
{Letter head Transferor} (to be signed by Transferor, and Transferee)
{Date}

{EMEA/V/C/xxx}, {Product Name (active substance(s))} (medicinal product(s) concerned)
Re: Application for Transfer of Marketing Authorisation from {name Transferor} (the Transferor) to {name Transferee} (the Transferee)
Attachment 2
Product status on the market and statement from the Transferee that they will take over all MAH responsibilities as of the date of the notification of the Commission Decision on the transfer OR agreement between the Transferor and the Transferee on a transitional period with a date for completion of the transitional period (referred to as the “implementation date”)
[Choose between one of the two options below by ticking the appropriate box]
( The product was NOT placed on the market in the EU/EEA
The Transferor hereby confirms that the medicinal product(s) concerned has/have not yet been marketed in the EU/EEA in any of its approved presentation(s).
The Transferee hereby certifies that it will take over all responsibilities for the medicinal product(s) concerned as of the date of the notification of the Commission Decision on the Transfer.
[If the first box was ticked, ignore the following and go directly to the signature]
( The product was placed on the market in the EU/EEA
<The Transferee hereby certifies that it will take over all responsibilities for the medicinal product(s) concerned as of the date of the notification of the Commission Decision on the Transfer>. (i.e. there is no need for a transitional period) 

[OR]
<The Transferee hereby certifies that for the medicinal product(s) concerned, the transitional organisational arrangements to support the transfer of responsibilities from the Transferor to the 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. See below a non-exhaustive list of the activities that the overview could cover:
· Manufacturing arrangements

· Continuation of distribution services

· Artwork development

· Scientific Services, Pharmacovigilance and product quality and recall]
We hereby confirm…>

Yours sincerely,
	{Title, name, position}
	{Title, name, position}

	For and on behalf of {name Transferor}
(The ‘Transferor’)
	For and on behalf of {name Transferee}
(The ‘Transferee’)


� 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 be proportionate to the organisational activities that need to be performed by the Transferor and Transferee and this 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.






