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Advancing Biomarker Use in Regulatory Review: 
Evidence, Engagement, and Ecosystem Opportunities 

July 15, 2026 | 10:00 am – 4:30 pm ET | Convene 

Speaker Biographies 

Jeff Allen serves as the President and CEO of Friends of Cancer Research 
(Friends). For over 25 years, Friends has created unique scientific partnerships, 
accelerated policy change, and supported groundbreaking research to deliver 
new therapies to patients quickly and safely. As a key thought leader on issues 
related to the U.S. Food and Drug Administration, healthcare, and regulatory 
policy, he is regularly published in prestigious medical journals and policy 
publications and has contributed his expertise to the legislative process on 
multiple occasions. Prior to joining Friends, Jeff was an endocrinology/oncology 
researcher at the National Institutes of Health and received his Ph.D. in cell and 

molecular biology from Georgetown University. 

COI: Jeff Allen has no relevant financial or personal conflicts of interest to disclose. 

Allyson Berent is a veterinary internist and interventional radiologist with 
extensive experience designing and leading clinical trials in animals with 
naturally occurring disease, translating clinical medical device data to inform 
human therapeutics. In 2014, her daughter Quincy was diagnosed with 
Angelman syndrome (AS), a rare nondegenerative neurogenetic disorder, which 
led Dr. Berent to focus on rare disease drug development. She joined the Board 
of Directors of the Foundation for Angelman Syndrome Therapeutics (FAST) in 
2015 and currently serves as its Chief Science Officer. Through FAST’s venture 
philanthropy model, Dr. Berent co-founded GeneTx Biotherapeutics, advancing 
the first antisense oligonucleotide therapy for AS, which was acquired by 

Ultragenyx Pharmaceuticals in 2022. Dr. Berent is currently Chief Development Officer at AS2Bio, a 
drug development accelerator launched by FAST. At AS2Bio, she helps to lead non-clinical and 
clinical development programs including an AAV gene therapy currently in a Phase 1/2 clinical trial 
for AS, as well as an autologous ex-vivo hematopoietic stem cell gene therapy and an in vivo non-
viral CRISPR-based gene editing program advancing through IND-enabling studies toward first-in-
human evaluation. In addition, Dr. Berent serves as co-director of the Angelman Syndrome 
Biomarker and Outcome Measure Consortium (ABOM), working to advance the development and 
validation of biomarkers and outcome measures to support clinical protocol design in this rare 
population. She brings a unique perspective to regulatory and development discussions, integrating 
scientific, clinical, and patient-centered considerations in decision making for rare disease drug 
development. 

COI: Allyson Berent is an employee of AS2Bio, was the co-founder and equity shareholder of GeneTx 
Biotherapeutics, receives grant funding from NIH, and consults and advises numerous drug 
development initiatives for AS and other NDD programs. 
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Ramona Belfiore-Oshan is the Executive Director of the Duchenne Regulatory 
Science Consortium (D-RSC) at the Critical Path Institute (C-Path). In this role, 
she provides overall leadership, administrative, and scientific oversight of the 
Consortium, which focuses on advancing drug development tools for Duchenne 
muscular dystrophy (DMD) and related neuromuscular diseases. Dr. Belfiore-
Oshan earned her bachelor’s degree in biological science, master’s in molecular 
biology, and Ph.D. in neuroscience from the University of Catania in Italy. Her 
doctoral research centered on neurodegenerative diseases, including 
amyotrophic lateral sclerosis (ALS) and Alzheimer’s disease. She furthered her 

research during a postdoctoral position in neurology at the Icahn School of Medicine at Mount Sinai, 
where she also honed skills in science communication, grant writing, and scientific project 
management. Joining C-Path in 2021 as the Associate Director for D-RSC, Dr. Belfiore-Oshan played 
a pivotal role in supporting the implementation of modeling and simulation work for multiple 
regulatory submissions. Her efforts contributed to the completion of the development of the DMD 
Clinical Trial Simulator, a tool designed to enhance the design of clinical trials for DMD therapies. In 
July 2023, she was appointed as the Executive Director of D-RSC, where she continues to lead 
initiatives aimed at accelerating therapy development to address the urgent unmet medical needs 
in DMD and other dystrophinopathies. Dr. Belfiore-Oshan’s leadership extends to global 
collaborative efforts to advance solutions for DMD and other dystrophies. She has expressed 
enthusiasm for working with scientists and patient advocates around the world to promote 
discussions and mission-driven solutions in the field. Her dedication to advancing research and 
regulatory science in neuromuscular diseases underscores her commitment to improving outcomes 
for patients affected by these conditions. 

COI: Ramona Belfiore-Oshan declares that she has no conflicts of interest related to this public 
workshop. She has no personal or financial relationships that could influence her participation. 

Rob Berlin is the Head of Regulatory Policy at Vertex Pharmaceuticals. Rob 
focuses on supporting innovation in Vertex's portfolio through engagement with 
regulators and advocacy through policy forums and trade associations. Rob 
came to Vertex from GSK where he led the U.S. Regulatory Policy team. Prior to 
working at GSK he was at FDA where he most recently served as the Director of 
the Division of Clinical Policy within the Office of New Drug (OND) Policy, an 
office he helped to establish as a founding member of the leadership team. Prior 
to joining OND Policy, Rob worked in CDRH, FDA’s Office of Policy, and in the 
Office of Chief Counsel. He began his career at Hogan & Hartson (now Hogan 

Lovells Cadwalader). 

COI: Rob Berlin is an employee of Vertex Pharmaceuticals.  He does not have any other conflicts of 
interest.  
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Darcy Frear is a Director of Global Regulatory Policy at BridgeBio, where she 
leads cross-industry collaborations to advance biomarker and patient 
experience data initiatives. Her work focuses on shaping FDA policy and driving 
innovative, patient-centered approaches to rare disease drug development. A 
published author, she is also active in industry policy work, co-chairing 
regulatory committees for both BIO and the Rare Disease Company Coalition 
(RDCC). She brings a blend of scientific rigor, policy insight, and collaborative 
leadership to the evolving regulatory landscape. 

COI: Darcy Frear is an employee of BridgeBio, from which she receives salary and holds equity/stock. 

Nicole Gormley is the founder of Gormley Advisory LLC, an independent 
regulatory consulting practice focused on oncology drug development. She 
brings nearly two decades of federal service to her advisory work, including most 
recently serving as Division Director for the Division of Hematologic 
Malignancies II at the U.S. Food and Drug Administration and as Associate 
Director for Oncology Endpoint Development in the Oncology Center of 
Excellence. During her nearly 15 years at the FDA, Dr. Gormley oversaw drug 
development for multiple myeloma, lymphomas, and chronic lymphocytic 
leukemia, and provided scientific and policy leadership on early endpoint 

development in oncology. She was instrumental in advancing novel endpoints including minimal 
residual disease and championed efforts to improve clinical trial representation. Prior to the FDA, 
Dr. Gormley completed fellowship training in hematology and critical care at the National Institutes 
of Health and served as Deputy Clinical Director at the National Heart, Lung and Blood Institute.  

COI: Dr. Nicole Gormley declares that she has no conflicts of interest related to this public workshop. 
She has no personal or financial relationships that could influence her participation. 

Nicholas R. Harrison leads and contributes to the Duke-Margolis’s policy 
research on biomedical innovation, with a particular focus on cell and gene 
therapies, evidence development, and regulatory science. His recent work 
examines sustainable innovation and access for cell and gene therapies, 
including coverage and payment, post-market evidence, care delivery, and the 
effects of Medicaid policy on value-based payment arrangements. He also 
studies opportunities to improve the development and regulatory use of 
biomarkers. Nicholas has experience leading collaborative research, 
stakeholder interviews, and multistakeholder convenings involving 

policymakers, regulators, medical product developers, payers, researchers, and patient 
organizations. His work translates complex scientific, regulatory, reimbursement, and 
implementation questions into practical policy strategies that support innovation, rigorous evidence 
generation, and patient access. A pharmacologist by training, Nicholas applies interdisciplinary 
expertise in biomedical science and health policy across the Institute’s medical product portfolio. 
His broader work has addressed antimicrobial resistance, drug-development incentives, and health 
care–public health data exchange. He is broadly interested in policies that help evidence-based 
practices and health systems evolve alongside scientific and technological change. 

COI: Nicholas has no conflicts of interest to disclose. 
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Rachele Hendricks-Sturrup Dr. Rachele Hendricks-Sturrup is the Research 
Director of Real-World Evidence (RWE) at the Duke-Margolis Institute for Health 
Policy in Washington, DC, strategically leading and managing the Institute's RWE 
Collaborative and RWE policy research portfolio and education. As a nationally 
and internationally recognized engagement expert, biomedical researcher, 
bioethicist, and policy practitioner, her work explores and directly addresses key 
regulatory and implementation science issues and ethical, legal, & social 
implications (ELSI) at the intersection of health policy and innovation. Dr. 
Hendricks-Sturrup presently serves as Co-Chair of the Association for Clinical 

and Translational Science (ACTS) Regulatory Science Special Interest Group, on the Board of 
Directors for Public Responsibility in Medicine and Research (PRIM&R) and Board of Managing 
Directors for the Academy of Managed Care Pharmacy (AMCP) Research Institute, Professional 
Society for Health Economics and Outcomes Research (ISPOR) Steering Committee, and Program 
Committee (including Co-Chair) for the Drug Information Association (DIA)’s annual RWE 
Conference. She is a Voluntary Assistant Professor in the Department of Informatics and Health 
Data Science at the University of Miami Miller School of Medicine and an active member of the 
Center for Precision Health within the Duke Clinical and Translational Science Institute. She is 
a 2026 Fellows of ACTS (FACTS) Award Recipient, having been recognized for her outstanding 
contributions, leadership, and lasting impact in advancing the field of clinical and translational 
science. 

COI: Dr. Hendricks-Sturrup has no conflicts of interest to declare. 

Steve Hoffmann is the Senior Vice President and Chief Preclinical Officer at the 
Foundation for the National Institutes of Health (FNIH). He provides strategic 
planning, business development, and programmatic management of a multi-
faceted portfolio of established and emerging public-private partnerships that 
accelerate biomedical research through collaboration among government, life 
science companies, academia, and patient communities. His work focuses on 
advancing biomarkers, clinical research innovation, and cross-sector initiatives 
that improve health outcomes and support the development of new therapies. 
Steve has a broad background in the academic, government and life science 

sectors in the field of translational biomarkers, molecular immunology and precision medicine. Prior 
to joining FNIH, Steve worked as both a project and product manager, supporting protein diagnostics 
development at Meso Scale Discovery (MSD). Before MSD, Steve was a scientist in the 
Transplantation and Autoimmunity Branch of the National Institute of Diabetes & Digestive & Kidney 
Diseases (NIDDK) and led research efforts utilizing immune depletion and co-stimulatory blockade 
strategies for human renal and islet cell transplant trials. Steve holds a MS degree in Pathology and 
Laboratory Medicine from the University of North Carolina at Chapel Hill and a BS degree in 
Biochemistry and Biophysics from the University of Pittsburgh. 

COI: Steve has no conflicts of interest to declare. 
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Rasika Kalamegham is Head of U.S. Regulatory Policy and Intelligence at 
Genentech, a member of the Roche Group. She joined Genentech in 2015 
bringing considerable, scientific, regulatory and policy experience to her role. 
She oversees all FDA related policy work related to the pipeline and serves as 
the principal representative to Congressional and advocacy relations for 
regulatory policy. A geneticist by training, she studied cell-fate specification at 
the National Institutes of Health (NIH). She then worked in increasingly senior 
regulatory policy positions at Friends of Cancer Research (FoCR), The Pew 
Charitable Trusts and The American Association for Cancer Research (AACR) 

before joining Genentech. She plays an active role in many trade groups like BIO (Chair, AI taskforce), 
DTRA (Chair, Regulatory Council), PhRMA, and others. Her work has led to several important 
regulatory policy outcomes including FDA guidances, passage of the Generating Antibiotics 
Incentives Now or GAIN Act, President Biden’s Cancer Moonshot Initiative, Research to Accelerate 
Cures and Equity (RACE) Act for Children, Food and Drug Administration Reauthorization Act 
(FDARA), FDA User Fee Reauthorization Act of 2022, Food and Drug Omnibus Act (FDORA) 2022 and 
others. She is widely published in peer reviewed journals, has authored several book chapters and 
is a sought after speaker at conferences. She is based in Washington, DC. 

COI: Rasika Kalamegham is an employee of Genentech, a member of the Roche Group. 

Amanda Klein is the founder and principal consultant of Biomarker Solutions 
LLC, where she provides strategic regulatory guidance on biomarkers, 
diagnostics, drug development tools, and innovative technologies. An 
internationally recognized regulatory scientist, she specializes in biomarker 
qualification, surrogate endpoint development, evidentiary standards, 
translational science, and regulatory policy. Her work focuses on helping 
organizations develop fit-for-purpose evidence that supports regulatory 
decision making and accelerates therapeutic innovation. Throughout her career, 
Dr. Klein has built and led cross-sector collaborations that bring together 

regulators, industry, academia, patient organizations, and nonprofit partners to address complex 
scientific and regulatory challenges. She has contributed to numerous biomarker qualification and 
regulatory science initiatives with the U.S. Food and Drug Administration (FDA) and the European 
Medicines Agency (EMA). Among her most notable accomplishments, Dr. Klein led and authored the 
first qualified endpoint in kidney transplantation, resulting in an EMA Qualification Opinion, and led 
the only FDA-accepted Qualification Plan for a reasonably likely surrogate endpoint in kidney 
transplantation. Her expertise spans regulatory strategy, evidence generation, stakeholder 
engagement, and scientific communications, with a passion for translating emerging science into 
practical solutions that improve the drug development process and ultimately benefit patients 

COI: Dr. Amanda Klein declares that she has no conflicts of interest related to this public 
workshop. She has no personal or financial relationships that could influence her participation.  
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Valerie J. Parker is an Assistant Research Director at Duke-Margolis, where she 
manages one of the Institute’s cooperative agreements with the U.S. Food and 
Drug Administration as well as oversees a core workstream of the institute’s 
Real-World Evidence Collaborative, focused on international regulatory efforts 
to harmonize real-world data and real-world evidence standards. During her time 
at Duke-Margolis, Valerie has collaborated and led projects on a range of topics 
including artificial Intelligence; digital health and data; rare diseases; and 
pharmacology. In addition to her work with the institute, Valerie has worked with 

Amgen Inc. as a manager on their Global Regulatory and R&D team, where she assessed and 
collated international regulator responses to COVID-19 clinical trial standards and laboratory 
developed tests. She began her career at Epic Systems Corporation where she worked as an 
implementation project manager. In this capacity, she was able to see first-hand health systems in 
action and how health care data is collected and stored. Valerie holds an MS in Global Health and a 
BA in Cultural Anthropology from Duke University, and she is an active member of the Duke alumni 
community. 

COI: Valerie declares that she has no conflicts of interest related to this public workshop. She has 
no personal or financial relationships that could influence her participation. 

Sraboni Sarkar is the Global Medical Affairs Lead for Neurology at Roche 
Diagnostics Solutions, Switzerland. She holds a doctorate in molecular biology, 
focusing on neuro-immune pharmacology. For the past 10 years, she has been 
working at Roche Diagnostics, gaining extensive experience across various 
functions and disease areas. Her expertise as a Medical Affairs Lead lies in the 
clinical implementation of high-medical-value diagnostic assays. 

 
COI: Sraboni Sarkar is an employee of Roche Diagnostics 

Julie Tierney is a principal attorney with Leavitt Partners based in Washington, 
D.C. with over 25 years of experience in FDA law and policy. Before joining Leavitt 
Partners, Julie served as the FDA chief of staff, during which time she managed 
multiple public health crises and oversaw the daily management of the agency 
and major cross-cutting agency activities. Julie most recently served as deputy 
director of FDA’s Center for Biologics Evaluation and Research, where she led the 
center’s policy and legislative engagements related to complex biologics such as 
cell and gene therapies, vaccines, and blood products, cross-agency rare 
disease efforts, including the launch of the FDA Rare Disease Innovation Hub, 

and other strategic initiatives. During her tenure at FDA, Julie helped shape solutions to some of the 
most challenging regulatory and legal issues, including those related to rare disease product 
development and FDA’s expedited programs such as accelerated approval, breakthrough 
designation, and regenerative medicine advanced therapy designation, as well implementation of 
novel programs such as qualified infectious disease product designation, the drug development 
tools/biomarker qualification program, and platform technology designation. She received her B.A. 
from Johns Hopkins University with a double major in Biology and History. Julie received her J.D. from 
Georgetown University Law Center. 
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Pujita Vaidya is a regulatory science and policy leader with more than 14 years 
of experience advancing Patient-Focused Drug Development (PFDD) and the 
use of patient experience data to enhance medical product development and 
regulatory decision-making. She serves as a Regulatory Science and Policy 
Director at Sanofi, where she leads efforts to advance policy topics including 
novel endpoints, innovative approaches, AI, model-informed drug development 
and PFDD implementation; partners with cross-functional teams to embed 
PFDD and other policy principles across development programs; and 
collaborates with regulators and external stakeholders to advance policy 

priorities. Prior to joining Sanofi, Pujita spent more than seven years at the FDA, where she served as 
CDER's expert on PFDD and Director of the Decision Support and Analysis Staff. In this role, she 
helped shape the agency's PFDD program and the development and implementation of CDER's 
Benefit-Risk Framework, led the development of foundational policies and guidance, and advised 
senior FDA leadership on strategies to systematically incorporate patient input into regulatory 
decision-making. She also held roles at Novartis and Amgen, where she continued to advance 
regulatory policy priorities and development strategies. Pujita holds a bachelor's degree in 
Biochemistry from Wheaton College and a Master of Public Health from the Johns Hopkins 
Bloomberg School of Public Health. 

COI: Pujita Vaidya is an employee of Sanofi. Pujita holds company stock as part of standard 
employee compensation. 

Issam Zineh is Director of the Office of Clinical Pharmacology (OCP) at the U.S. 
Food and Drug Administration (FDA). He has held various leadership positions 
at FDA including as Associate Director for Genomics (2008-2012), Co-Director 
of the CDER Biomarker Qualification Program (2009-2015), voting member of 
the CDER Medical Policy and Program Review Council (2016-present), and Co-
Director of the CDER Translational Science Team (2023-present). Dr. Zineh also 
leads CDER’s Model-informed Drug Development (MIDD) Program, is Executive 
Board Chair of the CDER Quantitative Medicine Center of Excellence of which 
he was the founding member, and leads both the CDER Fit-for-Purpose Initiative 

and CDER’s New Approach Methodologies (NAMs) Coordinating Committee. He is a recognized 
expert in the fields of drug development and evaluation, translational and experimental medicine, 
clinical pharmacology, pharmacotherapy, and precision medicine. Dr. Zineh leads a staff of ~300 
regulatory, research, policy, and program/project management staff in FDA’s efforts to enhance 
drug development, optimize pharmacotherapy, and promote innovation. He is also past president of 
the American Society for Clinical Pharmacology and Therapeutics (ASCPT). Prior to her government 
service, Julie practiced food and drug  

COI: Dr. Zineh has no conflicts of interest to declare. 

Jad Zoghbi is a leader in bioanalytical sciences and biomarker development with 
more than 20 years of experience advancing drug development across the 
biotechnology and pharmaceutical industries. He currently serves as Head of 
Biomarker Bioanalytical Sciences at Biogen, where he leads bioanalytical and 
biomarker strategies supporting clinical development programs. Jad's expertise 
spans large-molecule bioanalysis, immunogenicity assessment, biomarker 
development, and translational science. Before joining Biogen in 2022, he held 
scientific leadership roles at leading biopharmaceutical companies, including 
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Sanofi, where he contributed to the advancement of clinical bioanalysis and biomarker applications 
across multiple therapeutic areas. He is internationally recognized as the inventor of the patented 
PandA immunogenicity methodology and has contributed extensively to industry best practices in 
bioanalysis and biomarker science. Jad has authored numerous scientific publications and industry 
white papers, participated in global bioanalytical working groups, and is a frequent speaker at 
scientific conferences. Through a collaborative and innovation-driven approach, Jad works across 
multidisciplinary teams to accelerate biomarker-enabled drug development and improve outcomes 
for patients worldwide. 

COI: Jad is an employee of Biogen and holds stocks and/or stock options in Biogen. Jad is also part 
of the American Association of Pharmaceutical Scientists (AAPS) Translational and Clinical Sciences 
Community, and the opinions expressed are his own, informed by community discussions, and may 
not represent a consensus position of AAPS. 

Funding Disclosure: This workshop is being convened as part of a policy research project sponsored by 
the Biotechnology Innovation Organization (BIO). 
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