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DisclaimerDisclaimer
This presentation, including information contained in this disclaimer, is given to you in strict confidence.  By attending the 
presentation, you agree that no part of this presentation or disclaimer may be disclosed, distributed or reproduced to any third
party without the consent of QRxPharma Limited (“QRxPharma”)party without the consent of QRxPharma Limited ( QRxPharma ). 

This presentation is being provided for the sole purpose of providing the recipients with background information about 
QRxPharma’s business. This presentation, including the information contained in this disclaimer, does not constitute an 
offer, invitation or recommendation to subscribe for or purchase any security and neither the presentation, disclaimer nor anything 
contained in them forms the basis of any contract or commitment This presentation does not purport to summarise all informationcontained in them forms the basis of any contract or commitment. This presentation does not purport to summarise all information
that an investor should consider when making an investment decision. It should be read in conjunction with QRxPharma’s other 
continuous disclosure announcements lodged with the ASX which are available at www.asx.com.au. Before making an investment 
decision you should consider whether it is suitable for you in light of your own investment profile and objectives and financial
circumstances and the merits and risk involved.

No representation, express or implied, is made as to the fairness, accuracy, completeness or correctness of information, opinions 
and conclusions contained in this presentation, including the accuracy, likelihood of achievement or reasonableness of any 
forecasts, prospects, returns or statements in relation to future matters contained in the presentation (“forward-looking 
statements”). Such forward-looking statements are by their nature subject to significant uncertainties and contingencies and are
b d b f i d i h bj h ( d i id h l fbased on a number of estimates and assumptions that are subject to change (and in many cases are outside the control of 
QRxPharma and its Directors) which may cause the actual results or performance of QRxPharma to be materially different from 
any future results or performance expressed or implied by such forward-looking statements. Forward-looking statements are 
provided as a general guide only and should not be relied upon as an indication or guarantee of future performance.

To the maximum extent permitted by law, neither QRxPharma nor its related corporations, directors, employees or agents, nor any 
other person, accepts any liability, including, without limitation, any liability arising from fault or negligence, for any loss arising 
from the use of this presentation or its contents or otherwise arising in connection with it. 

You represent and confirm by attending and/or retaining this presentation, that you accept the above conditions. p y g g p , y p
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Wh QR Ph ?
• Late and early stage clinical pipeline

D l O i id™ i tf li (3 di ti t f l ti ) l d

Why QRxPharma?

– Dual-Opioid™ pain portfolio (3 distinct formulations): lead 
product late-Phase 3

• Target global opioid pain market of est US$12• Target global opioid pain market of est US$12 
billion*

• Strong IP; broad international protection• Strong IP; broad international protection
• Specialty pharma:  pain management and CNS

AU ASX: QRX / Mkt Cap: AUD$120 million– AU ASX: QRX / Mkt Cap: AUD$120 million
– Re-engineer drugs to enhance clinical/commercial value

E i d b d d ti t• Experienced board and executive team
– New Jersey and Sydney offices

Strategic relationships• Strategic relationships
*Source: Datamonitor 03/20093



Product Pipeline 2010Product Pipeline 2010
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Pain Therapy MarketPain Therapy Market
• Large specialty pharma opportunity

– US$12 billion globally; US$7+ billion in US alone*

• Limited innovation; reliance on old therapies
– Opioids are the “gold standard” in treating pain

• Over 150 million people in the major pharmaceutical 
k ff f imarkets suffer from pain

– Acute pain is the most common reason people seek medical 
attention; more than 75 million Americans experience acute painattention; more than 75 million Americans experience acute pain 
each year as a result of injuries or surgery

• Need for products with better pain relief and fewerNeed for products with better pain relief and fewer 
side effects/risk factors
– Respiratory depression, sedation, constipation, nausea, vomiting, 

somnolence
5 *Source: Datamonitor 03/2009



M D ®IR T t P d t P filMoxDuo®IR Target Product Profile
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MoxDuo®IR Key DifferentiatorsMoxDuo®IR Key Differentiators

• Broad spectrum platform technology
– Complementary Dual-Opioid™ formulations: ImmediateComplementary Dual Opioid  formulations:  Immediate 

release (IR), intravenous (IV), and controlled release (CR) 

• Patents cover composition of matter mechanism• Patents cover composition of matter, mechanism 
of action and new formulations

P t t i t i il i id bi ti– Protect against similar opioid combinations

– Patent applications lodged which if granted are expected to 
t d k t l i it th h 2029 ( ll f l ti )extend market exclusivity through 2029 (all formulations)

7



Moderate to Severe Pain MarketModerate to Severe Pain Market
No one player “owns” the global moderate to 

severe pain market.
In the US*: 

• Immediate Release (IR) US$1.8 billion: Generic and 
branded led by generic Vicodin® US$546 million together genericbranded led by generic Vicodin® US$546 million together generic 
Percocet US$420 million and branded  Percocet® US$143 million 
(Endo)

• Intravenous (IV) US$260 million: 226 million vials 
dominated by generic Morphine, Fentanyl and  Hydromorphone

• Controlled Release (CR) US$5.2 billion: Branded and 
generic led by US$2.9 billion OxyContin® (Purdue Pharma) followed 
by generic US$0 9 billion Fentanylby generic US$0.9 billion Fentanyl

*Source: IMS 20098



L d P d t M D ®IRLead Product: MoxDuo®IR

• MoxDuo®IR opens therapeutic window for acute 
pain reliefpain relief 
– As good or better pain relief with fewer side effects than 

morphine oxycodone and Percocet®morphine, oxycodone, and Percocet

St li d t t l• Streamlined route to approval
– 505(b)(2) regulatory path 

– Anticipate NDA filing of MoxDuo®IR with the FDA in 2010
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Lead Product: Clinical InformationLead Product: Clinical Information
MoxDuo®IR

US IND
Filing*

Study 007
Ph 3, N =  256

Study 001 
Ph 2A*
N = 13

Study 003 
Ph 2A
N = 21

Study 004 
Ph 2A
N = 23 g

Pilot
Study 021

N = 197

,N = 13 N = 21 N = 23

Completed

EOP2

Combination 
Rule Study 008
Ph 3, N = 522

Completed

Meeting

Pilot

Pre NDA
Meeting

TKR
Study 009

Ph 3, N = 140

NDA
Filing

Pilot
Study 020

N = 44Recruiting 
Patients
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Study 008: Combo Rule Pivotal Phase 3Study 008: Combo Rule Pivotal Phase 3
MoxDuo®IR

• Goal: Demonstrate superior analgesic effect of MoxDuo®

12/8 mg vs morphine 12 mg and oxycodone 8 mg as required 
by FDA “combination rule”

• Design: Bunionectomy patients (522) double blindDesign: Bunionectomy patients (522), double blind, 
randomised, dose every 6hrs for 2 days, SPID48 primary 
endpoint

• Conduct: Performed at 6 US sites

• Status/Outcome: Primary and secondary endpoints met!
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Study 008: Combo Rule Pivotal Phase 3Study 008: Combo Rule Pivotal Phase 3
MoxDuo® IR

SPID Primary EndpointSPID48 - Primary Endpoint
SPID24 - Secondary Endpoint 

MoxDuo® IR Morphine OxycodoneMoxDuo® IR 
12/8 mg

Morphine
12 mg

Oxycodone
8 mg 

SPID : Mean 107 83 83SPID48:  Mean  107 83 83
P‐value

(vs MoxDuo® IR) 0.014* 0.011*( )
SPID24:  Mean  35.7 21.5 25.2

P‐value * *P value
(vs MoxDuo® IR) 0.003* 0.026*

*statistically significantstatistically significant

12
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Study 008: Combo Rule Pivotal Phase 3
Secondary Efficacy Endpoints

MoxDuo®IR is superior to its mg components

Study 008: Combo Rule Pivotal Phase 3
p g p
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Study 008: Combo Rule Pivotal Phase 3
Adverse Events

Study 008: Combo Rule Pivotal Phase 3

• For regulatory purposes, the study compared a 
higher dose of MoxDuo®IR than each individual 

t Th f i ht tcomponent. Therefore, one might expect more 
adverse events with MoxDuo®IR than with lower 
dose morphine or oxycodonedose morphine or oxycodone.

D it t i th l i M D ®IR• Despite twice the analgesic response, MoxDuo®IR
was well tolerated (no SAEs) and had the same 
dropout rate as less effective doses of morphine anddropout rate as less effective doses of morphine and 
oxycodone.
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Study 008: Combo Rule Pivotal Phase 3
Conclusions - Combination Rule Study

Study 008: Combo Rule Pivotal Phase 3

• The primary analgesic efficacy endpoint was met 
(p=0.01) vs morphine and vs oxycodone

• MoxDuo ®IR 12/8 mg was superior to its componentsMoxDuo IR 12/8 mg was superior to its components 
on secondary efficacy measures

• Despite the higher dose of MoxDuo ®IR than the 
controls except for emesis the moderate-severecontrols, except for emesis the moderate severe 
adverse event rate was not statistically worse 
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Study 021: Acute Pain (Bunionectomy)Study 021:  Acute Pain (Bunionectomy)

• Demonstrated superiority of MoxDuo®IR• Demonstrated superiority of MoxDuo®IR
– Efficacy/safety compared to morphine and oxycodone

• Enhanced tolerability at component and 
equianalgesic doses
– Frequency of moderate to severe nausea, vomiting and 

dizziness 50% to 75% lower than components

• Data indicate pivotal Phase 3 Combination Rule 
trial will prove successful
– Confirmed efficacy, optimal dose, and sample size
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Summary of SPID Score by TreatmentSummary of SPID Score by Treatment 
(mean ± se)
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Moderate Severe Adverse Events:Moderate-Severe Adverse Events:
Morphine Equivalent Comparisons
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St d 20 Pil t K R l tStudy 20:  Pilot Knee Replacement

• Compared efficacy/safety profile of MoxDuo®IR 
to Percocet®to Percocet
– Demonstrated enhanced tolerability over equianalgesic 

dose of Percocet®

– Delivered better pain relief with less nausea, vomiting, 
hypotension and constipationyp p

• Selected control for pivotal Phase 3 TKR study
D t i d b f ti t t• Determined number of patients to power 
successful pivotal trial for NDA filing
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S f Effi (SPID )Summary of Efficacy (SPID48)
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C i M D ®IR P tComparing: MoxDuo®IR versus Percocet
Study 020: Pilot Study in Total Knee Replacement 

M d t t S Ad E t C l A i t dModerate to Severe Adverse Events Commonly Associated 
with Opioids (% patients)

47%

40%

50%

M D ®IRts
 (%

)

27%

20%

30%

40% MoxDuo®IR

Percocet®

f P
at

ie
nt

14%

7%

20%

13% 13%

10%

20%

er
ce

nt
 o

0% 0% 0%
0%

Any GI 
Adverse

Nausea Emesis Constipation Hypotension

Pe

Adverse 
Event

21



MoxDuo®IRMoxDuo®IR
Remaining Pivotal Study and NDA Filing

• 009 Total Knee Replacement Study (n=140)p y ( )
– Submitted SPA: incorporated feedback

– 70 subjects/arm.  MoxDuo®IR (12/8 mg) 4-6 hours 
vs MoxDuo®IR (3/2 mg) every 6 hrs

– First patient enrolled February, 2010

– Expecting completion Q3 2010
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MoxDuo®IRMoxDuo®IR
Changing the Opioid Paradigm

“The clinical advantages of MoxDuo®IR have the potential to change theThe clinical advantages of MoxDuo IR have the potential to change the
traditional methods of treating moderate to severe pain by providing better
pain relief without many of the debilitating side effects seen with
traditional opioid drugs”traditional opioid drugs”

– Dr. Bruce Nicholson, leading US pain physician

Dr. Nicholson is a Clinical Associate Professor of Anesthesia at the Penn 
St t S h l f M di i d Di t f th Di i i f P i M di i t thState School of Medicine and Director of the Division of Pain Medicine at the 
Lehigh Valley Hospital and Health Network in Allentown, Pennsylvania
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From Hospital to Home
• Broader selection of analgesic options to treat pain 

from the hospital to the home:

From Hospital to Home…

from the hospital to the home:
 MoxDuo®IR (Immediate Release) oral capsules

T t M d t t t i– Target:  Moderate to severe acute pain
– Phase 3 studies near completion
– Anticipate NDA filing of MoxDuo®IR with the FDA in 2010Anticipate NDA filing of MoxDuo IR with the FDA in 2010

 MoxDuo®IV liquid formulation
Target: Hospital based pain– Target:  Hospital-based pain

– Phase 2 and concurrent formulation development

M D ®CR (C t ll d R l ) l l MoxDuo®CR (Controlled Release) oral capsules
– Target:  Chronic pain (i.e. osteo-arthritis, back, neuropathic)
– Phase 1Phase 1
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MoxDuo®IVMoxDuo®IV
Strategic Alliance

• February 2010: strategic alliance with Aoxing (NYSE 
AMEX:AXN) to collaborate in the development of 
M D ®IVMoxDuo®IV 
– Aoxing funds clinical development of MoxDuo®IV in exchange for 

l i k ti i ht i Chi i ifi t lti texclusive marketing rights in China; significant royalties to 
QRxPharma

– QRxPharma retains ownership of MoxDuo®IV and may use the p y
clinical work completed by Aoxing for product registration outside 
China
Aoxing also licensed MoxDuo®IR for the Chinese– Aoxing also licensed MoxDuo®IR for the Chinese 
marketplace, significant royalties to QRxPharma who provides the 
product for distribution.

– China is the world’s fastest growing opioid marketplace!
25



CNS PCNS Program
• Focus on reducing protein misfolding linked to 

d ti dineurodegenerative diseases
– Dystonia, Huntington’s, Parkinson’s and Alzheimer’s 

• Treat at causative level; not temporary 
symptomatic relief

E l i i ht t l IP d h– Exclusive rights to novel IP; sponsored research 
agreement with UA

– Drug targets to increase activity of normal Torsin ADrug targets to increase activity of normal Torsin A

• Development approach
NCE di– NCE discovery

– Fast-track repositioning of known chemical entities
Commercial partnering in discussion– Commercial partnering in discussion
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E i d BOD d M tExperienced BOD and Management
• Board of Directorsoa d o ecto s

− Peter Farrell (ResMed)
− Michael Quinn (Innovation Capital)
− Peter Campbell (Sonic Healthcare)
− Gary Pace (ResMed, founder QRxPharma)

John Holaday (CEO)− John Holaday (CEO)

• Management
− John Holaday (CEO)John Holaday (CEO)
− Chris Campbell (CFO)
− Warren Stern (Exec. VP, Drug Development)( g )
− Janette Dixon (VP Global Business Development)
− Phil Magistro (Chief Commercial Officer)
− Patricia Richards (Chief Medical Officer)
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2010 Objectives
Achieved
 ®

2010 Objectives

 Completed “combination rule” pivotal Phase 3 trial for MoxDuo®IR
 Initiated second pivotal Phase 3 trial for MoxDuo®IR
 Formed strategic alliance for development of MoxDuo®IV (hospital Formed strategic alliance for development of MoxDuo IV (hospital 

pain) and license of MoxDuo®IR in China
 Initiated Phase 1 trials for MoxDuo®CR (chronic pain)

Outstanding
 Complete Phase 2 investigator trials for MoxDuo®IV
 C l t d i t l Ph 3 t i l f M D ®IR Complete second pivotal Phase 3 trial for MoxDuo®IR
 Submit New Drug Application for MoxDuo®IR to US FDA
 File additional patent applications for MoxDuo® and p pp

neurodegenerative disease program
 Develop global sales plan including strategic alliances for 

commercialisation
28



Financial SummaryFinancial Summary
(At 4 May 2010)

Shares on issue: 102 million (ordinary) 

Market cap: AUD$120 millionMarket cap: AUD$120 million

Cash on hand: AUD$17 million (31 March 2010)

Burn rate: cash runway into FY2011

Share registry: +80% institutional

Li ti QRX (ASX) QRXPY (OTCQX)Listing: QRX (ASX), QRXPY (OTCQX)
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Th O t itThe Opportunity
 Compelling data as part of its Phase 3 programme in Compelling data as part of its Phase 3 programme in 

US$12 billion global opioid pain market*

 Late and early stage clinical pipeline with  

commercialisation of first product MoxDuo®IR in 2011commercialisation of first product MoxDuo®IR in 2011

 Strategic relationships in negotiationsg p g

 Portfolio of early and late products

 Experienced management and board
*Source: Datamonitor 03/2009*Source: Datamonitor 03/2009
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