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Imitial Application

PF-00446687 200 mg Powder for Oral selution
FudraCT Nuamber: 2007-0010326-3 1

Protocol Wumber: AS8361011

Internal SA™N mumber: 3800

FProtocol Title: A 2-Cohort, Multi-Centre, Randomized, Double Blind (3rd Party
Open), Flacebo Controlled 4-Way Crossover Study to Assess the Efficacy of
Single Oral Doses OFf PF-00446687 on Erectile Funetion in Men Suffering from
Erectile Dysfunction, Using 100 MG Sildenafil AS a Positive Control..

Dear Sir / MhWadam

Please find encloscd a clinical trial application for 2 Phase 2a study in respect of the
title compound, a melanocortin agonist. PF-0044627 is in development for both male
erectile dysfunction (MED) and female sexual dysfimction (FSIY), it is the former
target indication that is the subject of this clinical trial application.

its placebo and

<A full guality component of the IMPLD is provided for PF-0044687,
that is

the sildenafil placebo. Active sildenafil has been sourced as Viagra®
commercially available in the Eitwropean Union.
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The currenily approved Summary of Product Characteristics {(SmPC) for Viagra® is

Inclirded as part of this application. Pflfizer proposes that the gquality data with the

exceplion of the final packaging step (labelling only) are identical to that approved for

marketing authorization numbers EU/1/28/077/009-012 and that the non-clinical and

clinical data that support the approved mariketing authorization numbers are

applicable 1o the patient to be recruited 1o the studsy. Therefore an abridged INMPD -
comprising the Viagra® SmPC is included with respect to sildenafil.

Please note this Clinical Trial Application has beoen submitted for review with the
drafi label appended. the actual approved UK label will be forwarded appropriately

when available and prior to regulatory approval.

I trust that the above is satisfactory. Howewver, please do not hesitate to contact mie if I
can be of Auther assistance.

Encl.: Clinical Trial Application
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