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The development of human healthcare products 
for the treatment and management of respiratory 

and autoimmune diseases. 

Front cover:  Aridol lung function testing kit   

Product Development at Pharmaxis 

COPD  =  Chronic Obstructive Pulmonary Disease  -  a fatal disease related to smoking 
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Overview 
We are a specialty pharmaceutical business with activities spanning product 
research & development through to manufacture, sales and marketing. 

Our therapeutic interests include diseases of the lung - such as cystic 
fibrosis, asthma, bronchiectasis and chronic obstructive pulmonary disease 
and diseases of the immune system such as multiple sclerosis and 
rheumatoid arthritis. 

Aridol is the furthest advanced product for the management of both asthma 
and chronic obstructive pulmonary disease and behind Aridol, Bronchitol is 
being developed as a new treatment for cystic fibrosis and chronic 
obstructive pulmonary diseases. 

Quarter Highlights 

⇒ Aridol approved by the Australian TGA 

⇒ Aridol introduced at TSANZ in Canberra, Australia 

⇒ Manufacturing facility passes TGA audit 

⇒ Marketing partners for Scandinavia and Switzerland appointed 

⇒ European operations commence 

⇒ Pharmaxis Board—majority now independent  

⇒ Pharmaxis admitted to S&P/ASX Top 300 

Anticipated Forthcoming Events 

⇒ Initiation of Bronchitol bronchiectasis Phase III study  1H 2006 

⇒ Aridol marketing authorisation in Sweden   1H 2006 

⇒ Aridol marketing authorisation in European Union  2H 2006 

⇒ Appointment of  additional European distributors  1H 2006 

⇒ Completion of  Aridol COPD management study  2H 2006 

⇒ Completion of US Aridol asthma trial     1H 2006 

⇒ Completion of Bronchitol cystic fibrosis dosing study  2H 2006 

⇒ Initiation of Bronchitol cystic fibrosis Phase III study  2H 2006 

- - - - - - ~ - - - - - - 

Current Activities— Regulatory 

Aridol Registered by the TGA  

On March 23, the Australian regulatory body, the Therapeutic Goods 
Authority (TGA) registered Aridol to identify bronchial hyperresponsiveness 
to assist in the diagnosis of asthma.  This represents the culmination of over 
10 years work by a large number of people—from the scientists at the Royal 
Prince Alfred Hospital, Sydney, to the preclinical, clinical and regulatory 
teams – the registration of Aridol is a significant outcome for all involved. 

The TGA has re-issued our existing GMP (Good Manufacturing Practice) 
licence to manufacture.  We are now manufacturing Aridol for commercial 
sale in Australia and other parts of the world.   
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Current Activities—Marketing 

Aridol launched at TSANZ  

Aridol’s professional launch was at the Thoracic Society of Australia and New 
Zealand (TSANZ) annual meeting in Canberra, Australia.  The 5-day meeting 
was attended by about 450 respiratory specialists and over 200 of those 
attending the meeting made enquiries at the Aridol stand, giving some 
indication of the high level of interest within the asthma and allergy 
fraternity.   

Marketing Partners for Scandinavia and Switzerland announced 

In anticipation of Aridol’s registration in Sweden this coming quarter, we 
appointed two regional marketing and distribution specialists.  Nigaard 
Pharma AS is based in Oslo, Norway and will service the Scandinavian 
countries, and Trimedal AG based in Zurich, will service Switzerland and 
Liechtenstein.  Both companies have well-established networks within the 
respiratory field, plus excellent local knowledge.  At approximately 24 
million, Scandinavia has a slightly larger population than that of Australia.     

Pharmaxis European Office established 

This quarter we have appointed a European Regional Director.  Mark Sanders 
is based in the UK and is a seasoned marketing and business development 
professional with many years international experience within the respiratory 
therapeutics and devices fields.  He has also consulted to the FDA on 
respiratory devices.   

- - - - - - ~ - - - - - - 

Current Activities — Clinical  
Aridol for asthma 

The pivotal trial for registration in the US, A-305, has enrolled more than half 
the required patients.  We are expecting full recruitment by mid 2006.  
Following completion of the trial we intend to lodge the US marketing 
application with the FDA. 

 

Aridol for chronic obstructive pulmonary disease 

In addition to its utility in detecting airway inflammation in patients 
suspected of having asthma, Aridol can also be used in patients with COPD 
suspected of having airway inflammation.  This subset comprises 
approximately 20-25% of the approximately 30 million patients with COPD in 
the western world, and is the group most likely to have a positive treatment 
response to inhaled anti-inflammatory drugs.  Currently there is no effective 
method to determine this subgroup of patients.   

Our Australian-based trial, COPD-201 commenced enrollment in  September 
2005 and closed this quarter.  Enrolled patients take an Aridol test followed 
by 12 weeks treatment with an inhaled corticosteroid.  The objective is to 
test if Aridol can predict those patients who will respond to inhaled steroids 
and have an improved clinical outcome.  A full report should be ready for 
release in the September quarter.   
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Bronchitol for cystic fibrosis 

Patients with cystic fibrosis have a depleted layer of fluid that surrounds the 
lung surface and this causes a weakening of lung defence and a breakdown 
in normal lung clearance.  Bronchitol is designed to rehydrate the fluid layer 
surrounding the lungs, to improve mucus clearance and thus restore lung 
function.     

The Canadian dose-ranging study, CF-202 is approaching 50% enrollment. 
This study is designed to compare the clinical effects of different doses of 
Bronchitol in the same patient, with the aim of determining the most 
effective dose for future use. We expect the last patient to enrol in Q2 2006, 
and to finish dosing 3 months later. 

The UK-based CF-203 trial is an investigator-led study and is being 
conducted in children aged 8—18. The earlier in life that normal lung 
function is restored, the greater the likely benefit for patients taking 
Bronchitol.  This trial compares Bronchitol with existing treatments and is 
recruiting patients steadily.  Each enrolled patient will assess three different 
treatment regimens over a 9 month period (Bronchitol alone, Bronchitol plus 
Pulmozyme and Pulmozyme alone).  Pulmozyme is the most commonly 
prescribed drug to improve mucus clearance in patients with cystic fibrosis 
and the aim is to determine how Bronchitol works with Pulmozyme.   

Bronchitol for bronchiectasis 

The Phase III bronchiectasis trial, B301 is being run in Australia, New 
Zealand, and the United Kingdom.  All the preparation work has been 
completed and we now await the first patient. Recruitment is expected to 
take 9 months and when patients are enrolled they will follow an 18 week 
treatment regimen.  The objective is to show an improvement in quality of 
life, exercise, sleep, and lung function in patients receiving Bronchitol. 

- - - - - - ~ - - - - - - 

Current Activities – Research 
This quarter we have established a research laboratory in the Sydney area to 
extend our drug discovery research capacity.   The scientists in the Sydney 
laboratory will support research currently underway in our main laboratories 
in Canberra where we are actively pursuing new medicines to treat 
autoimmune diseases, such as multiple sclerosis and rheumatoid arthritis. 

PXS64 is under development as a new treatment for multiple sclerosis. 

PXS2076 is being investigated for the treatment of rheumatoid arthritis. 

- - - - - - ~ - - - - - - 

Board Changes 

Recent changes to the Board of Directors mark the transition of Pharmaxis 
from a start-up biotech to a maturing specialist pharmaceutical company.   
The appointment of Dr Peter Farrell, the founding chairman and CEO of 
ResMed Inc., will bring additional skills and experience related to developing 
a global company with listings in both Australia and in the USA. 
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Publications/Presentations 
Over 40 scientific articles have been published on the technology. Articles 
that have been published this quarter include: 

1. Hyperosmolar Agents and Clearance of Mucus in the diseased airway. 
Journal of Aerosol Medicine, 2006, 19: 100-109  

- - - - - - ~ - - - - - - 

Intellectual Property 

There have been two changes to the patent portfolio this quarter.  Patent 
Family 6 has been allowed to lapse because the family of molecules 
contained within the patent were replaced by the PXS2076 series.  The 
PXS2076 family of molecules have improved properties over the PXS2030 
family in terms of their solubility, stability, activity and ability to be 
developed as pharmaceutical agents.   

- - - - - - ~ - - - - - - 

S&P / ASX Top 300 

On 17 March 2006, the company was admitted to the S&P/ASX 300.  The 
S&P/ASX 300 index provides extra depth and coverage to the S&P/ASX 200 
whilst maintaining strict liquidity guidelines. It provides up to an additional 
100 small-cap stocks to the S&P/ASX 200.  The S&P/ASX 200 index  
addresses the needs of investment managers to benchmark against a 
portfolio characterized by sufficient size and liquidity. 
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 USA Europe Australia ROW 

Patent Family 1 – Aridol and 
Bronchitol 

G P G P/G 

Patent Family 2 – Phosphosugar based 
anti-inflammatory and/or 
immunosuppressive drugs 

G G G G 

Patent Family 3 – Novel 
phosphosugars and phosphosugar-
containing compounds having anti-
inflammatory activity 

G n/a G n/a 

Patent Family 4 – Novel compounds 
and methods 

G P P G/P 

Patent Family 5 – Novel pyrans and 
methods (PXS25) 

PCT PCT PCT PCT 

Patent Family 6 – Novel cannabinoid 
agonists (PXS2030) 

A A A A 

Patent Family 7 – Novel inhibitors of 
TNF (PXS2076 and PXS2098) 

Prov    

*G = granted; P = pending; prov = provisional; PCT = Patent Cooperation 
Treaty; ROW denotes rest of the world including Japan; A = abandoned 

“This month’s 
publications” 

“PXS becomes 
an index stock” 



Financial Summary 
Our financial statements are presented in both Australian and US Generally Accepted 
Accounting Principles (GAAP).  Australian GAAP financial statements are prepared in 
accordance with Australian Equivalents to International Financial Reporting 
Standards (AIFRS).  The major differences between the two sets of financial 
statements, apart from presentation format and line item descriptions are: 
• In the US GAAP Statement of Operations we offset research grant income against 
research expenditure.  Under Australian GAAP research grant income is a separate 
component of revenue. 
• In the US GAAP Statement of Operations we separately report the amortization 
of intangibles from research expenditure.  This is included in research expenditure as 
reported under Australian GAAP. 
• In the US GAAP Statement of Operations we separately report the fair value of 
options.  Under Australian GAAP this expenditure is included within the relevant 
expense line. 
• In the US GAAP Balance Sheet, research grants received in relation to plant & 
equipment are netted against the cost of the plant and equipment.  Under Australian 
GAAP the grants are deferred as a liability and amortized over the life of the plant 
and equipment. 
Pharmaxis finished the quarter with $A102.6 million  ($US73.5) in cash and cash 
equivalents.  The increase in interest income for the quarter to $A1.4 ($US1.0)
million reflects a full quarter of interest on invested funds which more than tripled in 
November 2005 subsequent to the completion of an $A87 million($US62) capital 
raising. 
Research and development expenses for the three months ended 31 March 
2006 were more than 130% above the level of expenditure in the prior comparable 
quarter and more than 29% above the level of expenditure in the three months 
ended 31 December 2005.  Our clinical trial programs are consistently the largest 
component of our research, and this quarter accounted for approximately 85 percent 
of the increase in research expenditure.  We experienced accelerated recruitment in 
our Phase III study of Aridol for asthma (USA), our Phase II dosing study of 
Bronchitol for cystic fibrosis (Canada) and our Australian study of Aridol for COPD, 
while the investigator-led Phase II comparator study of Bronchitol for cystic fibrosis 
(UK) continued steady recruitment.  Preparation for Phase III clinical trials of 
Bronchitol in both cystic fibrosis and bronchiectasis continues.  Manufacturing work 
associated with stability studies for product registration accounted for the remainder 
of the increased expenditure. 
Commercial expenses for the three months have increased over both the prior 
comparable quarter (approximately 45%) and the three months ended 31 December 
2005 (approximately 20%) as the Company continues to prepare for the commercial 
launch of Aridol in Australia and Europe.   
Administration expenses for the three months have increased over the prior 
comparable quarter (more than 65%) as a result of an increased level of investor 
relation activity, particularly in the United States, and the increase in the size of the 
Company over the last twelve months.  When compared to the three months ended 
31 December 2005 however, expenses have decreased by approximately 20% as 
the December quarter included larger than usual staff recruitment and relocation 
costs as well as the costs of annual report filings in both Australia and the US. 
Capital expenditures for the quarter included the final installment on the new 
encapsulator, additional manufacturing and QC equipment and the initial payment 
for a fully integrated business software system to be implemented over the next two 
quarters. 
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Jane Sugden          Pharmaxis Ltd 
Investor Relations and Communications      ABN  75 082 811 630 
jane.sugden@pharmaxis.com.au       2/10 Rodborough Road 
Telephone: 02 9454 7230        Frenchs Forest, NSW  
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