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Biographies

Brian Roelofs is an Interdisciplinary Lead Scientist in the Office of Product Quality IlI,
Division of Product Quality Assessment XIV, which protects and advances the public
health through the assurance of quality, safety, efficacy, availability, and security of
therapeutic protein and monoclonal antibody products. Dr. Roelofs has worked on
the regulation of biological products for the last eight years with the Office of
Biotechnology Products and the Office of Product Quality Ill. Prior to joining the FDA,
Dr. Roelofs performed postdoctoral research at the University of Maryland Medical
Center and School of Medicine focusing on pharmaceutical interventions in
metabolic disorders as well as connected neurological disorders and stroke.

Dr. Roelofs received his bachelor’s degree from Calvin University, and his Ph.D. in Biochemistry and
Molecular Biology from the Johns Hopkins University Bloomberg School of Public Health. Beyond
assessment, his work passions include increasing efficiency of the review practice and collaboration with
industry. He is currently involved in the Pharmaceutical Quality — Chemistry, Manufacturing, and
Controls (PQ/CMC) initiative and the design of the internal assessment tool KASA (Knowledge-aided
Assessment and Structured Application) effort for biological products. Outside of work, Brian is married
with three kids and two energetic dogs and enjoys science fiction books, birdwatching, and focusing on
whatever activity or sport his family members are engaged in.

Christopher (Chris) Downey is the Director of the Division of Pharmaceutical
Manufacturing Assessment VI in CDER/OPQ’s Office of Pharmaceutical
Manufacturing Assessment (OPMA), serving in this role since May 2022. His
division supports OPQ’s mission of assuring product quality and sterility for CDER-
regulated biologics by assessing microbiology controls and product manufacturing
information presented in BLAs, and by leading and serving as subject experts on
pre-license inspections (PLIs) of manufacturing facilities. Prior to moving into
OPMA, he served in the former Office of Biotechnology Products evaluating
product quality as a Review Chief from 2017 — 2022, a Team Lead from 2014 —
2017, and a Reviewer from 2012 — 2014. Chris holds a PhD in Biochemistry from the University of
Colorado at Boulder was a postdoctoral fellow at the University of Colorado and Georgetown University
Medical Center prior to joining FDA.
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David Doleski has held various positions within Sanofi related to audits, inspection
readiness and regulatory compliance. He is currently Compliance Head of
Vaccines. Previously, he was the Head of the Global Quality Audit group. Dave
served in FDA for over 27 years in leadership positions related to inspection and
review programs for drugs and biologics. He worked in CBER, CDER and Office of
the Commissioner. His last FDA position was Acting Deputy Director for OPF (now
OPMA), an office responsible for pre-approval inspections and application reviews.
Dave has extensive experience with many processes and programs within the
Agency. Prior to his leadership roles, Dave routinely performed pre-approval

inspections and application reviews for biologics and drugs.

Don Henry leads the office of project managers responsible for managing CMC
activities for all CDER regulated applications. He joined FDA in 2008 as a Regulatory
Project Manager in the Office of New Drug Quality Assessment (now part of OPQ)
where he managed pre-market and post-market new drug applications. He has also
served as a Project Manager to facilitate the Quality by Design (QbD) Program for
the office which included leading a QbD assessment pilot with the European
Medicine Agency (EMA). Prior to joining the FDA, Mr. Henry gained experience
working in the pharmaceutical industry managing validation and process
development and scale-up for companies including AstraZeneca (formerly Zeneca),
Biovail Technologies, and Baxter Bioscience. When OPQ was launched, Don served

as the Associate Director for Business Operations in OPRO prior to transitioning to the Office Director
role. Don has a B.S. degree in mechanical engineering from the University of Delaware.
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Gerrit Hamre is a Research Director in Biomedical Regulatory Policy at the
Institute. Gerrit has worked for nearly 20 years in the pharmaceutical industry
with a focus on clinical research, regulatory, and commercial roles. Central to
much of his career work is extensive internal and external stakeholder
engagement to advance innovative, evidence-based healthcare solutions. He has
often worked in the drug development and approval environment. Highlights of
Gerrit’s career so far have included his work in the Food and Drug Administration’s
Office of Legislation and as a Peace Corps Volunteer in South Africa.

Glenn E. Wright is the President & CEO of the Parenteral Drug Association and
serves as Immediate Past Chairman of the Board for the Product Quality Research

Institute. Mr. Wright has more than 35 years of pharma industry experience,
having served in various technical and senior leadership positions at Eli Lilly, Amgen,
and Pfizer. He has extensive technical, regulatory, and quality expertise in
pharmaceutical manufacturing and has served on the PDA Board of Directors,

Science Advisory Board, and Program Advisory Board. In addition, he has chaired

numerous industry meetings, Task Forces, and Steering Committees on topics of
importance for the industry.
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Joe Kutza joined Lilly in April 2023 and is currently a Senior Director in the
Regulatory Policy and Intelligence Group with a focus on CMC issues. He was
previously a Senior Director and Group Manager in the Post-Approval Biologics
Strategy Team in Regulatory Affairs — CMC at AstraZeneca. Dr. Kutza is active in
several professional societies and currently serves on a USP Expert Panel and is a
member of the Board of Directors of CASSS and is the Treasurer of CASSS. Prior
to joining AstraZeneca, Dr. Kutza was an FDA product reviewer and Team Leader
reviewing INDs, BLAs, and related amendments and supplements for monoclonal
antibody products and contributed to development of agency-wide regulatory

policy, and regularly participated in both pre-approval and GMP surveillance inspections as a product
specialist.

Joel Welch is the Deputy Office Director for the Office of Product Quality
Assessment Il in the Office of Pharmaceutical Quality in CDER at the US Food and
Drug Administration. The office performs assessment for both small molecule API
and the product quality aspects (excluding microbiology) for biological products.
He also serves as the Rapporteur for the ICH revision to Q5A(R1) and as the Chair
for the Emerging Technology Program. In his time at FDA, he has also served as a
Review Chief, Team Leader, Primary Assessor and Regulatory Project Manager.
Prior to joining FDA, he spent 6 years in industry supporting late state analytical
development of small molecules.

Keith Lamb joined Lachman in early 2022 and currently leads the Compliance
Practice for Biologics, including Cell and Gene Therapy, and Data Integrity and
Governance. Lachman works closely with an extensive group of highly
experienced consultants providing consulting services to support clients with
compliance, regulatory, and quality related matters for FDA regulated drugs and
facilities. Lachman serves the pharma and biopharma industry for small
molecule, large molecule, biologic products including Cell and Gene Therapies,
and Device MedTech and Veterinary clients.

Prior to joining Lachman, Dr. Lamb enjoyed a 30-year career with GlaxoSmithKline based in the UK and
Us, initially in process development and production focused roles, followed by leadership roles in CMC
product and process development and commercialization, Vice President roles as Compliance Officer
for Global Manufacturing and Supply, and in Product Quality / Quality Assurance. Dr. Lamb directly
supported development and commercialization of monoclonal antibodies, ADCs including chemical and
radiolabeled products, therapeutic proteins, oral solid dose, topical and respiratory products and
devices and cell and gene therapy products. His experience includes quality system development and
implementation, development and implementation of global risk management, governance and
compliance programs, inspection readiness and preparation to support approval and launch of a broad
range of products. Dr. Lamb is based in Pennsylvania, near Philadelphia, and holds a BSc. Hons. in

Microbiology from the University of Surrey, U.K. and a Ph.D. in Pharmacy / Pharmaceutical Sciences
from Nottingham University, U.K.
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Kristen Nickens is a Product Quality Team Lead in the Office of Product Quality
Assessment Ill, Office of Pharmaceutical Quality, Center for Drug Evaluation and
Research (CDER) at the U.S. Food and Drug Administration (FDA). Her regulatory
career began at the FDA in 2013 as a National Institutes of Health-FDA Interagency
Oncology Task Force Fellow in the Center for Biologics Evaluation and Research
(CBER), after which, she joined CDER/OPQ as a product quality assessor in 2014.
Throughout her tenure in the FDA, Dr. Nickens has acquired extensive regulatory
expertise in the lifecycle management of biotechnology products from early-phase
development through post-licensure for products under both 351(k) and 351(a)
regulatory pathways. Dr. Nickens received her Ph.D. in Molecular Medicine with a concentration in
Oncology from The George Washington University’s Institute for Biomedical Sciences in Washington, DC

and completed a post-doctoral fellowship at the Henry M. Jackson Foundation’s Center for Prostate
Disease Research in Rockville, MD.

> Lina Aljuburi currently serves as the Head of Regulatory Science and Policy for
North America within Global Regulatory Affairs at Sanofi. Her career commenced at
the FDA Office of New Drugs, where she developed a robust understanding of the
regulatory and scientific challenges associated with drug development. Following
her tenure at the FDA, Lina joined Merck’s Regulatory Policy team, before assuming
her present role at Sanofi. In her capacity, she is dedicated to fostering
collaboration among industry stakeholders, governmental bodies, patients, and
other key participants to enhance public health. Her efforts are focused on
facilitating the efficient market introduction of safe and effective pharmaceutical
and biologic products, employing both incremental and transformative strategies as needed.

Mary Farbman leads Merck’s Global Quality Compliance Support organization,
which serves as an independent oversight and monitoring organization for GMP
and GDP compliance activities at internal manufacturing sites, contract
manufacturing partners, and suppliers. In addition to audit-related activities,
her team also provides microbiology and sterility assurance expertise as well as
general CGMP consulting services to sites within Merck’s network. Her previous
4 '~ S roles within industry have been at both the site and global levels in various
> ﬂ 7 “ | compliance and auditing functions as well as in the R&D arena; in addition she
held roles in FDA/CDER'’s Office of Compliance as a compliance officer and
microbiology & facility reviewer. Mary is a former Peace Corps Volunteer and holds a doctorate degree
in biological chemistry from MIT.
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Maxwell Van Tassell is a Senior Pharmaceutical Quality Assessor with the Office of
Pharmaceutical Manufacturing Assessment in CDER’s Office of Pharmaceutical
Quality. He received a bachelor’s degree in Microbiology from Virginia Tech and a
Ph.D. in Food Science and Human Nutrition from the University of Illinois Urbana-
Champaign. His research included the development and testing of recombinant
lytic bacteriophage enzymes and model systems for screening novel antimicrobial
compounds in foods. He joined the FDA in 2017 as a Staff Fellow, assessing the
microbiological aspects of Biologics License Applications (BLAs), amendments and
supplements thereof, including the validation of sterilization, aseptic processes,
and microbiological test methods. He has led Pre-License Inspections of pharmaceutical manufacturing
and testing facilities around the world and supported the training of numerous additional inspectors
across the agency. In 2020, he transitioned to his current position, leading a team of primary scientific
reviewers in the microbiological quality evaluation of the manufacturing facilities and process control
strategies of BLAs, providing technical guidance and coordinating team assessments. His work with the
FDA has touched hundreds of licensed/approved products and contributed to industry meetings,
Emergency Use Authorizations, external guidance development, training curriculum design, internal
informatics systems, and the OPQ Emerging Technology Team as a microbiology subject-matter expert.

Roger Nosal is currently Principal Consultant with Roger Nosal PharmaCMC
Regulatory Consultants and serves as Head of Regulatory Strategy for NGT
BioPharma Consultants, a consortium of experienced experts and leaders in
development of pharmaceutical products. For 12 years prior to September 2022,
he was Vice President and Head of Global Chemistry, Manufacturing and Controls
at Pfizer where he was accountable for all global regulatory CMC strategies and
4 applications for innovative products and medical devices.

\ Roger led the development of the CMC regulatory strategy and was responsible

for negotiating clinical and commercial requirements with global regulatory

authorities for authorization/ approval of the first mRNA vaccines to effectively address the COVID-19
virus. From 2018 — 2023 Roger served as Rapporteur for the ICH Quality Discussion Group. He has been
a representative to several ICH Expert and Implementation Working Groups since 1994. Roger was
instrumental in development and implementation of Quality by Design and, in 2013, was awarded the
Pharmaceutical Discovery, Development and Manufacturing Forum Award from AIChE for outstanding
contributions to advancing QbD. Roger’s 41 years of experience at G. D. Searle, Monsanto, Pharmacia
and Pfizer includes 28 years in regulatory CMC and 13 years as a Medicinal and Process Chemist. He is
co-author of 24 patents and has publicly presented and published on a wide variety of regulatory and
pharmaceutical policy initiatives and topics.

Stacy M. Plum joined Syner-G in early 2021 with 20 years of experience as a
biotechnology industry leader in the development of pharmaceutical products with
a focus on protein and cell-based therapeutics, as well as vaccine development. An
entrepreneur at heart, Stacy thrives in driving unique programs into the clinic and
beyond to ultimately benefit the patient. Stacy employs a risk-based strategic
approach guiding successful pharmaceutical development of biologic programs. She
has extensive expertise in leading efforts from early-stage development through
approval with top pharmaceutical and biotechnology companies. She provides
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scientific knowledge combined with extensive command of technical CMC components, regulatory, and
QA requirements.

Stacy’s areas of expertise include the development of plasma protein therapeutics, monoclonal
antibodies, fusion proteins, bispecifics, antibody drug conjugates, gene therapies, cell-based
therapeutics, and vaccines from discovery to various stages of development, including approval. She
uses a phase appropriate approach to foster accelerated development of programs and ensures the
CMC components are sufficient to support regulatory submissions.

Stacy’s previous work experience includes Entremed, Exocyte Therapeutics, Extreme Science, E6, and
Prometic Biotherapeutics (currently Liminal Biosciences). She has a Bachelor of Science in Biology from
Virginia Tech and a Doctorate of Philosophy from Georgetown University. She has generated over 10
successful IND, IMPD, and BLA submissions; and authored 15 scientific publications, 8 patents, and over
20 abstracts.

Thomas Roades is a Policy Research Associate at the Duke-Margolis Institute for

Health Policy. He currently leads the Duke-Margolis ReVAMP Drug Supply Chain
Q Consortium, and has worked on drug supply chain, manufacturing, and drug shortage

issues throughout his time at Duke-Margolis. His work on Duke-Margolis’ Biomedical
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‘ various areas of FDA policy. Prior to joining Duke-Margolis, he received his Master's

" Innovation portfolio has also included public health and pandemic preparedness and
. degree in Public Policy from the University of Virginia.

Tracy Moore has over 35 years of experience in pharmaceutical manufacturing,
distribution, and regulation, gained from working within the industry and for the
GMP Inspectorate of the UK medicines regulator (MHRA), where she reached Expert
Inspector status. During her ten years at MHRA, Tracy played a pivotal role in the
development and implementation of regulations and European guidelines relating to
pharmaceutical manufacture and distribution, including Annex 1, Annex 16 and
Annex 21. Her responsibilities also included the assessment of National Competent
Authorities (as part of MRA work) and managing risk and noncompliance in these
sectors with European and international collaboration, including during the COVID-19
pandemic. Since leaving MHRA, she has provided consultancy and training to the pharmaceutical
industry, National Competent Authorities, and partners.
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Veda Walcott has over 20 years of experience in the Biopharmaceutical industry.
Today, she is responsible for corporate quality systems policy, internal audit
program, supplier quality management, information technology enterprise
systems compliance and regulatory affairs support for a broad product portfolio
across Catalent’s global network of 40+ facilities. She previously served as Vice
President of Quality and Regulatory Affairs for Catalent Indiana, LLC (formerly
Cook Pharmica) from 2007 to 2018 and was responsible for oversight of quality
assurance, analytical services, validation and regulatory affairs for the state-of-
the-art Bloomington, Indiana CDMO facility providing development, mammalian
cell culture, formulation, parenteral filling, inspection, and packaging capabilities. She has extensive
experience in managing Health Authority inspections, supporting design and qualification of major

expansions, and implementing Quality Systems. Veda holds a bachelor’s degree from Indiana State
University in Clinical Laboratory Science, as well as an MBA from Indiana Wesleyan University.
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