
Letter head actual SOH
Cover letter
Information of the medicinal product concerned by this change of Scientific Opinion Holder issued in accordance with Article 58 of Regulation (EC) No 726/2004
{Date}
{EMEA/H/W/xxx}
Dear Sir or Madam,
Re: {Product Name (active substance)} 

The scientific opinion to be amended by this change of Scientific Opinion Holder (SOH) procedure relates to the following medicinal product:

	{Name of the Medicinal Product}:
	

	{Active Substance}:
	

	{EMA number}:
	{EMEA/H/W/xxxx}

	{Date the Scientific Opinion was issued}:
	


This application concerns the change of the SOH from {name actual SOH} to {name next SOH}

	{Name and Address of actual SOH}:


	{Name and Address of the next SOH}:



	{Title and name of the Contact person at actual SOH address}:

{Tel}:

{Fax}:

{E-mail}:
	{Title and name of the Contact person at next SOH address}:

{Tel}:

{Fax}:

{E-mail}:


{Name actual SOH}, hereby certifies that the complete and up-to-date file of the medicinal product concerned or a copy of this file has been made available to {name next SOH}. No other changes have been made to the Product Information Annexes other than those pertaining to the details of the SOH <and the list of local representatives>.

<{Name next SOH} will take over all responsibilities
 for the concerned medicinal product as of the date of the notification of the positive opinion for the change of the SOH by the Agency.>
OR

<The transitional organisational arrangements to support the transfer of responsibilities1 from {name actual SOH} to {name next SOH} will be completed by {date}
. This date will be the implementation date.>
Statement of activities performed by the {name actual SOH} during the transitional period: 

[This statement should briefly provide the Agency with an overview of the organisational activities which will be performed by the actual SOH - as agreed with the next SOH - during the transitional period. The transitional period being the period between the date of notification of the Agency’s opinion on the change of SOH and the implementation date]
We hereby confirm…>
Yours faithfully,
{Title, name, position}



{Title, name, position}
For and on behalf of {name actual SOH}
For and on behalf of {name next SOH}
�  These responsibilities include any remaining follow-up measure and the recommendations and requirements of the Scientific Opinion pursuant Annex II of the Scientific Opinion concerned.


� 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 positive opinion by the Agency”. 


In any case, the period between the opinion notification and the implementation date should not exceed 6 months, unless justified.






