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Treating the root cause of HPV 
induced Head and Neck cancer



80% of us are exposed to the Human 
papillomavirus (HPV) in our lifetime

HPV is the leading cause of viral associated 
cancers (5% of all Cancers Worldwide)

Over 640,000 Head and Neck Cancers 
Annually

330,000 Deaths Each Year

Worldwide incidence
The Unmet Need
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JNCI Cancer Spectrum, Volume 2, Issue 4, October 2018, pky045



Head and Neck Cancer Treatment
30-50% will recur
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Radiation Therapy

Chemotherapy

Cetuximab is used upon recurrence
($82,000 for 18-week treatment) 

Immunotherapy – PD/PDL-1 Inhibitors 



Market size –
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second line Indication

Approximately $2 Billion Worldwide

Toragen opportunity could approach $200 Million Annually 

In the U.S. – Orphan Drug Designation



Treating the root cause by 
targeting hpv oncogenes

TGN-S11 Selectively Targets HPV Oncogenes

Reformulating an already FDA-approved Drug

Enter market in half the time

IP-protected Pipeline
1 Centers for Disease Control and Prevention., July 8, 2016 

Human Papillomavirus (HPV 16) Oncogenes 
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HPV E5 Oncogene confers worse 
patient outcomes
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HPV-associated Cancers
- Targeting E5 with TGN-S11

Toragen - Confidential 4

! HPV E5 directly binds to MHC Class I and
downregulates surface expression of MHC.

! HPV E5 also inhibits antigen processing and
tumor antigen presentation.

! This directly limits the ability of T-cells to
detect and kill HPV+ tumor cells.

! Potential to enhance activity of existing
approved immunotherapy agents including PD-
1 blockade

HPV E5 Function

Miyauchi et al., Cancer Res. 2020 Feb 15
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High expression of the HPV E5 
oncogene confers worse Overall 
Survival in Head and Neck Cancer 
Patients

Toragen Research Data

Miyauchi et al., Cancer Res. 2020 Feb 15



Single agent anti-tumor activity of TGN-S11 in multiple 
murine head and neck models

Toragen Lead Compound – TGN-S11
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Accomplishments
- we are executing

$450,000 of Angel Capital raised 

Licensed Drug from UCSD & Filed PCT Patent 

Developed our Fast to Market Regulatory Strategy 

FDA agreed to our 505(b)(2) Strategy



Inflection point
seek to raise $10 million in Series A round – 2-3 year runway

2020 1H 2021 2H 2021 1H 2022

TGN-S11
Orphan Drug  

Application for 
HPV-HNSCC 

Successful
Pre-IND 

Meeting for 
TGN-S11

TGN-S11 
IND 

Filing

Initiate
TGN-S11 

Bridging Study
in Normal 
Healthy 

Volunteers

TGN-S11 
API Source 

Secured 
(EU)

Initiate 
TGN-S11 

Expansion Phase of Ph 
1b in patients with

HPV-associated 
Tumors

TGN-S11 
GMP 

Manufacture

TGN-S11 
Patent 
Filing

Phase 1a 
TGN-S11 

Data 
Readout

Phase 1b 
Patient MTD 
Initial Data 

Readout

Initial preclinical 
data on novel 

compound

Initiate TGN-S11 
Phase 1a

Clinical Trial in 
patients with 

HPV-associated 
Tumors

TGN-S11 
IRB 

Submission



Development Team

Andrew Sharabi, MDPhD
Founder and CEO
Specializes in treating 
Head & Neck Cancer

Rick Lumpkin, PhD
Director of R & D
Over 30 yrs of 
early-stage biotech 
experience

Anita Busquets, CFO
Experienced startup 
executive
7th company

James Kanter, PhD
Chemistry 
Manufacturing 
expert

Elizabeth Vadas, PhD
Formulation Expert
Lead Developer at 
Merck

Roger Dilts, PhD
Development
Expert in assays development to 
choose development candidates

John Reiner, PhD
Chemist
Enantiomer/SAR Lead



advisors

Jeff Hartlin
Outside Counsel

Ezra Cohen, MD
Clinical Advisor

Dennis Carson, MD
Scientific Advisor

John Major
Board Member

Daniel Solorio
Regulatory Ops

Michael Swit
Regulatory Counsel

Faye Hunter
Licensing



In summary
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Clinical Stage Ready Company 

Novel IP and Research Pipeline

Technology designed to enhance PD-1 inhibitor drugs

Seeking Orphan Drug Designation in US

Significant Market ~ $2 billion



Thank You!

For more information please Visit

www.toragenbiotech.com

contact us at:

inquiries@toragenbiotech.com
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http://www.toragenbiotech.com



