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Clinuvel Pharmaceuticals Limited (ASX: CUV; XETRAAX: UR9; ADR:

CLVLY) today announced that the US Food and Drugnkdstration (FDA)
has granted afamelanotide its Investigational NewgXIND) status. What
are the clinical and commercial implications of ISf@atus?

CEO Philippe Wolgen

IND status is a meaningful acknowledgement thamafanotide is a drug

worthy of further investigation in the US, and wélwow commence trials

there. The IND process is extremely rigorousoriter for us to have received
this status, all of the data we have collectedtiredato the technical quality,

safety and efficacy in the pharmaceutical develagnoé afamelanotide have
been comprehensively reviewed by the US FDA. Thsult summarise 16
months of intense work in the company.

The commercial implications of the IND are variouk. means we are now
active in four separate jurisdictions (US, AusaalEuropean Union and
Switzerland) and have a clear gateway into the Wgket. This status will
also increase the visibility of Clinuvel as a leg#te and credible player in the
pharmaceutical and biotechnology industry and ity nogpen up further
opportunities, such as partnering and possibleriligion. In short, it
increases our overall chance of success.

cor por atefile.com.au
What does IND status mean for the timing of possit®mmercialisation of
afamelanotide?



CEO Philippe Wolgen

Our clinical program is most advanced in Europe r&¢hge are conducting
Phase Il clinical trials in the orphan indicatienythropoietic protoporphyria
(EPP) and intend to file for registration in thexn&2 months. A US filing is
likely to follow shortly thereafter for photodynamiherapy (PDT) and EPP.
Marketing authorisation is typically granted witlinto 12 months after filing
in both jurisdictions.
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Why are trials in the US so important to the cony@an

CEO Philippe Wolgen

The US pharmaceutical market represents 50 peraéntthe global
pharmaceutical market. It's the largest developedntry, and by far the
largest pharmaceutical market in the world. INBts$ and successful trials in
the US is a preferable route to enter this markghviously, entering the US
has significant implications for Clinuvel’s futuaed as such the trials there are
very important to the company.
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Clinuvel's first US trials will consist of a pharmekinetic (PK) and
pharmacodynamic (PD) trial using the final commarproduct as a controlled
release formulation. Can you comment on the diffeeebetween these trials
and the other PK/PD trials you conducted in Eurape Australia?

CEO Philippe Wolgen

The confirmatory trial we are undertaking in the I3Sssentially the same in
design as previous PK/PD studies we undertook nofiguand Australia. It is,
however, important to confirm the product perforeenusing the final

manufacturing process proposed for the commeraiatiyet; this can be
regarded as a bridging study to the PDT and ERR in the US.
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EPP was granted orphan designation by the FDA in 2008 and is near
completion of the Phase Il trials in Europe. Yadicated that PK trials in the
US will be followed by Phase Il trials in PDT. Whigtthe rationale behind
conducting the Phase Il trials in PDT first instedidhe more advanced EPP?

CEO Philippe Wolgen

Various reasons underlie our decision to conduetston PDT in the US
before EPP. Firstly, we wish to apply for an engsbése Il meeting with the
FDA before starting the EPP Phase lll trials inti& This interface will offer
the FDA to have a valuable input in this pivotahltr Secondly, there is
biochemical commonality between PDT and EPP andvish to demonstrate
the reduction of phototoxicity in both indicationllowing oncology

treatment.

For EPP, we aim to demonstrate the reduction irséwerity of phototoxicity

in sufferers of the disorder. The molecular mecéranin both indications is

quite similar, meaning that the pain experiencedhege patients is elicited by
the same family of molecules in the skin. We bdaiévat those two indications
will be the first for which we will register the a in the US.



cor por atefile.com.au

Cash and short-term investments as at the end mte®ber 2008 was $47
million. Given the commencement of trials in the W8at will be your total
cash spend in calendar 2009?

CEO Philippe Wolgen

Our projections remain the same. Cash burn shoeldth the region of $17
million for calendar year 2009, and this numbeiludes our activities in the
UsS.
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What is your current strategy in relation to themoeercialisation of
afamelanotide? Do you have any intentions to takpastners?

CEO Philippe Wolgen

We do not exclude the possibility of entering iptrtnerships. It was always
our belief that once we obtained interim resultsHbase Il trials and an IND,
we would be in a stronger position to assess thbility of a collaboration
with a larger pharmaceutical company. Having redcthose milestones, we
can now explore that possibility.
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What plans do you have to manufacture commerciaantiies of
afamelanotide?

CEO Philippe Wolgen

The process of planning and scaling up the manufacif afamelanotide is a
lengthy process and there is a good deal of workd done in terms of
projecting demand for the drug. We continue to kwolosely with our
manufacturers to ensure that we will be able totrdemand for the drug if and
when we go to market.
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What options do you have for distributing the drug?

CEO Philippe Wolgen

We have several options. We could distribute thegdurselves, we could
source distribution partners in individual regiarswe could appoint a single,
global distributor. Companies with a strong traekord in drug development
do not necessarily have strong capability in drugkating and distribution. As
such, we are examining the options available toaunsd, will go with the one
that we believe will be most advantageous to Clehwhen it's appropriate.
As | said before, we do not exclude the possibditgntering into partnerships.
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What material milestones are you aiming to achteveughout 20097

CEO Philippe Wolgen

Getting Clinuvel’s trials in the US underway wik la major milestone for us in
2009. We will also finalise the first data fromethrials of afamelanotide
administered to patients undergoing photodynamecaghy (PDT), or suffering
from solar urticaria (SU) or polymorphous light ption (PLE).



Afamelanotide will be branded and given a trade evaamd we will begin to
undertake further recruitment of staff to enharu ool of talent within the
company. 2009 will be a significant year in thenGVel story and we've very
pleased to have reached this point. As a final remairmly believe in that

the first rule of Hippocrates still holds in thisdustry: first do good; the rest
will follow.

CEO Philippe Wolgen
Thank you Philippe.

For more information about Clinuvel Pharmaceuticdlsnited, view
www.clinuvel.comor contact Head of Corporate Development Colin Rac
on +61 3 9660 4900 or via investorrelations@cliniwoen
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