> Subject: RE QUERY: your comments regarding taxotere

> Date: Mon, 29 Jun 2009 09:42:51 +0100

> From: external.queries@emea.europa.eu

> To: shirleyledlie@hotmail.com

>

>

> Dear Ms Ledlie,

> Thank you for your request for further information that you sent on 23rd June 2009.

>

> As already explained to you in the previous letter it is difficult to determine the frequency of occurrence of a particular side effect by relying on "suspected" adverse reaction reports which are not collected routinely.

>

> Regarding you question about how many reports of permanent hair loss have been received by the marketing authorisation holder we would recommend that you contact the marketing authorisation holder directly. In a similar manner we would recommend you to contact Sanofi Aventis directly to obtain a clarification on their quotation as we are in no position to interpret a statement made by Sanofi Aventis.

> It can be said however, that the fact that figures about incidence of prolonged hair loss are not routinely collected does not mean that Sanofi Aventis do not keep records of spontaneous reports made to them by healthcare professionals.

>

> Also, Sanofi Aventis state that the data they have so far (coming from a small number of clinical trials) indicates that permanent hair loss is a rare event. This is just an indication which needs to be confirmed when further data becomes available.

>

> We hope that this provides further clarification and answers your enquiry.

>

> Kind regards,

>

> Medical Information Sector

>

