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Analytical Capabilities at ElevateBio BaseCamp Utilizing LentiPeak ™
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Development of well-characterized, robust assays are key in the growing field of Cell and Gene
therapy.

With the increasing number of clinical applications and interest in the field, robust, scalable, and cost-
effective platforms for rapid analyfics are needed.

Companies are seeking rapid furnaround fimes to get products to patients faster and ElevateBio
BaseCamp's development of platform analytics support a range of release testing for Cell and Gene
therapy products using our LentiPeak ™ system.

This poster will describe ElevateBio BaseCamp's platform analytical offerings and development
capabilities.

Capabilities at ElevateBio BaseCamp
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Analytical Structure and Team at BaseCamp

Deep expertise in analytical development at leading cell therapy companies with experience across HSCs, T
cells, B cells, NKs and gene therapy modalities

Early-stage assay development through late-stage assay validation and commercialization at leading industry
companies

Deep subject matter expertise in a variety of analytical platforms including but not limited to, flow cytometry,
molecular biology, PCR, cell-based assays including potency, immunoassays, profein-based assays,
biophysical methods, NGS, and microbiology

Dedicated labs for AD and non-GMP testing

Aligned equipment and protocol Is between AD and QC to allow for seamless assay transfers and qualifications
Quality Control has separate labs for cell therapy and viral vector

There are also dedicated microbiology labs, raw material program, and dedicated logistics team

Highlighted Assay Platforms in AD and QC Laboratories
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LentiPeak ™ Qualified Platform Assays

* The AD and QC groups at

Sterility UsP=<71> BaseCamp ElevateBio have worked
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complete analytical control

strategy for partners using our

LentiPeak™ platform. Most

Residual plasmid DNA ddPCR BaseCamp assays are tested on site to
reduce costs and TAT.
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improve turn around times.
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Prequalification and Qualification of a LentiPeak™ Platform Method

Analytical methods are needed to determine product quality. The methods must be scientifically sound and fit for
purpose. Method development builds knowledge on method performance.

For example, an infectious titer assay was developed as an early phase potency method as part of the
LentiPeak™ platform. The goal of the assay is fo determine the genetic change i.e. quantify vector genomes in
the drug substance.

During development, parameters such as cell density, volume, incubation times were assessed prior to
prequalification of the method.
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The design and results of the prequalification inform the design of the qualification.

During prequalification and qualification of the methods, accuracy, precision, linearity, specificity, and
repeatability are assessed.

Once prequalified, the method is seamlessly tfransferred to QC via Basecamp's tech transfer team.
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Case Study: LVV MoA Functional Potency

Vector potency tends 1o be more complicated because there are many other components like selecting a representative cell bank, a suitable target cell, and a representative LVV lot which includes determining a suitable range of

vector. A suitable assay control also needs to be established and an appropriate readout.

As the interaction between the CAR and target cell occurs, signaling cascade events result in expression of cytosolic enzymes and proinflammatory cytokines. The IFNg secretion is the targeted readout. This readout could be

measured by ELISA, MSD, or perhaps western blot. ElevateBio developed an MSD assay for this method.
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Single use aliquofts
Minimizes inter-assay variability

« Analytical methods maintain control of starting materials, in process unit operations, product release testing, and extended characterization, all of which

facilitates consistent production of a safe and efficacious therapeutic.

» ElevateBio uses cutting-edge technology platforms, end-to-end process development and cGMP manufacturing formed by an integrated business model

utilizing industry-leading talent

 We are dedicated to drive the DESIGN and DEVELOPMENT of GENETIC MEDICINES with our PARTNERS aimed at curing diseases.

Requirements: Cytokine release (IFN-g) by ELISA (MoA potency)

%CAR-T Cells
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