
 

 
 
 
 
 
 
  
 
ASX RELEASE 
27 April 2009 

THIRD QUARTER OPERATING UPDATE 
 

QRxPharma Successfully Completes Comparator Study for MoxDuo™ IR in Post-
Surgical Pain 

 
Sydney, Australia & Bedminster, NJ – QRxPharma Limited (ASX: QRX and 
OTCQX: QRXPY), announced that the Company retains A$25.4 million in cash 
reserves at 31 March 2009, as detailed in the Appendix 4C released today. 
 
 “The Company has maintained its vigilance in managing the cash burn through this 
quarter. We have continued to add value to the existing asset portfolio through clinical 
activities and other development programmes whilst actively pursuing business 
development opportunities” said Dr. John Holaday, Managing Director and CEO of 
QRxPharma. “I am  particularly pleased with the progress made throughout this quarter 
in respect to the clinical programme of our Phase 3 lead product candidate MoxDuo™ 
IR, an immediate release Dual Opioid ™ (morphine plus oxycodone) product for the 
treatment of moderate to severe pain.” 
 
The Company’s patented Dual Opioid™ products target moderate to severe acute and 
chronic pain, a $7 billion US prescription market. QRxPharma is on track to launch its 
first dual opioid product, MoxDuo™ IR, in 2011. 
 
During the quarter, the Company completed a pilot comparator study to evaluate the 
efficacy and safety profile of MoxDuo™ IR against the individual component analgesic 
doses of morphine and oxycodone alone. The study enrolled 197 patients with moderate 
to severe pain following bunionectomy surgery at 6 US clinical research sites.  Results 
demonstrated that in terms of reduced pain intensity scores and other related measures, 
the analgesic effects of MoxDuo™ IR were 80-100% greater than the individual 
components, morphine or oxycodone.  The frequency of moderate to severe adverse 
events (including nausea, vomiting, constipation, dizziness, etc.) was 25% to 75% lower 
among patients on MoxDuo™ IR compared to those receiving equi-analgesic doses of 
morphine or oxycodone alone.  Moreover, patients receiving morphine or oxycodone 
alone were two to four times more likely to prematurely discontinue dosing than those 
on MoxDuo™ IR. 
 
These results confirm 12mg/8mg morphine plus oxycodone combination as the preferred 
dose for optimal efficacy and tolerability as well as provide sample size guidance for the 
upcoming Phase 3 Combination Rule study required for new drug application (“NDA”) 
submission in 2010. 
 



 

In February 2009, a further pilot comparator study was initiated in patients following 
joint replacement to determine the clinical profile of MoxDuo™ IR against Percocet®, a 
“standard-of-care” opioid for acute orthopaedic pain. The study is targeted to enrol 45 
patients at four US clinical research sites. The Company expects to complete dosing by 
mid-2009. Data collected from this study will also be used to support final Phase 3 trials 
required for NDA submission.    
 
In December 2008 the Company submitted its “combination rule” Phase 3 study 
protocol for MoxDuo™ IR to the US Food and Drug Administration (“FDA”) for 
Special Protocol Assessment (“SPA”) approval. The SPA process provides a mechanism 
by which the Company can achieve a binding agreement with the FDA regarding the 
acceptability of the study design and proposed statistical analysis plan prior to 
implementation of the clinical trial.   
 
This double-blind study is intended to compare MoxDuo™ IR 12 mg morphine/8mg 
oxycodone to its components (12 mg morphine alone and 8 mg oxycodone alone) in 
patients with moderate-severe post-surgical pain following bunionectomy. The 
Company received initial acknowledgement that the SPA was received by the FDA, and 
is now submitting a revised protocol to reflect the results of the recently completed pilot 
comparator study (data under analysis).  The Company expects a response on this SPA 
from the FDA no later than July 2009, although it is common that several rounds of 
negotiation may be needed before final agreement is reached.  
 
The Company also intends to file an SPA in Q3 2009 for the other pivotal Phase 3 study, 
a double-blind, controlled trial in patients following joint replacement, after completion 
of the 45 patient pilot comparator study noted above. 
 
QRxPharma also confirms quarterly progress relating to its other clinical pipeline 
candidates and preclinical stage drugs:   

• Clinical trial activity has been initiated to evaluate the safety and efficacy of the 
intravenous formulation of QRxPharma’s Dual Opioid™, MoxDuo™ IV for the 
immediate post-surgical treatment of hospital-based pain. This study, comparing 
up to 48 hours of dosing of MoxDuo™ IV to that of IV morphine alone, will be 
conducted at study centres in Cologne, Germany. This double-blind “proof of 
concept” trial will compare these two treatment regimens for pain management in 
40 patients with moderate to severe pain following joint replacement surgery. 
 

• MoxDuo™ CR, a continuous release formulation of QRxPharma’s Dual-Opioid™ 
designed to provide 12 hours of pain relief in patients with moderate to severe 
pain, is being formulated and continues on track to initiate Phase I studies in 
2009. This proprietary formulation encompasses not only sustained delivery 
technology, but also technologies to deter abuse and tampering. 
 

• QRxPharma’s Dystonia, Parkinson’s Disease and Alzheimer’s Disease 
programme (Torsin) with a family of small molecules continues to make progress 
under a collaborative research agreement at the University of Alabama (Caldwell 
Labs) to confirm the preclinical efficacy of its lead molecules. Preclinical trials 
supported in part by the Michael J. Fox Foundation are presently underway to 
evaluate QRxPharma’s lead drug candidates in models of Parkinson’s Disease.  
 



 

• Business development efforts continue to proceed with QRxPharma’s venomics 
platform to secure strategic relationships for the clinical and commercial 
development of these venom-derived coagulants and anti-coagulants.  

 
### 

For more information please contact: 
John Holaday 
Managing Director and Chief Executive Officer 
Tel: +1 301 908 3086 
Email: john.holaday@qrxpharma.com 
 
Chris J Campbell 
Chief Financial Officer and Company Secretary 
Tel: +61 2 9492 8021 
Email:  chris.campbell@qrxpharma.com 
 
Forward Looking Statements   
 
This release contains forward-looking statements.  Forward-looking statements are 
statements that are not historical facts; they include statements about our beliefs and 
expectations.  Any statement in this release that states our intentions, beliefs, 
expectations or predictions (and the assumptions underlying them) is a forward-looking 
statement.  These statements are based on plans, estimates and projections as they are 
currently available to the management of QRxPharma.  Forward-looking statements 
therefore speak only as of the date they are made, and we undertake no obligation to 
update publicly any of them in light of new information or future events.  
 
By their very nature, forward-looking statements involve risks and uncertainties.  A 
number of important factors could therefore cause actual results to differ materially from 
those contained in any forward-looking statement.  Such factors include risks relating to 
the stage of products under development; uncertainties relating to clinical trials; 
dependence on third parties; future capital needs; and risks relating to the 
commercialisation of the Company’s proposed products. 
 
About QRxPharma 
 
QRxPharma (ASX: QRX and OTCQX: QRXPY) is a clinical-stage specialty 
pharmaceutical company focused on the development and commercialisation of new 
treatments for pain management and central nervous system (CNS) disorders.  Based on 
a development strategy which focuses on enhancing and expanding the clinical utility of 
currently marketed compounds, the Company’s product portfolio includes both late and 
early stage clinical drug candidates with the potential for reduced risk, abbreviated 
development paths, and improved patient outcomes.  The Company intends to directly 
commercialise its products in the US and seek strategic partnerships abroad.  
QRxPharma’s lead compound, MoxDuo™ IR, the first combination opioid product for 
the improved control of moderate to severe pain, successfully completed a Phase 3 study 
and a pilot Combination Rule study and met primary and secondary endpoints.  The 
Company’s preclinical and clinical pipeline includes other technologies in the fields of 
pain management, neurodegenerative disease and venomics.  For more information: 
www.QRxPharma.com. 
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