Safeguarding public health

CTA number: 27280/0002/001-0001
EudraCT number: 2007-001036-31

PFIZER LIMITED
RAMSGATE ROAD
SANDWICH

KENT

CT13 9NJ

UNITED KINGDOM

25 July 2007

THE MEDICINES FOR HUMAN USE (CLINICAL TRIALS) REGULATIONS 2004 S.1.
1031

Product: PF-00446687

Protocol number: A8361011

Thank you for your letter dated 4™ July 2007.

The information provided is acceptable.

harmaceutical Assessor
linical Trials Unit

Medicines and Healthcare products Regulatory Agency
Market Towars 1 Nine Efms Lane London SW8 SNG

T 020 7084 2000 F 020 7084 2353 www.mhra.gov.uk An execulive agency of the Department of Health
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Sandwich Lalioratories

Phimer Limied -

Sundwich, Keot CTI39N], UK

Telephone: +44 (011304 616161  Fucsimile: +44 (0)1304 656221

Global Research & Development

4™ July 2007

Regulatory Lead Women’s Health/ Sex Health
Worldwide Regulatory Strategy - Europe

Direct Line:
Fax Line: +

Information Processing Unit

Area 6 ~ Clinical Trial Applications and related
responses to RFIs

Medicines & Healthcare Products Regulatory Agency
Market Towers

1 Nine Elms Lane

London

SW8 SNQ

Dear Sir or Madam
Response to Remarks (Your Ref: 27280/0002/¢01-0001)

Compaund; PF-(0446687 up to 2Zmg/mL Oral Solution
EudraCT Number: 2007-001036-31 -
Protocol Number: A8361011

"Internal SAN Number: 5547

Protocol Title: A 2-Cohort, Multi-Centre, Randomized, Double Blind(3™ Party

Open), Placeba Controlled 4-Way Crossover Study to Assess the Efficacy of !
Single Oral ﬂses of PF-00446687 on Erectile Function in Men Suiffering From

Erectile Dysfunction, Using 100 mg Sildenafil As a Positive Contrel

Thank you for your notice of acceptance of amended request dated 15® June 2007, in
respect of the title Eudract number. Please find enclosed a CD containing the
Company’s responses te the remarks from the Agency. A

The acceptance notification had four remarks for the Company to address and
response the first three remarks are provided in the attachment (INQS-2007-126-GB
file on the CD). With respect to the fourth remark (further data on the sildenafil
placebo), clarification from the MHRA {-‘s letter of 25™ June 2007) is that

THIS DOCUMENT CONTAINS CONFIDENTIAL ANDYOR TRADE SECRET INFORMATION THAT IS 1
DISCLOSED ONLY IN CONNECTION WITH THE LICENSING AND/OR REGISTRATION OF PRODUCTS FOR

PFIZER INC OR ITS AFFILIATED COMPANIES, THIS DOCUMENT SHOULD NOT BE DISCLOSED GR USED, IN
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Sandwich Laborutories

Phzer Limited

Sandwich, Kent CT13 9NJ. UK

Telephone: +44 (0)1304 36161  Facaimile: +41 {0}1304 636221

Global Research & Development

S |

the data contained in the original clinical trial application were'adequate.
Consequently no further information is provided in respect of this remark.

I trust that the above is satisfactory. However, please do not hesitate to contact me if 1
can be of further assistance.

Yours sincerely

ament Limited

Worldwide Regulatory Strategy - Europe

Encl.: CD with responses to remarks.

THIS DOCUMENT CONTAINS CONFIDENTIAL AND/OR TRADE SECRET INFORMATION THAT 1S
DISCLOSED ONLY TN CONNECTION WITH THE LICENSING ANDYOR REGISTRATION OF FRODUCTS FOR
PFIZER INC OR TS AFFILIATED COMPANIES. THIS DOCUMENT SHOULD NOT BE DISCLOSED OR USED, IN
WHOLE OR IN PART, FOR ANY OTHER FURPOSE WITHOUT THE PRIOR WRITTEN CONSENT OF PFIZER INC.
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REQUEST FOR DESPATCH OF MATERIALS (HOME AND EXPORT)
One copy to accompany the goods to the Despatch Dept;

One copy to the Supply Point (687)

| Date: Department: Int. Tel No. 46959 ‘
05 July 07 Worldwide Requlatory Operations
Description of Items: Consignee ( Nb P.0. Box numbers):
CTA Response Information Processing Unit
PF-00446687 Area 6 ~ Clinical Trial Applications and related
2mg/mL Oral solution responses to RFIs
Response to MHRA Remarks Medicines & Healthcare Products Regulatory Agency
Eudract Number: 2007-001036-31 Market Towers
Protocol: AB361011 1 Nine Elms Lane
: London
CDROMS: 1 CORoms x 1 coples = 1 SWe SNQ
TOTAL COROMS = 1
TOTAL ITEMS = 1 Tele:
Fax:
E-mail:
CHARGEABLE: YES [] NO X4
IF CHARGEABLE:

Terms of Sale:
Payment terms:

IF NON-CHARGEABLE:
. Cost Centre: 5002606/A836/CTA Response
Value for Customs: £3

Country of Origin (if not U.K.): Insurance:

. Special Valuation:
Dlal:g:;ous Goods (This section MUST be com- Buyer (if different from consignee):
ple

Are the materials dangercus for SUPPLY under
CHIP 2 regulations?

YEs [ Nno X
If YES, you must attach a Safety Data Sheet

Are the materials dangerous for CARRIAGE under UN
regulations?

ves [ Nno X

Additional Instructions (if any):
For guidance, refer to intreductory notes.

Signature of Sender: iTS:

Scheduled Substances (This section MUST be eSAN: 5547

completed to meet possible legal requirements)

If the above item(s) is a chemical compound, Is it a Please Despatch on: 5 July 2007

SCHEDULED SUBSTANCE?

YES O Nno X

For Supply Point Dept. use only:
if YES, state CAS number ;
Please note that the export of some SCHEDULED SUB-
STANCES require to be pre-nctified to the appropriate
autherity and a delay in shipment anticipated

Signature of Sender:

Delivery required by: 3™ July 07 For Despatch Dept. use only:

Insert a DATE and remember unnecessary
cost may be incurred If your instruction Is
not realistic.

Staff Number: Date:-05 July 07
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SAN-5547-GB

Date: JULY 2007

@ PF-00446687
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