
Key Considerations
•Lead compound VAL-083 has been 
previously studied in over 1,000 patients 
in more than 40 clinical trials funded by 
the U.S. National Cancer Institute (NCI) 
and demonstrated activity against multiple 
tumor types, including DelMar’s first target 
indication: GBM. 
•VAL-083 is now being tested by DelMar 
as the first universal treatment for patients 
who fail all currently approved therapies for 
GBM.
•In published NCI studies, VAL-083 was 
shown to have a statistically significant 
impact on median survival in high grade 
glioma brain tumors when combined with 
radiation vs. radiation alone.
•In general, the NCI studies showed that 40 
percent of patients with newly diagnosed 
and recurrent brain tumors treated with 
VAL-083 experienced tumor regression, and 
an additional 20-30 percent experienced 
tumor stabilization. 
•DelMar has demonstrated that VAL-083’s 
cytotoxic mechanism is independent of a 
DNA repair enzyme implicated in resistance 
to first line GBM chemotherapy, Temodar® 
(Merck). In preclinical studies to date, VAL-
083 is active against GBM cell lines where 
Temodar fails. 
•DelMar presented data  at  ASCO 
demonstrating a promising dose-response 
and clinically meaningful improved survival 
in refractory GBM patients following 
treatment with VAL-083.
•A number of recent Wall St. research 
reports have issued on DelMar (Roth 
Capital, Maxim Group, Zacks, SeeThru 
Equity, Seeking Alpha). The share price 
targets are around $4-8 per share. 
•News issuing from DelMar has been 
consistent with its goals. No setbacks have 
been observed. 
•Experienced management and clinical 
teams with successful development and 
commercialization of >20 oncology 
products.

overview
DelMar was formed in 2010 to advance 

the development of VAL-083 in a commercial 

vehicle in a number of different cancers. 
VAL-083 is an ‘old’ molecule on a new 

path, in the sense that it was originally 
developed in the 1970s at the NCI and 
mothballed as other priorities emerged 
and the original in-house champions of the 
program were reassigned or departed. It had 
been tested in more than forty clinical trials 
costing more than $50 million, creating large 
safety and efficacy data bases in a variety of 
cancers.

VAL-083 is highly water soluble, readily 
passes through the blood-brain barrier, and 
accumulates in brain tissue.

VAL-083 is the subject of ten new patent 
applications, which are being prosecuted on 
a world-wide basis. To date, five U.S. patents 
and two international patents have been 
granted to DelMar. In addition, VAL-083 has 
been granted Orphan Drug status in the U.S. 
and Europe for the treatment of malignant 
glioma, making it eligible for accelerated 
regulatory processing and market exclusivity 
benefits upon approval. 

A strategic collaboration entered into in 
2012 with Guangxi Wuzhou Pharmaceutical 
Co. of China provides for the development 
and manufacturing of VAL-083 in China 
where it is currently approved for chronic 
myelogenous leukemia (CML) and lung 
cancer. 

DelMar has received grant funding to 
partially offsetting research costs to support 
expansion of VAL-083’s development focus 
to include major cancer markets including 
NSCLC and lung cancer. 

The CEO of DelMar is Jeffrey A. Bacha, 
B.Sc., MBA. The Company operates from 
facilities in Vancouver and Menlo Park, CA.

vaL-083 CLiniCaL status
DelMar is conducting a Phase I/II clinical 

trial in the United States to evaluate the safety 
and efficacy of VAL-083 in the treatment of 
recurrent/refractory GBM patients. Patients 
enrolled in the trial were previously treated 
with surgery, and/or radiation, if appropriate, 
and must have failed Temodar and/or 
Avastin® (Roche), the current first and 
second line therapies respectively. Most 
have also failed another salvage therapy 
prior to treatment with VAL-083.

DelMar  recen t ly  announced  the 
completion of enrollment in the Phase II 
portion of this clinical trial.  The purpose 
of the Phase II expansion cohort is to gain 
additional information about the safety 
and efficacy of VAL-083 at the selected 
for advancement into registration-directed 
Phase II/III clinical trials (40mg/m2).

DelMar presented data from Phase I 
dose-escalation portion of the trial at the 
ASCO Annual meeting earlier this year. 
The Company confirmed the completion of 
the Phase I dose-escalation portion of the 
trial and presented data supporting a dose 
response trend: Patients receiving a dose 
≥30mg/m2 had a median survival of 9.0 
months vs. 4.4 months at doses <10mg/m2.

Medical researchers strive to treat patients 
with the highest dose possible of a given 
cytotoxic agent: the higher the dose, the 
greater the killing power, limited only by 
the drug’s toxicity. The dose of VAL-083 
administered by the NCI in its GBM efficacy 
trials was 25 mg/m2. DelMar is advancing 
a dose of 40 mg/m2 in an innovative 
dosing schedule that delivers substantially 
higher exposure compared to prior NCI-
sponsored trials (240 mg/m2 vs. 125 mg/
m2 in a 35 day treatment window) with 
no unacceptable safety effects. Observed 
plasma concentrations at 40mg/m2 suggest 
drug levels in brain tissue sufficient for tumor 
activity in vitro. 

DelMar’s current regulatory plan is 
to seek approval in GBM as third line 
therapy for patients who have failed both 
Temodar and Avastin, there are currently no 
approved therapies for these patients. This 

Published by Redington, Inc. for investment professionals. All rights reserved.

Recent Events:  DelMar’s lead compound, VAL-083, sidesteps the treatment-limiting issues of the current standard-
of-care chemo agent for glioblastoma multiforme (GBM) the most common and aggressive form of brain cancer. Data 
from DelMar’s Phase I/II GBM trial presented at ASCO in June 2015 supports VAL-083’s clinical activity and improved 
patient survival at dose chosen for advancement to Phase II/III registration trials. Data presented at recent scientific 
meetings supports VAL-083’s differentiated mechanism and potential superiority to cisplatin against non-small cell 
lung cancer (NSCLC) and ovarian cancer. 

 
Important notice, please read: The information and statistical data contained herein may contain forward-looking statements that reflect the company’s intentions, expectations, assumptions, or beliefs 
concerning future events, including, but not limited to, expectations with respect to FDA and other regulatory bodies approval of new products, technology and product development milestones, the ability of the 
company to leverage its product development and negotiate favorable collaborative agreements, the commencement of sales, the size of market opportunities with respect to the company’s product candidates 
and sufficiency of the company’s cash flow for future liquidity and capital resource needs and other risks identified in the Risk Factor Section of the company’s Annual Report on Form 10-K. We do not undertake 
to advise you as to any change in this information. The forward-looking statements are qualified by important factors that could cause actual results to differ materially from those in the forward-looking statements. 
In addition, significant fluctuations in quarterly results may occur as a result of varying milestone payments and the timing of costs and expenses related to the company’s research and devel¬opment programs. 
This is not a solicitation of any offer to buy or sell. Redington, Inc. acts as the company’s investor relations counsel and its employees or members of their families may from time to time own an equity interest in 
companies mentioned herein.

DelMar Pharmaceuticals, Inc.
(OTCQX: DMPI)

52-Week Range: $0.43-$1.20
Recent Price:  $1.17
Shares O/S: 39.5 Million
Approx. Mkt Cap: $46.2 Million
Fiscal Year Ends: June 30 

Published: November 2015



is an obviously lower hurdle than seeking 
approval as a first or second line therapy. 
In time, and depending on the safety and 
efficacy outcomes of planned clinical trials, 
a change in VAL-083’s label to advance the 
drug into the front-line may be warranted. 
DelMar has already begun establishing data 
to support this move.  

about GbM
According to the Cancer Research Institute 

GBM is the most lethal form of brain cancer. 
There are approximately 16,000 new cases 
in the U.S. each year and 10,000 people die 
annually from the disease.

The currently approved front l ine 
treatment is the chemo agent Temodar 
in combination with radiation following 
surgery. 

Most patients fail to live one year past 
diagnosis and few make it to the three year 
mark. Newly diagnosed patients treated 
with the current standard of care can expect 
a median progression-free survival of 6.9 
months, and a median overall survival of 
14.6 months. The only approved second-
line therapy is Avastin which provides 
marginal benefit.

Standard-of-care Temodar is effective 
in only 40 percent of cases owing to 
the neutralizing effect of MGMT. It was 
approved for GBM in 2005 on the basis of 
a 2.5 months increase in overall survival. 
In 2012 it generated global sales of $917 
million, with roughly half in the U.S. Avastin 
was approved in 2009 on the basis of a 
20-26 percent improvement in progression 

free survival. 2012 U.S. sales of Avastin for 
GBM were $175 million.

VAL-083’s differentiated mechanism and 
its tolerance of MGMT give it the clinical 
credentials to potentially become a universal 
GBM therapy for both newly diagnosed and 
recurring/refractory patients, putting it in a 
position, if approved, to capture a significant 
market share.

other new GbM druGs
What about the new immunotherapeutics 

for GBM? 
The attention accorded immunothera-

peutic companies pursuing indications 
in GBM may be yet another reason why 
DelMar’s Wall St. light remains under the 
bush. Some observers reckon that a suc-
cessful immunotherapeutic would compete 
with VAL-083; in fact, maybe even obviate 
the need for it. Actually, all of the new im-
munotherapeutics in clinical trials today 
are dosed in combination with Temodar 
and until, or if, any are approved as single 
agents, the need for effective cytotoxic 
drugs will remain, meaning there’s a sig-
nificant need for a new agent like VAL-083 
that works where Temodar does not. In fact, 
it is more than intriguing to speculate how 
much better any of the immunotherapeutics 
might do if they weren’t weighed down by 
MGMT’s neutralizing effect on Temodar. 

As a reminder: Temodar doesn’t work 
in the 60 percent of GBM patients who 
express high levels of MGMT, an enzyme 
that prevents tumor cell death by DNA 
cross-linking.
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suMMary Points
• DelMar’s lead candidate VAL-083 overcomes the treatment failure issues that 

plague Temodar, the billion-dollar-a-year gold standard drug from Merck for 
treating GBM, the most lethal brain cancer.

• This potentially makes VAL-083 a universal treatment for all GBM patients, 
including the 60 percent who express high levels of MGMT due to genetics. 

• DelMar confirmed the completion of dose-escalation and presented data 
at ASCO demonstrating a promising dose-response and clinically meaningful 
improved survival in refractory GBM patients following treatment with VAL-083.

• DelMar has completed enrollment of a Phase II expansion trial designed to 
gather additional outcomes data in preparation of initiating a Phase II/III 
registration trial in the USA with VAL-083 as a potential new chemotherapy for 
the treatment of refractory GBM.

• An established diagnostic is commercially available to identify patients who 
are high expressers of MGMT. If used to triage patients to VAL-083, it should 
enhance reimbursement and accelerate acceptance by providers and payers. 

• DelMar has a specific corporate strategy to “up-list” trading in its shares to a 
national U.S. stock exchange. 

• DelMar recently presented promising data at the American Society for Clinical 
Oncology (ASCO), the American Association of Clinical Research (AACR) 
and Society for NeuroOncology Annual Meeting (SNO). Details of these 
presentations can be found on DelMar’s website at www.delmarpharma.com.

• Near term catalysts include, presentations at scientific meetings during 2015 
including, interim data from a Phase II expansion trial in GBM and expansion of 
clinical activities to include the start of Phase II//III registration directed studies 
in GBM during 2016 as well as the initiation of a clinical study in NSCLC in 
2H2015 and a national exchange listing (NYSE-MKT or NASDAQ) for DMPI 
common shares.

a LittLe sCienCe...  
Glioblastoma multiform (GBM), the 

deadliest form of brain cancer, remains 
an especially difficult to treat malignancy. 
Treatment options are few and median 
survival rates are low compared to many 
other cancers. 

The current gold standard drug is Merck’s 
Temodar. It kills tumor cells by methylating 
their DNA resulting in a base-pair mismatch 
upon replication, which in turn results in 
programmed cell-death in the tumor. 

But in roughly 60 percent of the GBM 
patients, the methylation is reversed by 
Temodar’s activation of an enzyme called 
MGMT that repairs the DNA and rescues the 
tumor cell. The result is treatment failure. 

VAL-083 is a chemical cousin of Temodar 
in the sense that it also kill tumors cells by 
attacking DNA (Temador methylates a 
single strand of DNA [monofunctional], 
whereas VAL-083 cross-links the two strands 
[bifunctional]). But VAL-083 doesn’t activate 
the MGMT enzyme nor is it affected by it, 
making its activity universally available to all 
GBM patients, regardless of tumor genetics.

MGMT levels vary by patient based on 
genetics. Low levels apparently have little or 
no effect on Temodar’s activity. However, 
most patients have high MGMT levels which 
neutralize Temodar, but don’t affect the 
activity of VAL-083.

A tissue-based diagnostic test exists to 
measure an individual’s genetic likelihood 
of producing high levels of MGMT. It’s used 
in Europe to decide who should be put on 
Temodar. The test is not yet used routinely 
in the U.S. to guide treatment decisions, 
but the test is available and CLIA approved. 
Currently, all patients in the U.S. presenting 
with GBM are put on a Temodar regimen. 

The diagnostic is expected to be clinically 
adopted for triaging GBM patients if VAL-
083 is approved, much like the HER-2 
gene diagnostic is part and parcel of Rxs for 
Herceptin, Genentech’s blockbuster ($3Bn 
2013 sales) cancer agent.  

For the technical reader...
In real estate, it’s said that location is 

everything. The same is also true for essential 
features of certain drugs, and VAL-083 is 
clearly a case in point. 

VAL-083 is a first-in-class bi-functional 
alkylating agent that owes its cancer-killing 
activity to the targeting of a specific DNA 
base at its N-7 position. This results in the 
DNA cross-linking that kills tumor cells. 
That VAL-083 operates at the N-7 position is 
different from Temodar, which preferentially 
methylates the same amino acid at the 
O6 position in a mono-functional event. 
Methylation at O6 is de-activated by an 
enzyme called MGMT in the DNA repair 
pathway which fixes DNA damage at O6, 
and makes tumors resistant to Temodar. 

VAL-083’s activity is targeted to the N-7 
position, so it doesn’t activate MGMT drug-
resistance mechanisms, making it significantly 
different than Temodar.


