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THIRD QUARTER OPERATING UPDATE
Early completion of patient enrolment in a Phase 3 Clinical Trial for Dual-Opioid Pain
Product
QRxPharma (ASX: QRX), confirms the early completion of patient enrolment in its first
study conducted as part of the Phase 3 development program for its lead product
candidate Q8003IR, an immediate release dual-opioid pain therapy for treatment of acute
pain. It is anticipated that the initial results of this study will be available by early May,
capping off a successful quarter of development activity for the Q8003IR programme.
Cash utilisation in the quarter ending 31 March 2008, as detailed in the Appendix 4C
released today, is aligned with prior expectations, and the Company retains A$36.2
million in cash reserves and short-term investments with the Company maintaining its
confidence on sufficient funding being available to fully fund the Phase 3 clinical trials
and New Drug Application (NDA) submission for Q8003IR in the US market.
“Having initiated our Phase 3 studies before the end of 2007, we completed enrolment of
263 patients with moderate to severe post-surgical pain in our placebo controlled dose
ranging study of Q8003IR. Data are now being evaluated to determine pain relief and
side effect profiles” said Dr. John Holaday, Managing Director and CEO of QRxPharma.
Specific events since 31 December 2007 relating to the Q8003IR clinical trial program
include:
•

Completion of patient enrolment in our first Phase 3 clinical trial. This doubleblind, placebo-controlled clinical trial compared the efficacy and safety of four
different dosages of Q8003IR vs. placebo in post-surgical pain following a
scheduled surgical procedure (bunionectomy). The study, conducted at six US
clinical research sites with 263 patients experiencing moderate to severe pain, was
completed ahead of schedule.

•

We are nearing completion of the second Phase 3 study, a placebo controlled, and
double blind safety extension clinical trial designed to collect longer-term patient
safety data.

Additional clinical trials with Q8003IR will begin in the next few months to comply with
the US Food and Drug Administration’s (FDA) requirement for the combination product
Q8003IR to be compared to its individual components in acute post-surgical pain. These
data will further support submission of the Company’s planned NDA to the FDA in 2009.

QRxPharma Limited ABN 16 102 254 151
Level 1, 194 Miller St, North Sydney, NSW 2060 Australia Tel: 61 2 9492 8021
Fax: 61 2 8920 0314
Postal Address: PO Box 1810 North Sydney, NSW 2059 Australia
www.qrxpharma.com

QRxPharma can also confirm quarterly progress relating to its other clinical pipeline
candidates and preclinical stage drugs. Since 31 December 2007:
•

Q8011CR, a formulation of QRxPharma dual opioids designed to provide 12 hours
of pain relief in patients with moderate to severe pain, is being formulated to
initiate Phase I studies. The Company expects these trials to begin in 2008.

•

A development plan is underway for an intravenous formulation of QRxPharma’s
dual opioid Q8012IV, for the immediate post-surgical treatment of hospital-based
pain. The intravenous formulation would represent an exciting addition to the
QRxPharma pain franchise and would be complementary to Q8003IR. The initial
clinical trials would commence in 2009 and these trials would be funded from
expected cost savings associated with the Q8003IR development programme
augmented by grant funding.

•

QRxPharma’s Dystonia and Parkinson’s Disease development program represents
a family of small molecules that are shown to be effective in several preclinical
models. Work continues under a collaborative research agreement with the
University of Alabama on lead molecule selection.
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About QRxPharma
QRxPharma (ASX: QRX) 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 focused business strategy to expand
the clinical utility and commercial value of marketed compounds, the Company’s product
portfolio includes both late and early stage clinical drug candidates, with the focus being
on achieving accelerated development paths, reduced development risk and improved
patient outcomes. QRxPharma’s lead compound, Q8003IR, began Phase 3 clinical trials
in November 2007. 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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