Alyssa N. Birt

Nonclinical Consultant

alyssa@biobirty.com | https://www.linkedin.com/in/alyssa-birt

Summary:

Biotech leader with 15+ years of experience driving cell therapy and biologics programs from
discovery through IND. Proven track record leading cross-functional and development teams to
deliver technical strategies, manage external partnerships, and support regulatory submissions.
Hands-on scientist with expertise spanning research and development, GLP toxicology,
pharmacokinetics and translational studies. Experienced in authoring and reviewing IND sections
and nonclinical reports, managing CRO collaborations, and risk mitigation and management.
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Cross-Functional Collaboration: Experience leading multi-disciplinary R&D teams and
collaborating across CMC, clinical, and regulatory functions. Strong background in strategic
planning, technical operations, and early-stage pipeline expansion.

External Partnerships: Managed CRO and CDMollaborations for IND-enabling studies,
manufacturing support, and technical transfers. Negotiated deliverables and ensured alignment
with program and portfolio needs.

Regulatory Engagement: Contributed to IND packages and regulatory interactions, including
preparation of nonclinical documentation. Experienced in presenting data and strategy to internal
and external stakeholders.

Risk & Project Management: Skilled in risk identification, prioritization, and mitigation
planning across technical and operational domains. Experienced in project planning, resource
allocation, and budget oversight to meet development milestones.

Work Experience:

BioBirty Consulting LL.C May 2025 - present

Principal Consultant

Design and execute preclinical development strategies to enable IND filings for cell therapy
programs.

Interface with academic collaborators and cofounders bridging information from academia to
corporate goals.

Manage CROs for the execution of nonclinical studies such as GLP toxicology, biodistribution,
and DMPK.

Partner with executive leadership to craft scientific narratives, investor presentations, and
strategic summaries supporting capital raises and corporate development.

Develop financial models and R&D budgets to guide investment strategy and support operational
planning from early research through IND readiness.
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Affylmmune Therapeutics, Natick, MA December 2020 — January 2025
Associate Director, Preclinical Development March 2024 — January 2025

Led the execution of functional goals as Head of R&D, overseeing platform development and
cross-functional non-clinical support.

Contributed to non-clinical sections for indication expansion filings, including IND amendments
and Briefing Books for Agency interactions, with a focus on immunohistochemistry, potency
assays, binding affinity assays, and CAR T characterization.

Served as a non-clinical member of the Program Team, identifying program risks and
collaborating with CMC, clinical, and regulatory teams to meet deliverables.

Reported directly to the CEO and represented the Preclinical Development function on the
Executive Team, advocating for employee interests in corporate decision-making, HR policies,
and cultural initiatives.

Expanded AffyImmune's patent estate by identifying opportunities and partnering with counsel to
file or supplement five provisional patents as Associate Director. Developed novel scFv binders
to known tumor antigens, provided proof of concept data for use as CAR T, antibody and
antibody drug conjugates.

Developed and presented materials for scientific advisory board meetings, leading discussions
and contributing to strategic direction.

Represented the company at national conferences, presenting preclinical data to industry
professionals at AACR and SITC.

Senior Scientist, Research and Development July 2022 — March 2024

Led platform development of novel affinity-tuned CAR T for preclinical development including
design, cloning, virus production, and manufacturing of novel constructs.

Developed analytical based assays for testing efficacy and toxicity in tumor and primary cell
lines.

Spearheaded the selection of non-small cell lung cancer as the second indication for AIC100,
organizing and managing a team of on-site and CRO experts to deliver the preclinical data
package.

Provided in vivo modeling and design strategies for R&D, managing CRO relationships to ensure
optimal execution.

Supported CMC and clinical development by leveraging past experience to develop analytical
assays, process improvements, and deepen understanding of the clinical product’s mode of
action.

Managed a team of scientists, fostering their growth and success in a fast-paced, collaborative
environment.

Scientist I, Research and Development December 2020 — July 2022

Led R&D-scale LVV and CAR T manufacturing to advance pipeline projects and in vivo studies.
Established and optimized small scale lentiviral production system and CAR T manufacturing to
allow for higher throughput screening.

First hire with a molecular biology background, established design and cloning capabilities in
house which shortened the time between idea and testing of new constructs.



Researched, compared and managed CROs to support clinical manufacturing of GMP-grade
lentivirus.

Aleta Biotherapeutics, Natick, MA September 2017 — December 2020
Scientist II, Molecular and Cellular Biology March 2020 — December 2020

Researched, designed, and evaluated new constructs for multi-targeted approaches, supporting
both biologics and CAR T cell therapy pipeline projects.

Served as subject matter expert in construct design for biologic and CAR T programs, presenting
to the executive team to inform go/no-go decisions and pipeline prioritization.

Innovated new technologies and protocols by attending conferences, conducting literature
reviews, testing manufacturing processes, and building relationships with new vendors to expand
Aleta’s “toolbox.”

Designed and performed small-scale primary T cell expansions, testing new constructs for
transduction efficiency and efficacy in vitro before scaling up for in vivo testing.

Scientist I, Molecular and Cellular Biology September 2017 — March 2020

Designed and constructed lentiviral vectors for CAR T cell applications, assessing design
feasibility and efficacy.

Optimized and executed small-scale lentivirus production for in vitro characterization in SUPT1
and primary human T cell experiments, enhancing throughput capabilities.

Performed flow cytometry and luminescence assays to characterize fusion proteins for
multi-antigen targeting platforms, guiding decisions on which assets to advance.

Quiet Therapeutics, Lexington, MA September 2016 — July 2017

Senior Associate Scientist, Biology

Designed and optimized plasmid constructs for the company’s first immuno-oncology vectors.

Set up molecular biology assays, including restriction digest cloning, Gibson cloning, Western
blot, ELISAs, and endotoxin assays.

Tested plasmid constructs in vitro for expression using ELISA and flow cytometry.

Assisted in the build out, move and expansion of laboratory space from leased co-lab space to
brand new facilities in Lexington.

Bluebird Bio, Cambridge, MA April 2015 — September 2016

Associate Scientist, Inmunotherapy

Designed and constructed lentiviral vectors to support gene therapy and immunotherapy
platforms.

Produced small-scale lentiviral vectors and transduced human cells for experimentation.
Conducted microculture scale T-cell experiments to test new vector designs.

Developed small-scale mRNA productions for rapid in vitro testing of new targets for the CAR T
program.

Expanded the molecular “toolbox”™ for the CAR T program by investigating alternative promoter
and enhancer systems.



Mascoma Corporation, Lebanon, NH August 2013 - January 2015
Research Associate, Genetic Engineering

» Collaborated with a team to develop genetically engineered yeast strains for biomass-to-fuel
conversion.

» Engineered yeast strains using techniques such as Gibson cloning, electrophoresis, genomic and
plasmid preparation, directed integration, and PCR.

» Assembled, operated, and optimized small-scale fermentations in 96 deep-well plates and 10 mL
mini vials to test engineered strains.

Pennsylvania State University August 2011 - August 2013
Graduated Research Assistant in Dr. Troy Ott'’s Laboratory

» Developed and characterized an immortalized bovine uterine epithelial cell line as a model to
study maternal recognition of pregnancy (~day 20) and the role of interferon tau in triggering
gene upregulation for pregnancy detection in cows.

University of New Hampshire January 2009 — May 2011
Research Assistant in Dr. Subhash Minocha's Laboratory

» Studied regulation and expression of the polyamine pathway.

* Genetically engineered poplar cells utilizing biolistic techniques (gene shooting).
Research Assistant in Dr. David Townson's Laboratory

*  Summer Fellowship was awarded from the Hamel Center for Undergraduate Research.

* Aimed to detect the mRNA expression of FAS during different stages of the estrus cycle in cows
utilizing RNA extraction, cDNA synthesis, and quantitative polymerase chain reaction.
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Education:
Pennsylvania State University, State College, PA August 2013

M.Sc. - Thesis: Development and Characterization of a Bovine Uterine Epithelial Cell Line and the
Effects of Pregnancy on Gene Expression in Peripheral Blood Leukocytes

University of New Hampshire, Durham, NH May 2011
B.Sc. - Thesis: Expression of FAS in the Bovine Corpus Luteum



