
[bookmark: _Toc526414271]ANNEX 
(< FROM VACCINE ANTIGEN MASTER FILE HOLDER ON HEADED PAPER>)
Template Submission letter and administrative details for documents relating to a Vaccine Antigen Master File (VAMF)[footnoteRef:1] [1:  To be submitted together with the VAMF in conjunction with every application (i.e. certification/variation)] 

[bookmark: Text10]From:<VAMF holder name>
[bookmark: Text11]	<VAMF holder address>
[bookmark: Text12]	<VAMF holder address>
[bookmark: Text13]	<VAMF holder <post code> town>
[bookmark: Text14]	<VAMF holder country>
To: 	European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam
The Netherlands
<Date> 
<Reference>
Subject: 	Submission of documents relating to a VAMF 
for <Name of antigen> - <EMEA/V/VAMF/XXXXX> 

Dear Madam or Sir:
This Vaccine Antigen Master File is submitted in relation to the following product(s):
	Veterinary medicinal product(s)
	[bookmark: Text3]<Name of veterinary medicinal product(s)>[footnoteRef:2] [2:  If no invented name has been agreed at the time of submission for this product: it should be indicated ‘INN + Marketing Authorisation Holder name’] 


	Allocated product/procedure number (as applicable)
	<EMEA/V/C/product reference number/procedure reference> 

	Submission date of the marketing authorisation application[footnoteRef:3] [3:  If applicable, in case the VAMF is submitted as part of an initial marketing authorisation application. In case of a standalone VAMF submission please enter ‘N/A’ in the field.] 

	<<DD/MM/YYYY> or N/A>




Administrative details for documents relating to a Vaccine Antigen Master file (VAMF)[footnoteRef:4] [4:  It is mandatory to complete all information fields] 

This submission letter should be used for a Vaccine Antigen Master File to be assessed in one of the following scenarios:
as a standalone submission, for vaccine antigens already used in veterinary medicinal products authorised via the centralised, decentralised or mutual recognition procedure;
with a variation to an existing VAMF.


	VAMF reference number 
	<EMEA/V/VAMF/XXXXX>

	VAMF certificate version (as included in this submission)
	Version [version number]/date (dd-mm-yyyy)

	Antigen name
	<antigen name> 

	Additional information (if applicable) 
	



	VAMF holder
	[bookmark: Text17]<VAMF holder name>
[bookmark: Text18]<Full VAMF holder administrative address>
<Country>

Contact person: <name>
Telephone: 	<telephone No.>
e-mail: 		<e-mail>

	VAMF holder customer account number[footnoteRef:5] [5:  The customer account number is a unique reference number with the Agency for financial matters. It is quoted on the invoice and all the related financial correspondence received from the Agency. It normally starts with 00005 for parallel distributors and 00006 for other organisations. Pease make sure this is provided with this submission. If you don't have a customer account number, click here to request one.] 

	<number>

	Customer purchase order or Reference number[footnoteRef:6] [6:  Applicants and marketing authorisation holders requiring a purchase order number or similar references on their invoice are encouraged to issue a standing (blanket) purchase order covering all marketing authorisation and/or pharmacovigilance fees levied by the Agency for a given period and to provide such reference to the Agency’s accounts receivable service at accountsreceivable@ema.europa.eu. Alternatively, such reference can be provided here. In case PO is not applicable please enter ‘N/A’ in the field.] 

	<number, if not applicable please state: N/A>

	SME status 
	|_| Yes, SME designation number: <number e.g. EMA/SME/123>
|_| Not yet
|_| N/A

	Antigen manufacturer
Manufacturing site(s)[footnoteRef:7] [7:  All companies involved in the manufacture of the active substance, including quality control / in process testing sites, intermediate manufacturers and sterilisation sites should be listed in separate boxes. ] 


	<Antigen manufacturer name>
<Manufacturing site address(es)>
<Country>
Contact person: <name>
Telephone: 	<telephone No.>
e-mail: 		<e-mail> 


	Submission type
	|_| New submission
|_| Variation for an existing VAMF
|_| Response to list of questions 





	Submission format

	|_| (V)NeeS
|_| CTD



	Submitted documents
	|_| Table of changes (only for submission of an update to a currently authorised VAMF)
|_| Correlation table[footnoteRef:8] for CTD:(V)NeeS formats [8:  For a VAMF provided in the CTD format ] 




Yours faithfully,
<Signature of authorised contact person>
<Name, address and position in company>

Table of changes between different versions of the VAMF
This section should only be completed for updates to an already submitted VAMF.
The Table of changes should be included as a separate document to the main submission cover letter. The VAMF holder should use the following example templates for the table. 
Table of changes example template
	TABLE OF CHANGES 

	
	PRESENT
	PROPOSED

	
	VAMF holder’s Version Number [version number]/date (dd-mm-yyyy)
	VAMF holder’s Version Number [version number]/date (dd-mm-yyyy)

	Section
((V)NeeS or CTD, as appropriate)
	Current situation
	Description of change

	
	
	

	
	
	

	
	
	

	
	
	



