
Dear Investor,

The first quarter of 2013 has been a busy 
one for Invion and we are pleased to provide 
shareholders with an update on the progress 
that has been made towards our corporate 
milestones.

On 2 January, we announced the initiation 
of a phase II clinical trial that is funded by the 
US National Institute of Allergy and Infectious 
Diseases (NIAID) to investigate the use of INV102 
in patients with asthma, and I am pleased to 
advise that patient enrollment and dosing in this 
trial has now commenced.

The “NIMA” trial - short for Nadolol In Mild 
Asthma - is now recruiting men and women 
aged 18 to 60 who have mild persistent asthma. 
The trial uses Invion’s proprietary titration dosing 
method, and will comprise an 18-22 week 
treatment period with INV102. This phase II trial 
is designed to further test the effectiveness of 
INV102 (nadolol) in improving airway hyper-
responsiveness, compared to placebo. We 
continue to be very excited about this study, and 
I again thank the US National Institutes of Health 
(NIH) for their financial support of the asthma 
program.

Invion’s Houston, Texas- based partner, Baylor 
College of Medicine,  has released a press 
statement on the NIMA trial. We thank Associate 
Professor of Medicine Pulmonary and Critical 
Care Medicine, Dr Nicola Hanania, for the 
opportunity to reproduce this statement in its 
entirety for our investors (see page two).

Good progress has been made toward 
commencing our phase II trial in chronic 
bronchitis patients undergoing smoking 
cessation. We are delighted and very fortunate 
to have former Chair of the American Lung 
Association, Albert Rizzo, M.D., as the Principal 
Investigator on this trial.  

As Investors will note, on 24 April we announced 
the submission of the Investigational New Drug 
(IND) application for INV103(ala-Cpn10) in Lupus. 
We are all very excited about this program and 
success to date. You can read more about the IND 
on page 3. 

In IP news, the patent family of INV103 (ala- 
Cpn10) has been further strengthened by the 
examination and allowance by the European 
Patent Office of the “Modified Chaperonin 10” 

 

patent. Once the grant formalities have been 
completed, this patent will be granted.

On 28 March, Invion lodged a Share Purchase 
Plan (SPP) with the ASX. The SPP allows eligible 
shareholders to purchase up to $15,000 worth 
of fully paid ordinary shares in the Company 
at a discount and without any brokerage or 
transaction costs. Funds raised through the 
SPP will be used for general working capital 
which is to be applied to costs associated with 
the ongoing development of INV102 (nadolol) 
and INV103 (ala-Cpn10), including the clinical 
development programs and phase II clinical trials 
noted above.

Due to the milestone achievements and 
newsflow this week, the Closing Date of the SPP 
has been extended to Tuesday 7 May. When 
I look at the map here of all the locations of 
Invion’s clinical programs in the US, I am very 
energized by the prospects for growth at this 
company. I continue to believe that with three 
phase II clinical programs underway, Invion 
is one of the most exciting life sciences drug 
development opportunities on the market at this 
time and that the SPP presents excellent value for 
existing shareholders. If you have any questions 
on how the funds to be raised will be applied to 
our clinical programs, or questions relating to the 
company itself, please contact us. 

Lastly, I thank all those shareholders who 
registered for and attended the’Meet the CEO’ 
information sessions last week, I hope you found 
the sessions as beneficial as I did.  As always, I 
look forward to keeping you updated with our 
progress.

Yours faithfully, 
William Garner, M.D.  
Managing Director and Chief Executive Officer 

Locations of Invion’s 
current and proposed 
phase II clinical trials in 
INV102 (nadolol) and 
INV103 (ala-Cpn10).
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NIH funds study of beta-blockers  
for the treatment of asthma

HOUSTON – 19 April 2013: 

Baylor College of Medicine researchers will lead a three-year, $4.2 million study funded by the National Institute of Allergy 
and Infectious Diseases (NIAID), part of the National Institutes of Health (NIH), to determine whether drugs called beta 

blockers can ease airway narrowing in patients with asthma and examine potential mechanisms. Researchers from Duke 
University in Durham, North Carolina, and Washington University in St. Louis, Missouri, also will participate.

“Previously, beta blockers, which are usually used to treat blood pressure and heart failure, were thought to cause airway 
constriction and thus were avoided in patients with asthma,” said Dr. Nick Hanania, associate professor of medicine - 
pulmonary at BCM, and the study’s principal investigator. “However, newer research shows that when a beta blocker 

called nadolol is given to mice with asthma in low doses and then gradually increased, it can actually benefit  
their ability to breathe.”

Hanania and colleagues have conducted two pilot studies in patients with mild asthma and found that, as with mice, 
starting nadolol with a low dose and gradually increasing it reduces the tendency of the airways to narrow.

In asthma, the airways are inflamed, causing mucus production. In the studies in mice, mucus production in the airways 
stopped after the animals received nadolol, said Hanania. This alleviated airway narrowing.

The federally funded study not only will allow the researchers to study the use of this beta blocker in more patients, it will 
help them determine how the drug works in the body.

If the results of the larger study are promising, Hanania and colleagues hope to study patients with more severe asthma.

This study represents an expanded view of the value of certain beta blockers. Previously, they had not been considered a 
good treatment for heart failure, either.

“They are now the treatment of choice at low doses for heart failure,” said Hanania. “We hope that, just as they are a new 
paradigm for heart failure treatment, they might prove to be valuable in treating asthma as well.”

Men and women between the ages of 18 and 60 years who have mild asthma and are not currently taking any other 
asthma medications besides rescue medication (albuterol) can take part in the study. Volunteers will be compensated for 

their time and travel.

If you want to take part, call 713-873-8772 or e-mail asthma@bcm.edu for more information.

Grant Number U01AI095050 from the National Institute of Allergy and Infectious Diseases will fund this work. INVION LTD (Brisbane, 

Australia) is the regulatory sponsor to the FDA.

PRESS RELEASE

Details of Invion’s 
phase II trial in 
asthma patients can 
be found at www.
clinicaltrials.gov 
with the identifier: 
NCT01804218 

Asthma Facts* 
• �Over 2 million Australians have asthma, this is about 

1 in 10 adults and 1 in 10 children

• �Australia’s asthma prevalence is high by 
international standards

• �The rate of asthma has declined in children over the 
past decade but it has remained stable in adults

• �In 2010,  416 people died from asthma, with the risk 
highest in the elderly

• �Many people with asthma (around 80%) also have 
allergies like hay fever

• �People with asthma smoke at least as much as 
people without asthma, despite the greater impact

• �Around 8% of children with asthma live with 
someone who smokes inside the house

• �People with asthma rate their health worse than 
do people without the condition and report more 
anxiety and depression – this is common for many 
chronic diseases

• �Many leading sportspeople have asthma, including 
Australian swimmers Dawn Fraser, Libby Trickett 
and Grant Hackett, and UK soccer sportsman David 
Beckham

 * National Asthma Council of Australia 



On 24 April 2013, Invion announced the 
submission of its IND for the investigation of 
INV103 (ala-Cpn10) in lupus. If accepted, the IND 
will enable Invion to begin phase II clinical studies 
in patients with systemic lupus erythematosus 
(SLE or lupus). The submission is the 50th IND 
submission for Chief Medical Officer, Dr Mitchell 
Glass, who has received marketing authorisation 
for 5 New Drug Application (NDA) submissions 
with the FDA. 

INV103 (ala-Cpn10) is a modified version of the 
natural human protein, chaperonin10, which has 
biological activity ideally suited to the treatment 
of inflammation associated with autoimmune 
disease. IL-6 is a marker of vascular inflammation, 
and with INV103 clinical data to date that 
includes a significant reduction in biomarkers 
of inflammation including serum IL-6, INV103 is 
targeted as a potential new therapy in the under-
serviced lupus market. 

Lupus is a vascular inflammatory disease 
that leads to chronic inflammation, antibody 
production, and tissue damage. The disease 
occurs more commonly in women and increases 
risk of other health problems including heart 
disease, kidney disease and osteoporosis.  In 
March 2011, the FDA approved the first new drug 
for lupus in more than 50 years which is both a 
reflection of the complexity of the disease and a 
clear indication of a major unmet clinical need. 
The lupus drug market is predicted to reach sales 
of over $4B in the US and five major EU markets 
by 2020.   

About the Clinical Trial Protocol  
The Protocol as submitted is entitled a “Double-
blinded, randomized, placebo-controlled 
study to investigate the safety, tolerability, 
pharmacokinetics, and biochemical activity of 
intravenous ala-Cpn10 administration in subjects 
with SLE.” The Protocol Number is IVXCpn001.  
The primary objective is to evaluate the safety, 

tolerability and efficacy of four-week treatment 
with Cpn10 in subjects with mild SLE.  The 
adverse event profile and safety laboratory 
parameters will be monitored throughout the 
study.  The primary outcome measure is the 
reduction from baseline serum IL-6 levels at the 
end of active dosing, comparing treatment to 
placebo cohort. Secondary outcome measures 
include safety and toxicity, pharmacokinetics 
(PK) and an assessment of anti-drug antibodies 
(ADAs). Exploratory endpoints include Safety of 
Estrogens in the Lupus Erythematosus National 
Assessment Systemic Lupus Erythematosus 
Disease Activity Index (SELENA-SLEDAI) score; 
pharmacodynamics (PD) (serum biomarkers 
correlated with disease activity and the 
inflammatory response of patient immune 
cells); and changes in other serologic measures 
including autoantibodies and indicators of 
systemic inflammation and vascular damage. 

Details of this clinical trial can be found at www.
clinicaltrials.gov with the identifier: NCT01838694

Invion submits IND for 
INV103 (ala-Cpn10) in lupus 

What is an IND?** 

An Investigational New Drug Application (IND) is a request for authorization from the U.S. Food and Drug Administration (FDA) to administer an 
investigational drug to humans. Such authorization must be secured prior to the administration of any new drug that is not the subject of an 
approved New Drug Application (NDA). 

The FDA’s role in the development of a new drug begins when the drug’s sponsor (usually the manufacturer or potential marketer) having screened 
the new molecule for pharmacological activity and acute toxicity potential in animals, wants to test its diagnostic or therapeutic potential in humans.  
At that point, the molecule changes in legal status under the Federal Food, Drug, and Cosmetic Act and becomes a new drug subject to specific 
requirements of the drug regulatory system. 

The IND application must contain information in three broad areas:

Animal Pharmacology and Toxicology Studies - Preclinical data to permit an assessment as to whether the product is reasonably safe for initial testing 
in humans.  Also included are any previous experience with the drug in humans (often foreign use).

Manufacturing Information - Information pertaining to the composition, manufacturer, stability, and controls used for manufacturing the drug 
substance and the drug product.  This information is assessed to ensure that the company can adequately produce and supply consistent batches of 
the drug.

Clinical Protocols and Investigator Information - Detailed protocols for proposed clinical studies to assess whether the initial-phase trials will expose 
subjects to unnecessary risks.  Also, information on the qualifications of clinical investigators--professionals (generally physicians) who oversee the 
administration of the experimental compound--to assess whether they are qualified to fulfill their clinical trial duties.  Finally, commitments to obtain 
informed consent from the research subjects, to obtain review of the study by an institutional review board (IRB), and to adhere to the investigational 
new drug regulations.

**Information courtesy of the US Food and Drug Administration www.fda.gov




