
[Template Cover letter for worksharing procedures including both CAPs and NAPs  FORMTEXT _]
<Applicant>

<Address>

<Address>

<Post code> <Town>

<Country>
<Date>
<Reference>
<High level worksharing procedure No.:>
Subject:
Submission of Variation Application Dossier(s) for a Worksharing procedure to the European Medicines Agency and National Competent Authorities according to Article 20 of Commission Regulation (EC) No 1234/2008

To the attention of:

Product Application and Business Support
cc Coordinating PTL, European Medicines Agency

cc Lead Rapporteur

[list all MSs concerned]
<National Competent Authority>, <MS>>

<National Competent Authority>, <MS>>

<National Competent Authority>, <MS>>

 (…)

Dear Sirs,

We are pleased to submit our Variation Application Dossier(s) for <Type IB> <Type II> variation(s) following a worksharing procedure according to Article 20 of Commission Regulation (EC) No 1234/2008, for the following medicinal products:

Centrally authorised medicinal products:

	Medicinal product
	Active substance(s)
	Product Nr. 
	eCTD sequence Nr.

	<(invented)Name>
	<INN/common name>
	
	

	<(invented)Name>
	<INN/common name>
	
	

	<(invented)Name>
	<INN/common name>
	
	


Nationally authorised medicinal products
:

	Medicinal product
	Active substance(s)
	(MRP) number
	MS(s) involved
	Format of submission


	<(invented)Name> in RMS/MS
	<INN/common name>
	
	
	 FORMCHECKBOX 
 eCTD:

 FORMCHECKBOX 
 NeeS:



	<(invented)Name> in RMS/MS
	<INN/common name>
	
	
	 FORMCHECKBOX 
 eCTD:

 FORMCHECKBOX 
 NeeS:



	<(invented)Name> in RMS/MS
	<INN/common name>
	
	
	 FORMCHECKBOX 
 eCTD:

 FORMCHECKBOX 
 NeeS:




- The submission is checked with an up-to-date and state-of-the-art virus checker 
The application concerns <Single variation / Grouping of variations>. 

Type of the Variation(s) Application(s):

[Please include a brief description of the variation(s) applied for]
When appropriate, please indicate type of change (for Type IB and Type II variations only):

 FORMCHECKBOX 

Indication

 FORMCHECKBOX 

Paediatric requirements
 FORMCHECKBOX 

Safety


 FORMCHECKBOX 

Following Urgent Safety Restriction

 FORMCHECKBOX 

Quality

 FORMCHECKBOX 

Annual variation for human influenza vaccines

 FORMCHECKBOX 

Other

The Lead Rapporteur for the worksharing procedure is <name of Lead Rapporteur>
<- The relevant fees have been paid to the National Competent Authorities involved.>

< The fee will be paid upon receipt of the NCA invoice. The invoice should be addressed and sent to the following address:

<Company>

<Address>

EMA fee will be paid upon receipt of the EMA invoice. Please mention Purchase Order Number xxxx on the invoice. The invoice should be addressed and sent to the following Applicant:

<EMA account N.>

<Applicant>

<Address>

 FORMCHECKBOX 
 The dispatch list is appended (to the European Medicines Agency only).

 FORMCHECKBOX 
 The dispatch list will be forwarded to the European Medicines Agency as soon as the application has been submitted to all involved MSs. (Do not resend the entire dossier/cover letter again)
<Free text field – when appropriate and if important for the validation of the application(s) additional information can be provided e.g. location of Notes to Reviewers, National file number if provided before submission etc.> 

We, <Applicant>, finally hereby certify that the dossiers submitted to the Agency and all involved MSs are identical.

Yours sincerely,

<Signature>

<Name>
<Title>
Contact email address

C.c: Lead Rapporteur for worksharing procedure

Sample information for inclusion in the MAH's list of dispatch dates

	NAME OF COMPETENT AUTHORITY/AGENCY FOR DISPATCH*
	DATE OF SUBMISSION
	DATE OF PAYMENT OF FEES, AS APPROPRIATE
	MA HOLDER

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


*Note: Address for delivery of the notification/variation to the Member States is referenced in the CMDh website, Contact points
When the submission address for Rapporteur/CHMP members is identical to the submission address for the national competent authorities, no additional copies of the application should be sent separately to the Rapporteur/CHMP member concerned. However, the cover letter should be copied to the CHMP member concerned. 

For submission addresses for Committee members, please refer to the overview table on the Agency’s website ( http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500003980.pdf) 

� This list can optionally be placed as an annex to the Application From instead of being included in the cover letter


� If different formats are used in MS(s), please specify 
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