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Disclaimer
 Alchemia Limited does not make any representation or warranty as to the truth or 

accuracy, completeness, currency or reliability of any information provided to a potential 
investor or any other written or oral information made available to any potential investor 
or its advisers, and does not accept:
 any responsibility arising in any way for any errors in or omissions from any information or for 

any lack of accuracy, completeness, currency or reliability of any information made available; or 
 any liability for any loss or damage suffered or incurred by the recipient or any other person as 

a result of or arising out of that person placing any reliance on the information or its accuracy, 
completeness, currency or reliability.

 The forecasts included in the presentation or any other written or oral forecasts made 
available to any potential investor or its advisers are not representations as to future 
matters. These forecasts are based on a large number of assumptions and are subject 
to significant uncertainties and contingencies, some, if not all, of which are outside the 
control of Alchemia Limited. No representation is made that any forecast will be 
achieved. Actual future events may vary significantly from the forecasts. Each 
potential investor should make and must rely on its own enquiries and investigations 
regarding the assumptions, uncertainties and contingencies which may affect Alchemia 
Limited's future operations and values and the impact that a variation of future 
outcomes may have on Alchemia Limited.
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Overview

 Founded 1995, listed on ASX (ASX:ACL) Dec 2003
 Small molecule biopharmaceutical company
 20 FTEs, M Cap $58m, cash $5.6m ’06/11

 Marketed/late stage pipeline
 Generic fondaparinux – approved in US July 2011

• Launched in US by Dr Reddy’s
• Filing for approval in Europe early 2012

 Pivotal Phase III HA-Irinotecan trial in colorectal cancer
• Ready to recruit

 Phase II HA-Irinotecan in Small Cell Lung Cancer (SCLC)
• Evaluating efficacy and impact on cancer stem cells.
• Investigator-sponsored – low cost to Alchemia
• Recruiting, early indications of efficacy



A unique generic opportunity

Generic fondaparinux
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Fondaparinux sodium - background

 Marketed by GSK as Arixtra™
 US sales to May 2011 =  $340m +16% (IMS Data)
 Global sales 2010 = $461m +16%
 Used for prevention and treatment of deep vein thrombosis (DVT)
 Patents expired 2002

 Alchemia/Dr Reddy’s first generic in US
 Approved July 2011, 
 Apotex has launched GSK Authorized Generic*

 Unusually high barriers to entry for other generics
 Off patent synthesis is extremely challenging
 Alchemia’s low cost synthesis is protected by issued patents

 US data exclusivity expired 2008
 EU exclusivity expires March 2012, filing in preparation
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*An Authorized Generic is the branded product sold under agreement by a third 

party. It does not require approval by the FDA through the ANDA pathway
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Fondaparinux commercialization

 Partnered worldwide with Dr Reddy’s
 Manufactured in India under license
 50% of N. American operating profits 
 Royalty on sales outside N. America

 First generics typically gain market share rapidly after launch
 ≥30% market share when competing with Authorized Generic*
 Modest price discount to brand, generally ~30% with AG*

 Growing market share in line with expectations
 Focus on profitability

*Source: Federal Trades Commission report on Authorized Generics, 2009



Alchemia Oncology

HyACT Platform
Targeting Cancer Stem Cells
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HyACT Technology Platform

 HyACT  – increasing the effectiveness of cancer drugs

 Clear, well established, receptor-based mechanism (CD44)
 Enhanced delivery and uptake of drug by tumor cells
 No change in toxicity profile of delivered drug

 Successful Phase II trial of HA-Irinotecan vs irinotecan in metastatic 
colorectal cancer (mCRC) 
 Progression Free Survival 20.8 vs 9.6 weeks, p=0.017

 Phase III trial in mCRC to commence recruitment 2011 

 A ‘drop in’ replacement for irinotecan with considerable commercial 
potential

 HyACT has potential to enhance a broad range of drugs against 
multiple tumour types
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Why target CD44?

Sensitivity to chemo

Cancer stem cells

Mixture of cell 
types in tumour

Chemotherapy is less able to kill cancer stem 
cells leading to treatment failures

Separate and analyse cell 
populations

CD44 expression/HyACT 
targeting
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Why target CD44?

CD44 expression

Cancer stem cells

*Presented AACR 2010

 CD44 expression in tumors associated 
with…
 Cancer stem cells
 Resistance to chemotherapy
 Likelihood of relapse
 Advanced, aggressive/metastatic cancers

 HyACT increases killing of CD44+ cells
 40x increase in potency of irinotecan against 

colorectal cancer stem cells*
 Up to 1000x uptake of drugs in preclinical testing
 Potential to prevent or delay tumor regrowth

Resistance

Regrowth

Treatment failure
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Phase III Trial Design

 HA-Irinotecan vs irinotecan as part of FOLFIRI drug 
combination

 Patients with 2nd/3rd line metastatic colorectal cancer
 Randomized 1:1, double-blinded
 Patient accrual over 12 months

 390 patients
 60 sites in total across 7 countries

 Primary endpoint is ≥6 week improvement in PFS*
 Safety analysis on the first 20 patients
 PFS data available after 350 ‘events’ est. Q2 2013

 Pivotal trial, acceptable to FDA and EMA

* Progression Free Survival (PFS) = time to disease progression or patient death
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Lung Cancer Phase II Study

 40 patients with extensive Small Cell Lung Cancer 
(eSCLC)
 Investigator Sponsored study at Monash Medical Centre
 1st line (treatment naïve) 
 Randomized to HA-Irinotecan or irinotecan
 Safety and efficacy endpoints
 Assess impact on cancer stem cells and circulating tumour cells

 Started recruitment in September 2011
 First two patients have responded after 1st dose
 One complete response (CR) one partial response (PR)
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Potential conversion to HA-Irinotecan

Regimen % conversion to HA-Irinotecan

FOLFIRI – 2nd line* 59.6%

FOLFIRI – 1st Line 55.6%

Irinotecan – 2nd Line 56.4%

FOLFIRI + Erbitux – 2nd Line 56.0%

FOLFIRI + Avastin – 1st Line 53.8%

Irinotecan + EGFR mAb – 2nd/3rd Line 55.0%

Q17. If the planned pivotal trial was to meet or exceed the expected difference of 1.5 months in PFS 
between FOLF(HA)-IRI and FOLFIRI… what percent of your current irinotecan use would you like to 
convert to HA-Irinotecan?

Source: MEDACorp survey August 2010

*Sample table from survey
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Expected newsflow
 2H 2011

 Launch of fondaparinux in US by Dr Reddy’s 
 Initiation of Phase III trial (HA-irinotecan, mCRC)

 Initiation of Phase II trial (HA-irinotecan, SCLC) 
 On-going

 Quarterly sales of fondaparinux by Dr Reddy’s
 Phase III recruitment
 Phase II recruitment
 Results of partnership discussions 
 Results of partner evaluation of VAST technology platform
 Initiation of additional Investigator trials Phase I/II trials

 2012 onwards
 End of patient recruitment, Phase II, Phase III trial results
 First cashflows to Alchemia from Dr Reddy’s
 Results of Phase II study on cancer stem cells (SCLC)
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