
Letter head next SOH
Attachment 2
Document identifying the Qualified person responsible for Pharmacovigilance (QPPV) and confirming the applicant’s necessary means to fulfill the relevant tasks and responsibilities listed in Title IX of Directive 2001/83/EC, by analogy
{Date}
{EMEA/H/W/xxx}
Dear Sir or Madam,
Re: {Product Name (active substance)}
This application concerns the change of the Scientific Opinion Holder (SOH) from {name actual SOH} to {name next SOH}

{Name next SOH} confirms that the services of a qualified person responsible for pharmacovigilance are available.

{Name next SOH} has the necessary means to fulfill the relevant tasks and responsibilities listed in Title IX of Directive 2001/83/EC, by analogy. 
The contact details for the QPPV are as follows:

	{Title and name}:
	

	{WHO Member State(s) in which the QPPV resides and carries out his/her tasks}:
	

	{Company name and address where QPPV is based}:
	

	{Tel}:
	

	{Fax}:
	

	{E-mail}:
	


<PSMF location:>
<PSMF number:>
Yours faithfully
{Title, name, position}






{QPPV}
For and on behalf of {name next SOH}






