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Forward-Looking Statements 

Any statements contained in this presentation that do not describe 
historical facts may constitute forward-looking statements as that term is 
defined in the Private Securities Litigation Reform Act of 1995 and Canadian 
securities laws. Any forward-looking statements contained herein or made 
in the course of the presentation are based on current expectations, but are 
subject to a number of risks and uncertainties. The factors that could cause 
actual future results to differ materially from current expectations include, 
but are not limited to, risks and uncertainties relating to the Company's 
ability to develop, market and sell products based on its technology; the 
expected benefits and efficacy of the Company's products and technology; 
the availability of substantial additional funding for the Company to 
continue its operations and to conduct research and development, clinical 
studies and future product commercialization; and, the Company's 
business, research, product development, regulatory approval, marketing 
and distribution plans and strategies. These and other factors are identified 
and described in more detail in our filings with the SEC and the British 
Columbia Securities Commission, including our current reports on Form 8-
YΩǎΣ Form 10-vΩǎ and most recent Form 10-K. We do not undertake to 
update these forward-looking statements made by us. 
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Recent Highlights 

ÅCompleted public offering of common stock and 
warrants for gross proceeds of $9.0 million 

ÅCompleted key steps toward initiation of pivotal Phase 
3 trial of VAL-083 as a potential new treatment for 
refractory GBM 

ÅExpanded research collaborations with leading 
academic institutions 

ÅPresented promising research results supporting the 
potential of VAL-083 in the treatment of other cancers 
at leading scientific conferences 
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VAL-083:  A Pipeline In A Product Opportunity 

ÅReadily crosses blood-brain-barrier 
 

ÅApproved and marketed internationally and extensively studied previously at 
the NCI, ECOG and GOG  
 

ÅSafety database:  >1000 patients (safety, PK, efficacy studies) 
 

ÅNovel MOA: DNA interstrand cross-links at N7-position of guanine leading to 
S-phase arrest, DNA double-strand breaks and cancer cell death 
 

ÅBiomarker driven clinical development in GBM improves odds of success 
 

ÅOvercoming chemo-resistance to existing SOC (platinum agents, 
temozolomide) is a unique value proposition for VAL-083 
 

ÅMOA and historic clinical data points to activity across multiple cancer types & 
in combination with multiple cancer agents 
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VAL-083 Development Status 
  Pre-clinical Phase 1 / 2 Phase 3 NDA 

GBM                           

Single Agent:  Avastin refractory                            

MGMT-unmethylated                           

Single Agent:  recurrent disease** (MDACC)                           

Combination  with XRT:  newly diagnosed ** (China)                           

combination with Avastin                           

combination with temozolomide** (Accuraexa)                           

                            

Ovarian cancer (HGSOC)                           

Single Agent:  Platinum-refractory                           

Combination with PARPi                           

                            

Pediatric Cancer                           

Single Agent:  CNS tumors                           

Combination with TOPOi                           

Combination with temozolomide                           

                            

NSCLC                           

Single Agent:  recurrent disease ** (Chinese partner)                           

                            

Bladder Cancer:                             

Single Agent:  platinum-refractory                           

** Partnered programs 
China/Chinese partner=Guangxi Wuzhou  
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VAL-083 in Glioblastoma Multiforme (GBM) 
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GBM Market Dynamics 
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Most common and aggressive adult brain tumor 

- GBM affects 3-5 per 100,000 adults worldwide annually 

- Estimated global prevalence of  ~350,000 
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GBM Treatment Paradigm Has Very Limited Treatment 
Options Across All Disease Stages 

2/3 pts fail 
mOS < 9 mo  
 

No impact on survival 
28% ORR, DOR 5.6mo 

1/3 pts benefit 
mOS = 14.6 mo 

mOS җ мр mo 

GBM Treatment Paradigm  

Unmet Need (1st line) 
In Newly Diagnosed,  
MGMT Unmethylated GBM 

Unmet Need (2nd line) 
Add on therapy to/replace  
Avastin in recurrent pts 

Unmet Need (3rd line/salvage) 
Avastin failures 
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Temozolomide Failure In GBM Is Inevitable Due To 
Multiple Resistant Pathways At Work:  MGMT & MMR 

MGMT= O6-Methyl Guanine DNA-Methyl Transferase   
MMR=mismatch match repair 

temozolomide 

High MGMT 

Treatment 
Resistance 

Cancer Growth 

2/3 

Low MGMT 

MMR 
Deficient 

MMR 
Proficient 

Treatment 
Resistance 

Cancer Growth 

Treatment 
Success, 

Cancer Cell 
Death 

1/3 
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VAL-083 Is More Active Than temozolomide In Both 
MGMT Low And High Expressing Cell Lines  

10 

U251 MGMT Methylated GBM Cell line* T98G MGMT UnMethylated GBM Cell line* 

Å VAL-083 Remains Active while temozolomide (Temodarϰύ ƛǎ inactive in GBM cell lines with 
MGMT unmethylated promoters which have HIGH expression of the MGMT DNA repair enzyme 
 

Å VAL-083 and temozolomide are both active in MGMT methylated cell-lines which have LOW 
expression of the MGMT DNA repair enzyme 
 

Å Surprising VAL-083 maybe more active than temozolomide (lower IC50) even in MGMT 
methylated GBM  

 
*   Hu et al, AACR 2012 
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VAL-083 Is Active Independent of MMR Function 

MMR-deficient 
MMR-proficient 

MMR-deficient 
MMR-proficient 

DelMar Data, WFNOS 2017 

Å VAL-083 is equi-active against both MMR-proficient and MMR-deficient cancer cell lines in vitro 
 

Å VAL-083 anti-cancer mechanism is independent of both major temozolomide resistance 
mechanisms suggesting potential for superior outcomes in the treatment of GBM 
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VAL-083 Has Demonstrated Good Activity in Historic 
NCI-Sponsored Clinical Trials In Newly Diagnosed GBM  

VAL-083 activity vs. current chemotherapy 

XRT + VAL-083 
(Eagan 1979) 

TMZ 
(Stupp 2005) 

Nitrosourea therapy 

BCNU 
(Walker 1976) 

CCNU 
(Reagan 1976) 

ACNU 
(Takakura 1986) 

Med Survival  (months) 16.8 14.6 12.5 13.0 14.0 

Benefit vs. XRT alone (ɲ) 8.4 2.5 2.5 1.2 2.0 

Patient Numbers 42 573 225 63 45 

Line of Therapy  1st-line 1st-line  1st-line 1st-line 1st-line 
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VAL-083:  MGMT-unmethylated GBM 
A Paradigm Shift in the Treatment of Glioblastoma 

 VAL-луоΩǎ ŘƛǎǘƛƴŎǘ ŀƴǘƛ-cancer 
mechanism 

V Biomarker-driven patient selection 
using MGMT methylation status 

V Will create a new survival paradigm 
for the first time in decades 

V Unlocks potential to overcome 
chemo-resistance and surpass 
standard of care 

V Lays the foundation for global 
development to address >$1 billion 
market opportunity as chemotherapy 
of choice in the treatment of GBM 

 13 



Copyright 2017, DelMar Pharmaceuticals All rights reserved 

                        3rd-Line (post-Avastin) GBM 

Å Severe unmet medical need 

Å Clearly defined population ~2500 pts/year US 

Å Phase 1-2 trial suggests VAL-083 survival benefit 

Å Relatively small single pivotal trial required for 
NDA 

Å Accelerated approval speeds market entry 
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                      2rd-Line (post-Temodar) GBM 

Å Current SOC, Avastin shows no survival 
advantage 

Å Clearly defined population ~5000 pts/year US 

Å Phase 1-2 trial  of VAL-083 in more recalcitrant 
GBM pts suggests the agent should be active in 
pts with better prognosis (2nd line) 

 

 

 

 

 

               1st-Line MGMT Unmethylated GBM 

Å 2/3 of newly diagnosed GBM cases 

Å Fixes flaw with front-line GBM SOC; true cure 
possible 

Å International phase I/II study results will be key 

Å Randomized 1st line trial will be needed for full 
approval (Temodar like path) 

Å Significant US market oppy (>10,000 pts/year) 

 

 

 

VAL-083: A Stake In the Ground Across Every Line Of 
Therapy In GBM 
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VAL-083: Go-To-Market Strategy In 3rd Line/Salvage 
GBM Post Temodar And Avastin Failure 

8.35 mo 

Kaplan Meier Survival Curve 
CƻǊ ǇŀǘƛŜƴǘǎ ƻƴ ±![ җ нлƳƎκƳ2/d 

N=22 

Phase I/II Trial for VAL-083 Demonstrates Robust Efficacy Compared To All 
Historic 3rd line/Salvage Treatments Post Avastin/Bevacizumab  

VAL-083 compared to published literature 

Reference 
Post Avastin 

Salvage Therapy 

Median Survival 
from  

Bevacizumab 
Failure 

Rahman (2014) nitrosourea 4.3 months 

Mikkelson (2011) 
TMZ + 

irinotecan 
4.5 months 

Lu (2011) dasatinib 2.6 months 
Reardon (2011) etoposide 4.7 months 
Reardon (2011) TMZ 2.9 months 
Iwomoto (2009) various 5.1 months 

Shih (2016) VAL-083 (n=22) 8.35 months 
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Summary of FDA End of Phase 2 Meeting 
(June 2016)   

Å505(b)2 Strategy agreed upon 

ÅData from Phase 1-2 Trial suggests a dose-
response an potential survival benefit in Avastin-
failed GBM Patients 

- Must be validated with a randomized, pivotal 
trial  

ÅConfirmed dosing regimen suitable for 
advancement to registration-directed trials  

ÅSingle Pivotal Phase 3 sufficient to support NDA in 
Avastin-failed GBM 

ÅDelMar may leverage historical non-clinical and 
clinical data to support NDA filing  under 505(b)2 
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Single Trial in 3rd-Line/Salvage GBM Under 505(B)2  

Phase 1-2: Safety Study of VAL-083 in 
Patients With Recurrent Malignant 
Glioma 
 

Patients have failed Temodar® (temozolomide) 
and Avastin® (bevacizumab) 

ClinicalTrials.gov Identifier:  NCT01478178 
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Pivotal Phase 3 Trial Design 
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** Control efficacy to be independently verified through an ongoing DMPI sponsored longitudinal study of 3rd line agents for GBM 

Å N=180 patients randomized in a 2:1 fashion  

Å Arms of treatment: 2-arms: VAL-083 versus common salvage chemotherapies 

Å Eligibility: patients with histologically confirmed recurrent GBM who have failed both standard 
radiation + chemotherapy (TMZ) and bevacizumab 

Å Primary Endpoint: Overall survival (OS) 

Å Statistical design: The study is 90% power to show a 3 month benefit between VAL-083 and 
control assuming a control efficacy of 3.5 months** 

Å Time to completion: 2 years at 25 centers. 

clinicaltrials.gov:  NCT03149575 
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Phase 3 Clinical Trial Design Assumptions 
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Phase 2 observed med 
OS = 8.35 mo   

4 week wash-out shift 

4 week wash-out = 7.4 mo 

Published Literature: 
2 ς 5 mo med. OS 

1 4 

3.5 mo OS 
Control Assumption 

HR = 0.54; Power = 90% 
2:1 randomization 

125 events requires = 180 patients enrolled 
Trial duration ~2 years  

6.5 mo 
Phase 3 OS 
Assumption 

t0 = Avastin Failure 

VAL-083 
Assumptions 

Control 
Assumptions 
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VAL-083:  Steps to Initiation of Phase 3 
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Summer 
2016 

Fall 2016 Jan ς Apr 2017 
May-Jul 

2017 

ÅCompleted 
Phase 1-2 Trial 

ÅFDA End of 
Phase 2 
Meeting 

ÅASCO 
Presentation 

ÅRFPs sent to 
potential 
contract 
manufacturers 

ÅProtocol 
Development & 
Statistical 
Design based on 
FDA input 

ÅSummary design 
presented at 
SNO 

ÅReview & 
feedback from 
KoLs 

ÅSelection of 
Phase 3 / 
commercial 
manufacturers  

ÅProtocol 
revisions based 
on KoL and 
FDA input 

ÅRFP sent to 
select CROs 

ÅUpdated CMC 
plan submitted 
to IND 

ÅCRO bid 
defense & final 
selection 

ÅProtocol 
revisions based 
on CRO input 

ÅSite 
prioritization 
and contact 

ÅCRO contract 
signed with 
PRAHS 

 

ÅSite contract 
negotiation 

ÅIRB 
submissions 

ÅFDA feedback 
(not required) 

ÅSite initiation 
visits 

ÅOpen for 
enrollment 
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Targeting the Unmet Medical Need For Survival 
Improvement In Second Line GBM/First Recurrence 
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Å Designed to examine whether VAL-083 is active in 2nd line GBM patients with first 
recurrence after Temodar (TMZ) failure 

Å Single arm, biomarker-driven study based on MGMT methylation status  

Å N= 48 (VAL-083 in pts who have failure Temodar but have not been put on Avastin 
yet) 

Å Primary Endpoint: Overall Survival 

- The lomustine arm of the recently published EORTC26101 trial will serve as the 
reference control (2016)  OS = 7.1 mo 

:  Study enrollment ongoing 

clinicaltrials.gov:  NCT02717962 


