
Key Considerations
•Sunesis  has a lead compound 
(vosaroxin) on a short path to approval 
in Europe, and three high-value, earlier 
stage cancer-directed programs.
•Success fu l  complet ion of  the 
European approval process could lead 
to marketing approval of vosaroxin by 
1Q 2017 in AML, a virulent form of 
leukemia most prevalent in people over 
60 years of age. Relapsed refractory 
AML has seen no new therapies in over 
40 years.
•Market opportunity for vosaroxin in 
the EU is growing and could exceed 
$500 million annually.
•Sunesis is  evaluating eff icient 
regulatory paths forward in the U.S. 
and outside the EU. 
•Sunesis’ most advanced kinase 
inhibitor program is out-licensed to 
Takeda-Millennium, with potential pre-
commercial milestones (up to $57.5 
million) and royalties. Key data is due 
later in 2016. 
•The two other kinase candidates 
are wholly owned by Sunesis. Most 
advanced is a next generation BTK 
inhibitor, one of the newest drug classes 
in treating B-cell mediated cancers, and 
an area where two recent blockbuster 
agreements were signed. 
•A 1:6 reverse split of Sunesis’ common 
shares was effective September 7, 2016.   

overview
In 4Q 2014, Sunesis announced results 

from the Phase 3 VALOR trial of its lead 
compound vosaroxin in combination 
with cytarabine for the treatment of 
patients with AML. The trial narrowly 
failed to meet its primary endpoint of 
overall survival.

The vosaroxin-cytarabine treatment 
arm produced a median overall survival 

of 7.5 months vs. 6.1 months for the 
placebo-cytarabine control arm, with a 
p value of 0.06, just short of statistical 
significance. 

When looking at the totality of the data, 
there is a compelling case for vosaroxin 
as a new treatment option for patients 
with AML, despite the missed endpoint. 
The 711-patient study was divided into 
two age groups, younger than 60 (260 
patients), and 60 and older (451).

The 60 and older population fared 
much better in the key outcome 
measures of efficacy. 

Patients 60 and older in the treatment 
arm lived 40 percent longer than those 
in the control arm (7.1 months vs. 
5.0 months). Patients under 60 in the 
treatment arm lived 15 percent longer 
than those in the control arm (9.1 months 
vs. 7.9 months).

In the 60 and over age group, complete 
response (CR) was achieved by more 
than twice as many in the treatment 
arm than in the control arm (31.9% vs. 
13.8%) with high statistical significance 
(p=0.0000048), while in the under 
60 group the CR rate of patients in the 
treatment arm vs. the control arm was 
26.9% and 20.8%, respectively. Studies 
show a strong correlation between CR 
and survival in the AML setting when the 
therapy is well tolerated.

Since announcing the Phase 3 results 
in 4Q 2014, Sunesis has formulated 

a strategy that combines regulatory 
realities with patient needs, while 
continuing to advance the clinical 
development of a highly relevant and 
promising kinase inhibitor pipeline. 

Moving ahead with vosaroxin
Sunesis is seeking marketing approval 

of vosaroxin (vos-a-roxin) in Europe 
under an orphan drug designation and it 
is well into the process. 

The application was filed in 4Q 2015. 
The end of April marked the ‘Day 120’ 
period when all 28-member states of 
the EU had to submit questions about 
the application. The remaining steps, if 
successfully fulfilled, would allow for 
marketing approval by 1Q 2017. 

The European application includes 
the entire vosaroxin Phase 3 dataset 
with an emphasis on the largest pre-
specified group, patients with relapsed 
or refractory AML aged 60 years and 
older. The bulk of AML patients fall into 
this age group. 
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Recent Events: Sunesis is moving toward European approval of its lead compound vosaroxin in acute myeloid 
leukemia (AML); the Marketing Authorization Application (MAA) in the EU has been submitted and validated, 
and regulatory timelines allow for EU marketing approval by Q1 2017; EU-only AML market is growing to well 
in excess of $500 million annually with approval of new therapies; U.S. FDA regulatory plan for vosaroxin will be 
clarified in 2017, along with key development plan for three kinase inhibitors in cancer, one for patients who fail 
AbbVie’s blockbuster BTK inhibitor.  Sunesis’ candidate, SNS-062, just completed a successful Phase 1 study in 
healthy volunteers, and is heading in to a Phase 1B/2 trial in cancer patients.
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Notable
26,000 AML cases 
yearly in Europe

$50-75,000 annual 
AML drug cost in Europe

1Q 2017 potential AML 
approval in Europe

2H 2016 potential TAK-
580 late stage trials

1Q 2017 start of Phase 
1B/2 trial of SNS-062

$33.0 million cash/
equivalents 6/30/16 



There are a number of precedents for 
European approvals, especially in orphan 
cancer indications, in cases where a Phase 
3 study missed the primary endpoint, but 
showed strong efficacy in a pre-specified 
population within the study. 

In the most recent example of an EU 
application involving a failed Phase 3 trial, 
European regulators approved the Celgene 
drug Vidaza for newly diagnosed frail 
AML patients over the age of 65. 

Median overall survival in the 
vosaroxin treatment arm was 40% 
longer than control in the 60 and 
older population, vs. 15% longer 
in the under the 60 population
To build on the strong findings of its 

own Phase 3 in relapsed or remitting AML, 
Sunesis is working with investigators to 
evaluate vosaroxin in combination with 
other existing drugs as frontline AML 
therapy and also in intermediate and high-
risk myelodysplastic syndrome, or MDS, 
which afflicts a larger population than 
AML. 

Very promising data in both areas were 
presented at U.S. and European scientific 
meetings this past June.  In combo with 
other drugs, vosaroxin, a quinolone 
derivative, synergistically intercalates 
DNA, causes site-selective DNA damage, 
and cell death by apoptosis. 

In addition to orphan drug designation, 
which confers 10 years of exclusivity in 
Europe, issued and pending patents in 
principal markets covering vosaroxin 
alone and in combination with other drugs 
currently extend to as long as 2030.

Kinase inhibitor PiPeline
The company’s three early-stage 

kinase inhibitor programs have received 
little attention to date, but they will be 
in the news this year. They each show 
considerable promise as next generation 
candidates of existing drugs with known 
activity. 

TAK-580 – This oral RAF inhibitor, out 
licensed to Takeda-Millennium, is the 
most advanced of the three. Clinical data 
was presented last September at the ECCO-
ESMO conference showing anti-tumor 
activity in advanced solid tumors and 
melanoma and a safety profile consistent 
with RAF inhibition. 

TAK-580 clinical work is being expanded 
with a once weekly dose schedule, which 
could provide a significant advantage 
over currently available RAF inhibitors. 
Additional new data expected by year 
end, with registration-enabling studies 
potentially starting as early as next year. 

The agreement calls for pre-commercial 

payments to Sunesis of up to$57.5 million, 
plus royalties on product sales.

SNS-062 – SNS-062 is a second 
generation BTK inhibitor, a new drug 
class playing a leading role as the favored 
treatment for many B-cell malignancies. 

Evidence of their popularity comes by 
way of AbbVie spending $21 billion to 
acquire publically-traded Pharmacyclics, 
developers of the first-approved BTK 
inhibitor (IMBRUVICA® [ibrutinub] -peak 
sales estimate is $7-10 billion annually), 
and the $7 billion of tranche payments 
by AstraZeneca to privately-held Acerta 
for a successful Phase 2 candidate.  

SNS-062 is designed to overcome 
a major emerging treatment issue of 
AbbVie’s and Acerta’s BTK inhibitors  
and in so doing has the opportunity to 
move into a leadership position in BTK 
therapy for patients who relapse on first 
generation BTK inhibitors. 

062’s composition as a non-covalent 
oral inhibitor enables it to potentially 
sidestep emerging drug resistance issues 
being encountered with AbbVie’s BTK 
inhibitor,  and others known to be in 
clinical development.

In fact, recent literature suggests that 
mutations in certain amino acids in CLL 
patients (cysteine 481s specifically) over 
time block conventional BTK inhibitors 
from working in at least 30 percent of 
patients. The number could be higher. 
SNS-062 is ‘mutation agnostic’, making 
it a clearly differentiated molecule. 
And certain properties of 062 appear 
to give it potential as a combination 
immunoncology agent for use with solid 
tumors. 

The successful results of a Phase 1A 
safety and pharmacokinetic trial of 
062 in healthy patients reinforced the 
company’s belief that 062 has potential 
as an important new treatment for B-cell 
cancers. 

The data strongly support timely 
advancement of 062 to a Phase 1B/2 in 
patients with B-cell mediated cancers, 
including relapsed refractory chronic 
lymphocytic leukemia, or CLL. Sunesis 
has worldwide commercial r ights 
and controls the development of this 
program. 

The other shortcomings of AbbVie’s 
BTK inhibitor are side effects, ranging 
from inconvenient-to-severe rashes and 
diarrhea to ‘black box warnings’ including 
fatal and serious intestinal perforation, 
pneumonitis, atrial fibrillation and 
hypertension.  062 appears at this point 
to have the potential to sidestep some or 
all of these therapy-limiting toxicities. 

SNS-229 – This PDK-1 master kinase 
candidate is wholly controlled by Sunesis. 
It has demonstrated significant activity 
in a number of blood cancer cell lines, 
including many that are resistant to P13K 
and AKT inhibitors. The pharmacology 
data is very encouraging, such that SNS-
229 is being advanced to IND-enabling 
toxicology studies. 
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suMMary Points
• Sunesis filed for European approval of it lead candidate vosaroxin in 4Q 

2015, with the potential of receiving marketing approval by 1Q 2017.
• Sunesis is in discussion with potential marketing partners with capabilities in 

and beyond the EU. Expect upfront payments and royalties from a partner 
who shares a commitment to maximizing the value of vosaroxin.

• U.S. and ex-EU regulatory pathways are being pursued with details to follow.
• Sunesis has three kinase inhibitor programs under active development.
• The company’s SNS-062 second generation BTK inhibitor for B-cell 

malignancies is designed to sidestep therapy-limiting issues of the category 
leader.  A Phase 1B/2 trial is scheduled to start 4Q 2016.

• At June 30, 2016, cash and cash equivalents stood at $33 million. 

About AML
AML is  a  rapidly progressing 

cancer of the blood characterized by 
uncontrolled growth of immature blast 
cells in bone marrow. 

It’s generally a disease of older 
adults, with a median age at initial 
diagnosis of 67 years. The National 
Cancer Institute reports approximately 
21,000 new cases a year and 10,460 
deaths annually from AML. 

In Europe, Sunesis estimates put 
the annual incidence of AML at 26,000 
patients annually, with an additional 
25,000+ patients in the relapsed or 
refractory category.

The average life expectancy of many 
newly diagnosed AML patients is 
typically one year or less.


