Potency assays are critical for the quality control of personalized T
cell products and ideally will detect useful biomarkers of efficacy in
vVivo.

Here we describe an assay development method for pTTL
(personalized Tumour-Trained Lymphocytes). pTTL originate from
autologous regional lymph nodes (RLN) and is applicable to any
cancer type for which neoantigens can be identified. Selective
expansion of neoantigen specific T cells is achieved by in
vitro stimulation with EpiTCer® beads; paramagnetic beads
conjugated to neoantigen epitopes identified from sequence data
from the patient’s tumour.

For the development of potency assays, here we used surrogate
pTTL (spTTL) made from Plasma Blood Mononuclear Cells (PBMCs)
of healthy pp65-responding individuals and EpiTCer® beads
conjugated to cytomegalovirus pp65 antigen. Parameters selected
may have a clinical application for an adoptive T cell therapy
against colorectal cancer.
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1. Collection of tumour material and peripheral blood samples for
next generation sequencing (NGS).

2. Analysis of NGS data by in house software system _ ] e | ;oaME
PIOR®Manufacturing for neocantigen identification, selection and : oo | | s | 1
ranking.

3. Production of EpiTCer® beads, including coupling of neoantigens
to super-paramagnetic beads.

4. Surgical collection of RLNs and in vitro culture with EpiTCer®
beads in GMP compliant T cell expansion.

5. in vitro potency evaluation of pTTL. IFNg
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Parameters selected using spTTL have the potential to be
applied for the characterisation of pTTL and may be
incorporated as potency assays for clinical application.
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