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Thank you for your e-mail dated 25" June 2007.
The information provided is noted.

Remarks:
» Unfortunately, the version of the IMP dossier used for the assessment was missing
the relevant pages. The data on the placebo have now been reviewed and are
acceptable.

Yours sincerely,

armaceutical Assessor
Clinical Trials Unit

Medicines and Healthcare products Regulatory Agency
Market Towers 1 Nine Elms Lane London SW8 5NQ
T 020 7084 2000 F 020 7084 2353 www.mhra.gov.uk An executive agency of the Department of Health
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Sent: une :
o [

Subject: Compound: PF-00446687. EUDRACT Ref: 2007-0G1036-31

Cea

PROTOCOL: AB361011
The Company received an acceptance letter dated 15th June 2007 for the title Eudract Number today.

With respect te the remarks, we would ask for clarification on remark 4, as this needs to be addressed before
the study can start.

Remark 4:

Further information on the composition, method of manufacture and release testing of the placebo
tablet {placebo for sildenafil) should be provided before the study commences.

Having reviewed the IMPD, can the MHRA clarify what information is required in addition to that already
supplied.

The Company is planning to start the study within the next two weeks and we would like to ensure that
responses to all remarks have been lodged with the MHRA before then. For ease of reference |

attach a copy of the MHRA communication. With thanks in advance for your kind
assistance in this matter.

Yours sincerely

For Pfizer Global Research & Development

Worldwide Regulatory Strategy

Pfizer Global Research & Development Limited
Ramsgate Road

Sandwich

Kent

CT13 SNJ
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