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Background & Rationale Future Directions
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As Cellares expands from its California operations to a global network of Smart Factories in New Controls
Jersey, Europe, and Asia, analytical methods must transfer rapidly and reproducibly between sites.
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Figure 3. (A) Percent (%) difference between reported vs. measured TruCytes Lymphocyte Subset populations for 2 reagent lots. Color coding indicates performance levels: green (5% difference), Manual QC
yellow (5-10% difference), and red (>10% difference) (B) Coefficient of variation (%CV) of TBMNK sub-populations in cryopreserved PBMC compared to published data. (C) Representative flow plots
for TruCytes Lymphocyte Subsets and PBMC. Instrument Performance Verification System Verification & Assay Workflow

TruCytes™ Lymphocyte Subsets (synthetic
controls developed by Slingshot Biosciences) are
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Figure 5. (A) ScatterBridge™ calibration reagent confirms instrument-to-instrument equivalence. (B) Intermediate CD3+CD4+ (T Helper) 5% 0% 6.9% The Synergy: By combining manufacturer-certified cell mimic controls with the Cell Q automated platform
precision and inter-laboratory reproducibility of TruCyte Lymphocyte Panels. Coefficient of variation (%CV) for CD45+CD19+ (B Cell) 5% 3% 6.4% Cellares can deploy identical analytical methods across our manufacturing network.
intermediate precision testing across two TruCyte reagent lots, alongside percentage differences between Quality
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Establish a site-ready framework for cross-site analytical comparability in flow cytometry QC by
evaluating polymer-based cell mimics (Slingshot Biosciences TruCytes™ Lymphocyte Subset) as
standardized controls across reagent lots, operators, days, and instruments, supporting technology
transfer for multi-site cell therapy manufacturing.

Conclusions

Cumulative Cost Savings IDMO Smart Factories unify automated manufacturing, high-throughput quality control,
integrated digital backbone, and harmonized infrastructure across North America, Asia, and
Europe.

Automation has initial

Synthetic cell mimics developed by Slingshot Biosciences replace donor-driven variability with standardized, traceable QC mplementation costs, but delivers For cell therapy developers, this means audit-ready data, the ability to scale with clinical
slghiticant savings at commercia enrollment, and reliable clinical and commercial supply at the lowest manufacturing cost.

controls, enabling reliable site-to-site comparability at scale. scale, while manual execution

compound hidden costs and risks

Variable Tested Instrument Experimental Day New TruCytes Lot Laboratory Site
Across multiple laboratories, operators, instruments, and days, cell mimics delivered single-digit variability and consistent accuracy to certified specifications. )
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