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Abstract Cytokine And Chemokine Profile For ADXS11-001 Treated Patient Serum Samples
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and E7 are known to be oncogenes that promote cellular changes in infected
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increase was observed in the level of cytokines (IL-6, IL-8, IL-10 and TNF-a)
and chemokines (MIP-1a, MIP-1B and MCP-1), indicating strong stimulation of
innate immunity. We will report our evaluation of RNA from serum samples Grade 2 Adverse Event Grade 3 Adverse Event Grade 2 Adverse Event Grade 3 Adverse Event
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efficacy, monitor side effects, and suggest more precise toxicity management S 109~ S 100 = 500 y © 5000 /\
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Figure 3. Line plots showing changes in expression of Intracellular Adhesion Molecule-1 (ICAM-1) and Macrophage Inflammatory Protein (MIP-1/) in a subset of clinical samples
Discovery And Validation Overview analyzed thus far in patients treated with ADXS11-001 immunotherapy. Serum samples from a patient with grade 3 AE and from about 50% of patients with grade 1 AE or grade 2 AE
showed ICAM-1 levels above normal range (78-339 pg/ml). Serum samples from patients with no AE showed ICAM-1 levels within the normal range. Also, an 18 fold increase in
MIP-1/4 expression is observed post ADXS11-001 dosing.
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Figure 4. Flow chart showing steps used in the data analysis process. Using the pre- Grade 2 AE 0.56 0.187
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Relative Increase In Cytokines And Chemokines Post-Dose Conclusions
Cytokine/ Relative Fold Relative Fold . . : : . L : : :
Ché/mokines Increase (2h) Increase (4h) > Increase in expression of cytokines (IL6, IL-8, IL10, INF-y and TNF-a) and chemokines (MIP-1a, MIP-13 and MCP-1) indicates activation of innate immunity by ADXS11-001
immunotherapy.
IL-6 34.00 32.68
IL-8 22.50 12.80 > The magnitude of adverse events in patients may be related to the ratio of ICAM-1/ MIP-1p expression in serum samples.
IL-10 28.47 33.78
IL-18 0.57 0.63 —
MIP-1 o 3.00 210 Future Direction
INF-y 2.10 1.80
MCP-1 35.52 23.94 : - . : : : : :
TNF 901 78 » Cytokine profiling of serum samples from other patients in the study who experienced side effects related/ possibly-related to ADXS11-001 immunotherapy.
- . .
TNF-R2 1.94 1.84 » Data analysis to predict treatment response based on cytokine profile.

Figure 2. Serum samples analyzed thus far using ELISA shows relative increase _ _ _ _ _ _ _
in cytokines and chemokines at 2 and 4 hours post dosing. More than a 15-fold » Data analysis to differentiate between patients treated with ADXS11-001 alone or AdXS11-001 + Cisplatin.

iIncrease is observed in the level of cytokines (IL-6, IL-8, IL-10 and TNF-« ) and _ _ _ _ _ _ _ _
chemokine (MCP-1) post-administration of ADXS11-001, indicating strong > Protein array analysis to identify novel biomarkers in serum samples collected from patients treated with ADXS11-001.

stimulation of innate immunity.




