31 May 2011
ASX Limited
Adviser, Issuers (Sydney)
Exchange Centre
20 Bridge Street
Sydney NSW 2000
Attention: Emma Badhni
By email: emma.badhni@asx.com.au
Dear Ms Badhni,
We refer to your letter dated 27 May 2011. Our response follows using the numbered points
set out in your letter. All references to dates and times are references to Australian dates and
times.
1.

Does the Company consider the outcome of the Trend Vote as material to the
Company?

The Company does not consider the outcome of the trend vote to be in and of itself material.
The Company considers that the final vote in June 2011 is material to the company.
2.

If the answer to question 1 is “no”, please advise the basis on which the Company
does not consider the outcome of the Trend Vote to be material.

The trend vote is one part of a continuing confidential process which culminates in a further
meeting of the Committee for Medicinal Products for Human Use (CHMP) in June 2011
which will take a final vote on the approval of Bronchitol and this will be formally reported to
the Company and made public.
When the trend vote was verbally communicated to the Company, its implications for the
final June vote could not immediately be fully understood. It was only when the Company
had a sufficient understanding of the trend vote’s implications for the likely outcome of the
June meeting (on the balance of probabilities), that the Company formed its view that the
outcome of the June meeting would likely be negative.
It was this view of the likely outcome that the Company considered material information and
requested a trading halt.
3.

If the answer to question 1 is “yes”, when did the Company first become aware of the
outcome of the Trend Vote?

The Company considers awareness of the outcome of the trend vote is not the point in time
for determining materiality. Nevertheless and for completeness, the outcome was verbally
and confidentially communicated to the Company on the morning of 19 May 2011.
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4.

If this was before the Trading Halt request, please identify any earlier announcement
from the Company which disclosed the outcome of the Trend Vote.

There was no earlier announcement in relation to the outcome of the trend vote. It was not
until 21 May 2011 (being a Saturday), that the Company considered it had a sufficient
understanding of the meaning and implications of the verbally advised trend vote.
In the interim, following the CHMP verbal advice of the outcome, the Company provided
feedback to CHMP. The Company also subsequently sought clarification of the implications
of the vote.
The CHMP meeting did not end until the morning of 20 May and an official and public report
of the proceedings of the meeting was not available to applicants until overnight on 20 May.
Until that report was published, the Company considered that there was the potential for
further discussions and for the CHMP to take into account representations made by the
Company in response to the negative trend vote.
On Saturday morning, as the CHMP had not communicated anything further before the
publication of the report and the report itself did not reference the Company's application, the
Company formed the view it was unlikely there would be a change in the CHMP's position at
the June 2011 meeting.
The Company then requested a trading halt prior to the commencement of trading on the next
trading day, being 23 May 2011.
5.

If there was no earlier announcement, and the Company became aware of the outcome
of the Trend Vote prior to requesting the Trading Halt, why was the Trading Halt not
requested at an earlier time? Please comment specifically on the application of listing
rule 3.1 and the exceptions to the rule in listing rule 3.1A.

As stated in point 1 above, the trend vote is not in and of itself considered material for the
reasons already given. The trend vote is part of an on-going and confidential process. The
CHMP has stressed there is no final decision until the meeting in June 2011.
Nevertheless, once the meaning and implications of the verbal advice of the trend vote were
understood and there was no further communication prior to the finalisation of the May
meeting and the release of the CHMP’s report, the Company formed the view that the June
vote was likely to be negative. The Company considered it was then appropriate to request a
trading halt.
In any case, the Company considers that Listing rule 3.1A applied for the period from 19 May
to the requesting of the trading halt.
If the Company had requested a trading halt earlier, it could potentially have committed the
Company to disclosure of confidential information that at the time was insufficiently definite.
It would also have been unreasonable to expect the Company to make an announcement
without first properly understanding the implications of the outcome of the trend vote in
advance of the CHMP meetings having completed.

Until the meetings' completion and the publication of the report, there was still the potential
for further feedback from the CHMP.
In other words, the Company may have pre-emptively announced a negative conclusion
which may not have been justified in light of any subsequent feedback from or report issued
by the CHMP of the May meeting.
A pre-emptive announcement could also have jeopardised the Company’s on-going and future
marketing application processes and its reputation and integrity with the CHMP generally.
6.

Please confirm that the Company is in compliance with listing rule 3.1.

The Company confirms that it is in compliance with Listing Rule 3.1.
We trust the above addresses the ASX’s query. Please contact the undersigned if you have
any questions.
Yours sincerely

David McGarvey
Company Secretary

