biotech
manufacturing. Her focus is on identifying pain points that impede
meaningful manufacturing advancements and collaborating across
stakeholder groups to develop practical solutions that deliver more
reliable, efficient, safe, and effective products to patients. Beyond her
policy role, Celeste actively participates in several industry
organizations. She serves on the PhRMA GQM Work Group, co-leads
ISPE’s Product Quality Lifecycle Implementation (PQLI) team, and contributes to the planning
committee for the Drug Information Association (DIA) annual conference. She has also chaired
sessions at the IFPAC Conference for many years and will co-chair the conference in 2025. Most
recently, she served on the planning committee for the National Academies of Sciences,
Engineering, and Medicine (NASEM) workshop on Improving Resiliency in the US Pharmaceutical
Supply Chain. Dr. Frankenfeld Lamm holds a B.A. in Chemistry and Biology from Greenville
University and earned her Ph.D. in Pharmaceutical Chemistry from the University of Kansas.

Neil Ichiro Laruan is the Director of Science & Regulatory Affairs at the
Biotechnology Innovation Organization (BIO), where he leads several
key regulatory and policy initiatives. He oversees BIO’s Manufacturing,
Quality, and Distribution Regulatory Committee, collaborating with
member companies to advance regulatory, policy, and advocacy
priorities that impact manufacturing and global supply chain reliability.
He also directs BIO’s Preclinical Safety Initiative, BioSafe, a forum of
biotechnology experts focused on advancing scientific, regulatory, and
policy issues related to nonclinical development and toxicology. In
addition to his U.S. regulatory portfolio, Neil supports BIO’s
international regulatory work, particularly through the organization’s engagement with the
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use (ICH). He represents BIO’s delegation at ICH and, working closely with member experts,
successfully advanced BIO’s first topic proposal to explore harmonization in the rapidly evolving cell
and gene therapy space. Neil brings a strong project management background to his role, with a
deep appreciation for efficient and streamlined processes. He is particularly passionate about
advancing regulatory frameworks that reduce unnecessary complexity, foster innovation, and
accelerate patient access to transformative medicines. He earned his M.S. in Biotechnology from
Georgetown University, where he remains actively engaged in the graduate program as an industry
mentor, supporting the next generation of biotechnology leaders.
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Claire McCarthy is Senior Director, Regulatory Affairs CMC at Bicycle
Therapeutics. Claire has nearly 20 years of experience in regulatory
affairs, primarily in CMC regulatory affairs. Her experience focusses on
driving robust regulatory strategies and spans pre and post approval
submissions across the globe. Most recently, she has spent the last 3
years building the Regulatory CMC function at Bicycle, supporting CMC
development of the clinical pipeline and growing the team. Claire
received a pharmacy degree at University of Dublin, Trinity College prior
to qualifying as a pharmacist in Ireland. She started her regulatory
career as an assessor at the Irish Medicines Board (now HPRA) in

Dublin. Following a move to the UK, Claire has since held a variety of regulatory roles of increasing
responsibility in the pharmaceutical industry, mostly in CMC regulatory affairs, including at GSK,
Amgen and AstraZeneca.

Steven Oh is the Acting Director of Office of Cellular Therapy and
Human Tissue in CBER, FDA. He oversees product quality reviews,
policy development, and regulatory science research programs
focused on cellular therapy, tissue-engineered products, and
xenotransplantation products. He also heads the bioinformatics
regulatory review group in CBER. His scientific and regulatory interests
include emerging novel technologies in regenerative medicine
therapies and individualized medicine, standards development and
use, and global regulatory convergence in advanced therapy products.
: Dr. Ohhas been with CBER for 18 years and served in the pastas Deputy
Director of Office of Cellular Therapy and Human Tissue, Director and Deputy Director of Division of
Cellular and Gene Therapies, and Chief of Cell Therapies Branch. Before joining FDA, Dr. Oh served
on the faculty of Tufts University School of Medicine. He was trained as a cell biologist and
biochemist at the University of Michigan, Johns Hopkins University School of Medicine, and
Massachusetts Institute of Technology

Thomas Oliver is Director of the Division of Product Quality
Assessment | (OPQAI/OPQ/FDA) and has over 27 years of experience at
the FDA. The Division works on the CMC drug product assessments of
small molecules (INDs, IND Meeting packages, NDAs, CMC
supplements) covering the five clinical divisions in the Oncology Center
of Excellence (OCE). The Division also has two units that work on CMC
assessments of ANDAs, ANDA supplements and Controlled
Correspondences. Dr. Oliver has previous experience with many of
CDER’s clinical divisions; most recently in the anti-infective and

O antiviral areas during the Covid-19 pandemic, working on INDs,
Emergency Use Authorizations (EUAs) and NDAs. He received his B.S. in Chemistry from the
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Pennsylvania State University, his Ph.D in Organic Chemistry from the University of Rochester, and
he completed his post-doctoral studies at Duke University.

Isabella Palazzolo is Senior Director at Intellia Therapeutics, where
she is responsible for regulatory CMC strategy for genome-edited
therapeutics. She holds a degree in pharmaceutical biotechnology and
a PhD in Endocrinology from the Universita degli Studi di Milano, with
academic training in cell biology, molecular biology, and neuroscience.
This foundation has been instrumental in her later work, where she
bridges complex biological mechanisms with regulatory expectations.
Isabella brings 13 years of experience in the biotech industry, including
more than 10 years specializing in regulatory CMC for advanced therapy
\ medicinal products (ATMPs) and biological products. Her experience
spans across small biotech and larger pharma companies. At Intellia, she plays a key role in
developing control strategies for CRISPR-based therapeutics, ensuring alignhment between product
understanding and regulatory frameworks. Isabella is also an associate director for CASSS since
2023, and a frequent contributor to industry associations and workshops, where she shares insights
on the evolving landscape of genome editing and ATMP regulation.

Mahesh Ramandham is the Deputy Director for the Office of Policy for
Pharmaceutical Quality, within FDA’s Center for Drug Evaluation and
Research, Office of Pharmaceutical Quality (OPQ). He joined the FDA
in November 2009 after graduating with his Doctor of Pharmacy degree
from the University of Maryland and his M.B.A. from the University of
Baltimore. Within FDA, he has served in leadership roles in the Office of
Compliance and the Office of Pharmaceutical Manufacturing
Assessment within OPQ. Prior to joining FDA, CDR Ramanadham had
experience in solid oral dosage manufacturing ranging from OTC
products to schedule Il narcotics. Outside of FDA, CDR Ramanadham
continues to practice pharmacy in the community setting to maintain perspective on the clinical
relevancy and impact of FDA’s efforts in pharmaceutical quality.
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?' e Thomas Roades is a Policy Research Associate at the Duke-Margolis

Institute for Health Policy. He works on the Biomedical Innovation
portfolio and has focused on issues including drug supply chain and
drug shortages, public health and pandemic preparedness, and FDA
policy during his time at Duke-Margolis. Prior to joining Duke-Margolis,
he received his Master's degree in Public Policy from the University of
Virginia.

Kimberly Schultz is Director of Division 2 in the Office of Gene Therapy
at FDA’s Office of Therapeutic Products in the Center for Biologics
Evaluation. Division 2 contributes to FDA review, guidance, and policy
development for gene therapies. Kim joined the FDA in 2015 as a
Commissioner’s Fellow to conduct a cross-study analysis of CART cell
CMC data. Prior to joining the FDA, she received her PhD from the
University of Wisconsin and conducted postdoctoral studies at Johns
Hopkins Bloomberg School of Public Health specializing in virology and
immunology.

Jennifer Swisher is a Supervisory Pharmaceutical Scientist in
OPQ/CDER with 19 years of combined research and regulatory
experience at the FDA. As a supervisor, she oversees the scientific and
regulatory assessment of pharmaceutical product quality through the
development, manufacturing process, and control strategy of new
biological and biosimilar products throughout their lifecycle. Dr.
Swisher has extensive experience with expedited programs, having
helped facilitate rapid chemistry, manufacture, and control (CMC)
development of biological products to treat urgent, unmet medical
y .| needsinmultiple rolesin biotechnology assessment as well as through
key contributions to external and inter-agency partnerships such as “Beyond Breakthrough” (Friends
of Cancer Research) and on the Operation Warp Speed Therapeutic Review Committee.
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Cecilia Tami is currently the Head of US Technical Regulatory Policy at
Genentech-Roche. In her role, she leads and executes US CMC
regulatory policy strategies and advocacy plans and external outreach
in technical, regulatory and legislative CMC related topics. Before
joining Genentech-Roche, Cecilia served for over 12 years in the Office
of Biotechnology Products (OBP) in CDER, US FDA, where she held
positions of increasing responsibilities performing and then overseeing
CMC/product quality assessments of regulatory submissions at all
phases of development. Cecilia is currently the co-chair in the BIO
Manufacturing, Quality and Distribution (MQD) Committee and

member of several expert groups in PhnRMA and BIO trade associations.

Ramjay Vatsan is an Associate Director for Regulatory Policy in the
Office of Gene Therapy, OTP in CBER/FDA. He joined CBER in 2006 and
has served as a Team leader in the Gene Therapy Branch, Acting Branch
Chief in the Cell Therapy Branch before taking up his current position.
Prior to joining FDA he had worked in basic and translational research
at National Cancer Institute/NIH and Washington University in St.
Louis. Dr. Vatsan has extensive research experience in viral and
bacterial vector development, gene delivery and cancer
immunotherapy. Dr. Vatsan is an expert in the CMC aspects of Cell and
Gene Therapy and has co-authored several regulatory articles and CMC
guidance documents. Dr. Vatsan represents CBER/FDA as a cell and gene therapy expert in
international forums such as EDQM (European Directorate for Quality of Medicine, ICH
(International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use). He has also been active as a CBER technical expert in assisting with policy development
activities that are of interest to FDA such as Environmental Assessments and Categorical
Exclusions, product sameness determination, and Molecular Targeted Therapy determinations of
Cell and Gene Therapy products.. Dr. Vatsan is an ASQ Certified Quality Auditor and a full-time CMC
Master Reviewer at FDA.

Natalie Ward is currently a Director within the Global Regulatory
Sciences - CMC, Cell Therapy team at Bristol Myers Squibb. Here, she
is the Regulatory CMC lead on arlocabtagene autoleucel (arlo-cel); a
late-stage GPRC5D-directed CAR-T product. Natalie has 19 years’
experience in development of cell and gene therapy (CGT) products
with R&D experience gained during her PhD and postdoctoral posts,
and CMC development experience at GSK where she worked on the
late-stage development of autologous ex vivo gene therapy products,
including STRIMVELIS. Prior to joining BMS Natalie worked within the
Regulatory CMC teams at the UK Cell and Gene Therapy Catapult and
BioMarin supporting early CGT development programs, and Adaptimmune where she supported the
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late-stage development and registration of TECELRA (afamitresgene autoleucel), the first FDA-
approved T cell receptor (TCR) gene therapy. Natalie’s current interests include understanding the
CMC challenges experienced for CGT and other complex products and how these can be mitigated.




