{Letter head Transferor} [to be signed by Transferor and Transferee]
{Date}
{EMEA/H/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 1 
Information on:

a) the medicinal product(s) concerned; 
b) on the transferor and transferee;

c) summary of the pharmacovigilance system master file;
d) declaration on update of product contact details in IRIS;
e) declarations that all information regarding the product has been made available to the transferee with a statement of undertaking from the transferee, and 
f) updated product information as per the requirements of Commission Regulation (EC) No 2141/96.
a) Medicinal product(s) concerned

The marketing authorisation to be amended by this Transfer procedure relates to the following medicinal product:
	{Name of the Medicinal Product}:
	

	{Active Substance(s)}:
	

	{Marketing Authorisation Number(s)}:
	{EU/…}:

	{Date of Marketing Authorisation*}:
	


* Mentioned in the section “Authorisation details” of the product-specific webpage on the EMA website
b.1) Identification of the Transferor and the Transferee

	{Name and address of the Transferor}:
[from OMS]
{OrgID}:
{LocID}:
	{Name and address of the Transferee
}:
[from OMS]
{OrgID}:
{LocID}:


	{Title, name and surname of the Contact person at transferor address
}:
{Telephone}:
{E-mail}:
	{Title, name and surname of the Contact person at transferee address2}:
{Telephone}:
{E-mail
}:



( A proof of establishment of the Transferee within the European Economic Area issued in accordance with national provisions and dated within the last six months is provided.
b.2) Identification of the person/company authorised for communication between the Transferee and the Agency after authorisation on the Transfer of the marketing authorisation
This is to confirm that the contact person whose details are provided below is authorised for communication between the marketing authorisation holder (MAH) and the European Medicines Agency after the completion of the Transfer of marketing authorisation for the medicinal product(s) concerned
.
	Person/Company authorised for communication between the marketing authorisation holder and the competent authorities after authorisation of the Transfer
{Title}:               {First name}:                              {Surname}: 

{Company name [from OMS
]}:
{Address}:

{Country}:
{Telephone}:

{E-Mail
}:



c) Summary of the pharmacovigilance system master file

The transferee hereby confirms that a Summary of the Pharmacovigilance system with respect to the transferred medicinal product(s) and containing the information listed in Article 8(3)(ia) of Directive 2001/83/EC is provided with this transfer application.

d) Declaration on update of product contact details in IRIS
The Transferee hereby confirms that, following the adoption of the Commission Decision, the product contact details listed below will be updated in IRIS in accordance with the information provided in the transfer application at the earliest opportunity to ensure data accuracy for upcoming regulatory activities. The Transferee further confirms that all existing Transferor contact details will be replaced with those of the Transferee and, where relevant contact roles are not yet established in IRIS, that such roles will be created.
· Contact person at the MAH address for the Commission Decision



(section 2.4.1 of the eAF of the initial application)

· Person/company authorised for communication with authorities after authorisation 
(section 2.4.3 of the eAF)

· Scientific service contact person in the EEA (Article 98 of Directive 2001/83/EC) 

(section 2.4.5 of the eAF)
· Contact person in the EEA for product defects and recalls (Article 79 of Directive 2001/83/EC) (section 2.5.1.1 of the eAF)
e) Declaration that the complete and up-to-date file concerning the medicinal product or a copy of this file including any data/documents relating to the paediatric obligations and information regarding any outstanding post-authorisation measures has been made available or has been transferred to the Transferee
The current marketing authorisation holder (the Transferor), hereby certifies that the complete and up-to-date file(s) concerning the above-mentioned product(s) or a copy of the file(s), including any data/documents related to the paediatric obligations and information regarding any outstanding post-authorisation measures, has/have been made available to or has/have been transferred to the Transferee. 

The person to whom the transfer is to be granted (the Transferee), hereby certifies that the complete and up-to-date file(s) concerning the above-mentioned product(s) or a copy of the file(s), including any data/documents related to the paediatric obligations and information regarding any outstanding post-authorisation measures, has/have been made available by or has/have been received from the Transferor.

( There are no outstanding post-authorisation measures 
( The Transferee agrees to undertake the following remaining post-authorisation measures (PAMs) requested by the CHMP and commits to submit the data listed below within the specified timeframes as requested by CHMP.
List of outstanding post-authorisation measures requested by the CHMP with
their due dates:
	Area
	Description
	Due Date

	
	
	


f) Updated Product information as per the requirements of Commission Regulation (EC) No 2141/96 

Transferee and Transferor hereby certify that no other changes have been made to the content of the Product Information Annexes (I, II and III) other than those pertaining to the details of the MAH <and the list of local representatives>.
Yours sincerely,
	{Title, name, surname, position
}
	{Title, name, surname, position
}

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


� The address given must correspond to the address referred in SmPC section 7 and in line with OMS.


� Contact person physically located at the MAH (Transferor)/Future MAH (Transferee) address to be contacted for the courier    delivery of the Commission Decision documents (referred to in section 2.4.1 of the application form for initial marketing authorisation application); the telephone number must belong to the same country. This information should be kept up to date, and any changes (including during the post-authorisation phase) should be updated by the Transferor/Transferee in IRIS promptly. Please ensure that the contact person(s) stated in this attachment have an active EMA user account (see information on the �HYPERLINK "https://register.ema.europa.eu/identityiq/home.html"��EMA Account Management� website) and have been registered in IRIS.





� The e-mail address should be the individual e-mail of the contact person at Transferee address (2.4.1). This e-mail address should also be registered in IRIS and affiliated with the organisation of the product as per �HYPERLINK "https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-registration-rpis_en.pdf"��IRIS guide for registration� and �HYPERLINK "https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-applicants-how-create-submit-scientific-applications-industry-individual-applicants_en.pdf"��for applicants�.


� At the time of submission, please ensure that the contact person(s) stated in this attachment have an active EMA user account (see information on the �HYPERLINK "https://register.ema.europa.eu/identityiq/home.html"��EMA Account Management� website) and have been registered in IRIS (NB: the person referred to in section 2.4.3 of the application form).





� All organisations (name and address) for Transferor and Transferee as well as contact persons should be reflected in line with SPOR OMS. The associated LOC and ORG codes can be included. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information �HYPERLINK "https://spor.ema.europa.eu/omswi/" \l "/"��OMS Web UI (europa.eu)� on how to make the necessary corrections. 





� The e-mail address should be the individual email of the MAH contact person authorised for communication (2.4.3). This email address should also be registered in IRIS and affiliated with the organisation of the product as per �HYPERLINK "https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-registration-rpis_en.pdf"��IRIS guide for registration� and �HYPERLINK "https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-applicants-how-create-submit-scientific-applications-industry-individual-applicants_en.pdf"��for applicants�.


� The signature of the Transferor applies to all sections of this letter except for the Statement of undertaking, which is to be signed only by the Transferee.





� The signature of the Transferee applies to all sections of this letter including (but not limited to) the Statement of undertaking.





