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Clinuvel Pharmaceuticals Limited (ASX: CUV; XETRAAX: UR9; ADR:
CLVLY) provided an update on the commercialisatigrathway for
afamelanotide. You indicated that you're focussamgregulatory approval for
two indications — Erythropoietic Protoporphyria @Pand Solar Urticaria
(SU). What was the rationale for focussing on theseindications?

CEO Philippe Wolgen

The mantra for drug developers ought to be thatlkne will show you where
to go and for which therapeutic classes to developew drug.In all our
assessments of the viability of commercial success,looked at the most
acute disorders for which an effective treatmentacking. First of all, we
believed that the motive of doing good for patiemtsuld result in clinical
success, and armed with this belief we now stangazonable chance to
develop afamelanotide as novel drug to market.t$atenains a prerequisite
in our ongoing development. The above summarisesconsiderations for
registering afamelanotide.

Importantly, drugs need to be assessed on chemaidse and formulation.
These three factors need to go in parallel withesofithe commercial choices.

We found EPP and SU to be the most acute indicafiolfowing light or UV

exposure to skin. An effective prophylactic drugukbbe of major clinical
benefit to sufferers of EPP and SU. This therapastcurrently missing in the
clinic, and we seem to have found a feasible placeur drug. We're part of a
select group of companies which has two orphan ghdigations for one drug.



Both EPP and SU are orphan diseases with EPP mgeorphan drug
designation (ODD) in Europe, Switzerland and US] arost recently SU was
also granted ODD in Europe by the European Medschgency (EMEA). The
results and clinical feedback in combination whie tack of current therapies
have led us to make EPP and SU our first prioatyards regulatory approval.
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What is the trial and approval timeline for the &hdl EPP trials in Europe?

CEO Philippe Wolgen

We defined ambitious goals four years ago to cotapiee current Phase Il
trials by the end of this calendar year. This i$ the usual time span in our
industry, it normally takes another three to fowans longer. When we
collectively meet this objective, we will have setrecord breaking time in
identifying one or more novel indications, confingithe clinical proof of
concept, obtaining regulatory support worldwide againing the clinical
support from all physicians and academics in tellfiThe completion of the
European Phase Il in EPP will sum up the teamiiea®@ments during the
past four years.

We will inform the market on the progress of thaltby analysing (as laid out
per protocol) the four-months European resultshie third quarter of this
calendar year. The results will follow once thedpdndent data management
and analyses are completed and confirmed by thepbrtlent Data Safety
Monitoring Board. The next steps will be to writedaassemble a dossier to file
for marketing authorisation application (MAA) withe EMEA. Following our
submission, timeframes will then be determinedizyEMEA.
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The US Federal Drug Administration (FDA) has allowafamelanotide to
proceed with clinical trials in the US under Invgational New Drug (IND).
You previously noted that you will commence US Isri@omprising of a
pharmacokinetic (PK) and pharmacodynamic (PD) tuging the final
commercial product as a controlled release formanatAre you on track with
these trials?

CEO Philippe Wolgen

These confirmatory trials will most likely finishybDecember. The US
program is more or less linked with our EU directiMost people who follow
Clinuvel's development closely understand how sealsinfluence uniquely
plays an important part in our clinical program. \AMfe obliged to carefully
select and plan for the seasons (spring and sumatnem we wish to conduct
our trials; this is unique to afamelanotide. Loaki@ahead, we plan to expand
our US activities early 2010 to match the full piarg in the EU.
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Afamelanotide was granted ODD by the EMEA in Juf82for SU. Phase Il
results showed thalhe tolerance of the skin to light of various wargjths and

intensities was increased in SU patients after #dministration of

afamelanotide. What is the meaning of these resaitd what are the next
steps for Clinuvel?



CEO Philippe Wolgen

The clinical shift in application of afamelanotids meaningful and
unexpected, but then again this is part of disdogemew fields. Results from
the Phase Il SU study indicate that afamelanotgdefiective in providing
photoprotection against light that ranges in wawglle from 300nm to 600nm.
That is, the drug can mitigate the effects of lightJV in the skin as well as in
the visible range causing acute skin disorders.other key learning is that we
are now able to pharmacologically control acutenskutbreaks, whereas
chronic conditions require a different approach. Wae/e come to assign
numerical protection to our drug, and this willos¥l us to be more precise at
picomolar concentrations during the registratioafaimelanotide.

With this knowledge, we intend to progress SU tadehlll trials, which are
being prepared for March 2010 in Europe. This tuall be of 6-months
duration and will focus on ‘conditions of use’.
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Afamelanotide is a novel drug. Given EPP and SW baive ODD status, what
IS your strategy on pricing the product?

CEO Philippe Wolgen

Pricing strategy is pivotal to the understandingh&f markets and possibilities
for reimbursement of the drug. A pricing study isdarway in Europe to
explore the range of pricing in ODD and improvirge tquality of life in
patients that are house-bound. We hope to have tiesslts by November this
year.
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How is Clinuvel going to manufacture afamelanottea larger scale? What is
the manufacturing strategy?

CEO Philippe Wolgen
We will inform the market of our plans to manufaetwn large scale shortly,
and this will be part of our commercial direction.
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Have you advanced partnering discussions regadigtigbution?

CEO Philippe Wolgen
Like any company in our sector in Phase lll stagsre exploring a number of
options. Once this process is finalised we wilcdss it, but not before.
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What is the progress of your other three indicaionPolymorphic Light
Eruption (PLE), Photodynamic Therapy (PDT) and AictKeratosis (AK)?

CEO Philippe Wolgen

To date, our path to market has been dictated éynédical need. As | noted
previously, our first priority is to develop afarambtide for the two acute
orphan indications EPP and SU. PDT is another acwlieation which is in
Phase Il trials. We expect results from this toedore the end of this year.



EMEA has also granted ODD for the subacute indicatiCongenital
Erythropoietic Porphyria (CEP). We're currently é¢fing and collecting data
for CEP under compassionate use. CEP is an ulteabizt very severe disease;
we will look at the clinical response in the Q1 Q01

The other two indications polymorphic light eruptidPLE) and actinic
keratosis (AK/SCC) are chronic conditions, and tkealuation of our
preventative drug will take longer. Currently, weetonducting a Phase Il trial
in PLE and expect to announce the interim resylthé end of this year.
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Cash reserves at the end of June 2009 were $37lisnmiDo you have
sufficient funding to complete the Phase Il triafsEPP in Europe and US and
apply for regulatory approval for afamelanotide? Isecessary to raise capital
in the short-term?

CEO Philippe Wolgen
We have ample cash available to complete this progand are fully funded
for the filing for marketing authorisation for afatanotide.
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Thank you Philippe.

For more information about Clinuvel Pharmaceuticdlsnited, view
www.clinuvel.comor contact Head of Global Network and Communicatjo
Lachlan Hay on +61 3 9660 4900 or via investorrehes@clinuvel.com or on
Twitter @ClinuvelNews
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