



Letter head Transferor

Attachment 4

A document stating the date on which the Transferor and the Transferee finalise the transitional organisational arrangements. This is referred to as the implementation date.

{Date}
{EMEA/H/C/xxx}
Dear Sir or Madam

Re: {Product Name (active substance)}
Application for Transfer of Marketing Authorisation from {name Transferor} to {name Transferee}
<We hereby certify that for {product name (active substance)} the Transferee will take over all responsibilities for the concerned medicinal product as of the date of the notification of the Commission Decision on the Transfer>. 

OR
<We hereby certify that for {product name (active substance)} the transitional organisational arrangements to support the transfer of responsibilities from {name Transferor}, to {name Transferee}, will be completed by {date}
. This date will be the implementation date.

Statement of activities performed by the Transferor during the transitional period
: 
[This statement should briefly provide the Agency with an overview of the organisational activities which will be performed by the Transferor - as agreed with the Transferee - during the transitional period. The transitional period being the period between the date of notification of the Commission Decision on the Transfer and the implementation date]
We hereby confirm…>

Yours faithfully

{Title, name, position}



{Title, name, position}
For and on behalf of {name Transferor}
For and on behalf of {name Transferee}
(The 'Transferor')



(The 'Transferee')
This document was valid from 21 September 2011 to 30 June 2024.�It is now superseded by a �HYPERLINK "https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/transfer-marketing-authorisation-questions-answers"��new version� 








� The implementation date could be worded as follows; “The implementation date is by the end of a period of X months beginning at the latest the day after the notification of the Commission Decision on the Transfer”. 


In any case, the period between the notification of the Commission Decision on the Transfer and the implementation date should not exceed 6 months.


� The period between the notification of the Commission Decision on the Transfer and the implementation date should not exceed 6 months.






