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Evolution of Cancer Treatment
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Falzone et al., 2018

“Cell Therapy”



Cell Therapy in Solid Tumors

Challenges

• Tumor Antigen Heterogeneity:

❑ CAR Engineering: Tumor-associated antigens (TAA)

▪ Diverse expression of TAA from different solid tumor cells → Huge barrier

❑ Different levels of antigen expression at various tumor sites

▪ May impair CAR-t function due to cancer cell antigen diversity

• Trafficking & Infiltration into Solid Tumor Tissue

❑ CAR-t’s return to bloodstream & lymphatics

❑ Barriers to Migration into Solid Tumor cells:

▪ Low/lack of chemokine expression

▪ Dense fibrotic matrix in solid tumors

❑ Immunosuppresive Tumor Microenvironment
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Cell Therapy in Hematological Malignancies

Challenges

• Not suitable for all hematological malignancies

• CAR-t: successful in later line therapy in B-Cell malignancies

❑ Not all CAR-t’s have been successful:

✓ “BELINDA” Trial (Novartis CAR-t) - Phase III in aggressive B-Cell NHL in 2nd line setting

✓ Kymriah® vs SOC (“salvage chemotherapy” followed in responding patients by high-dose 
chemotherapy and bone marrow stem cell transplant)

✓ No EFS benefit with Kymriah®  

• Toxicities:

❑ Lymphodepletion (conditioning chemo): in-patient

❑ Cytokine Release Syndrome:  

▪ Can be fatal

▪ In-patient observation

▪ Limits accessibility of CAR-t to handful of sites in the US
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When to Consider CAR-t in DLBCL?
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NCCN Guidelines: Treatment of DLBCL
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NCCN Guidelines: DLBCL – 2nd line and beyond
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NCCN Guidelines: 3rd line and beyond

10



Response in Patients with Refractory DLBCL

• SCHOLAR-1 (International, Multicohort Retrospective NHL Research Study): 

❑ Data from 2 phase 3 clinical trials

• Lymphoma Academic Research Organization-CORAL and Canadian Cancer Trials Group LY.12 

• 2 observational cohorts (MDACC & University of Iowa/Mayo Clinic Lymphoma Specialized 
Program of Research Excellence)

❑ 636 Patients with Refractory Disease

• ORR 26% (CR 7%)

• mOS: 6.3 months

• 20% 2-year OS
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• Not unusual to see patients 

with CR & PR in salvage 

therapy setting

• Survival benefit is key in 

oncology drug development



Cancer Incidence: 1975 - 2015
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Cancer Mortality Rates: 1975 - 2015
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Pioneering NK Cell Therapy in Solid Tumor Settings
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NKGEN 

BIOTECH
OTHERS

CYTOTOXICITY

NK cells need proper “training” to effectively kill cancer cells

Multiple distinct proprietary feeder cell lines + cytokine cocktail

POTENT, SAFE AUTOLOGOUS NK CELLS 

▪ True outpatient procedure for large number of patients

▪ No lymphodepletion required

▪ Zero risk of GVHD

▪ Repeat dosing without interruption, discontinuation, modification

SOLID TUMOR CLINICAL DATA

Convincing and promising as single agent & combination approach

HIGHEST ACHIEVABLE QUANTITY

Dosing 4+ billion active cells per infusion in clinic

CRYOPRESERVATION

Retain viability and cytotoxicity

Historically, blood and bone marrow transplant experience showed infusion of 

non-activated/non-expanded donor NK cells into patients did not confer much clinical benefit 

Factors Needed to “Build” Successful NK Cell Therapy



SNK Cells: Highly Cytotoxic Activity
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Superior “Educated” NK Cells leading to superior cytotoxicity across 

multiple solid tumor indications 

• Direct Antitumor Effects (lysis)

• Enhances ADCC Activity

• Anti-Cancer Stem Cell Activity → Prevents Distant Metastasis

• Potentially recruit and activate immune cells to tumor environment 



SNK01 Cells: Safe & Well Tolerated with long term dosing
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Autologous Platform: 
• Not Engineered

✓ iPSC may need long term (10-15 years) safety study in Clinical Trials

• Patients own cells

✓ Zero risk of GvHD, even with multiple, repeat, chronic dosing

• Lymphodepletion not required

✓ No “conditioning chemo” needed

✓ Most NK Cell Therapy programs require full or partial conditioning chemo 

(e.g., fludarabine (25 mg/m2, d1–d3) and cyclophosphamide (500 mg/m2 

d2–d3)

▪ Cases of Cytokine Release Syndrome already seen with other platform

▪ Cases of bone marrow suppression (e.g., neutropenic fever) observed 

with other platform



Oncology: Strategic Treatment with SNK
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Neoadjuvant

Recurrence

Relapse

➢ Decrease Disease Burden

➢ Decrease Cancer Stem Cells

➢ Prevent Distant Metastasis

Adjuvant 

➢ Front Line Therapy

➢ Combination or Single Agent

➢ Improve ORR & OS

➢ Prevent Recurrence/Metastasis

➢ Second Line Therapy & Beyond

➢ Combination or Single Agent 

➢ Improve PFS, OS

➢ Prevent Recurrence/Metastasis

Survival Benefit

SNK: Monotherapy or 

Combination

Maintenance

Maintenance

Maintenance

SNK: Monotherapy or 

Combination

SNK: Monotherapy or 

Combination



SNK 01
Highly Promising Clinical Data in patients with NSCLC 

and Sarcoma, especially in heavily pre-treated settings 







SNK Oncology Clinical Development Timeline -

Path to Approval & Commercialization
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Product

2021 2022 2023

1Q 2Q 3Q 4Q 1Q 2Q 3Q 4Q 1Q 2Q 3Q 4Q

SNK01

SNK01 + 

pembrolizumab

SNK01 + AFM24

Affimed partnership

Allogeneic SNK

CAR-SNK

Phase II:  Non-Small Cell Lung Cancer (Korea) 

US01 – Phase I Study: Expansion Cohorts - Pancreatic (maintenance) , Prostate, TNBC → Path for Regisration

Phase I:

Phase II:  EGFR+ tumorsPhase I :  EGFR+ tumors   

Phase I :

IND

IND

BLA

FDA Regulatory SubmissionsDiscussion with FDA for Registrational Path

SNK01: First NK Cell Therapy Expected to  

Be Commercialized



Maximizing NK Cell Therapy Potential
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• Clinical benefit as monotherapy

• Increased PFS with SNK01+ pembrolizumab vs 

pembrolizumab alone in NSCLC

• Targeted therapy with CAR-NK: EGFR, HER2 

settings 

• Safe, well-tolerated, without dose modifications, 

interruptions, or discontinuations

• Safe to combine with pembrolizumab

• Potential to combine with other agents

• Precision/Personalized Medicine

• Harness potential for NK Cell Therapy

• Ability to position in Front Line Therapy, 

Maintenance Therapy, Combination Therapy

Multiple Therapeutic Indications

Safety

Maximizing  SNK Potential
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