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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH





Date: 
	EMA/279341/2012

Veterinary Medicines Division

	 


Letter of intent for request of Scientific Advice (SA)
Please fill all the predefined fields as accurately as possible1
	INN (if available)
	     


	Invented name (if available)
	     


	Company product code
	     


	Description of the product
	     


	Type of product
	 FORMCHECKBOX 
 Pharmaceutical

 FORMCHECKBOX 
 Immunological
 FORMCHECKBOX 
 Other

	Specify product type
	 FORMCHECKBOX 
 Generic         
 FORMCHECKBOX 
 Vaccine

 FORMCHECKBOX 
 New chemical entity          
 FORMCHECKBOX 
 Bio(techno)logical

 FORMCHECKBOX 
 Recombinant DNA derived product/GMO

 FORMCHECKBOX 
 Other innovative product or therapy

 FORMCHECKBOX 
 Other*
*Please specify      

	Comments:      



	Intended Indication
	      COMMENTS   \* MERGEFORMAT 


	Target species


	     

	Therapeutic area



	     

	ATCvet code (if available)

	     

	Comments:      



	Primary contact 
	 FORMCHECKBOX 
 Applicant

 FORMCHECKBOX 
 Consultant

	Comments:      



	Applicant


	Name: 
Direct tel: 

	Contact Person details for correspondence during procedure

	Name:      
Direct tel:                                      Fax:      
Email:      

	Alternate Contact Person details (if applicable)
	Name:      

 FORMTEXT 

Direct tel:                                      Fax:      
Email:      

	Comments:  FORMTEXT 

     

	
	

	Invoicing details (if different from Applicant details) 2
	Name:      
Address:      

	Financial contact person details (for invoicing if different from procedure contact person)
	Name: 

	Purchase order number (if applicable or if already available)
	Details:  FORMDROPDOWN 


 FORMTEXT 

     

 FORMTEXT 



	Comments:      



	Consultant on behalf of Applicant (if applicable)

	Name:      
Address:      

	Contact Person details for correspondence during procedure
	Name:      
Direct tel:                                     Fax:      
Email:      

	Alternate Contact Person details (if applicable)
	Name:      

 FORMTEXT 

Direct tel:                                     Fax:      
Email:      

	Letter of authorisation from applicant
	 FORMCHECKBOX 
 NO (to be provided within 30 days)

 FORMCHECKBOX 
 YES (please attach) 

	Comments:      



	Requirement for scientific advice pre-submission meeting
	 FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES (specify preferred week for meeting):      

	Intended submission date of request
	

	Comments:      



	Type of request
	 FORMCHECKBOX 
 Scientific advice – new request 

 FORMCHECKBOX 
 Scientific advice – follow-up 

	Previous advice received


	 FORMCHECKBOX 
 This request is a follow-up to the advice given by the CVMP. Procedure number:  EMA/V/SA/XXX/YY/I
 FORMCHECKBOX 
 Previous Scientific Advice received by relevant Competent Authorities, EU or non-EU (including exact dates):      

	Particular request (choose if applicable)

	 FORMCHECKBOX 
 MUMS/Limited Market 
 FORMCHECKBOX 
 FDA Parallel advice

 FORMCHECKBOX 
 Request from SME

	Comments:      


	MUMS Limited Market status
	 FORMCHECKBOX 
 NO – N/A
	MUMS financial incentives apply:

 FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO 

Expiry date:     

	
	 FORMCHECKBOX 
 YES 
Date of final CVMP decision:

     
	

	Comments:         



	Small and Medium Enterprises (SME) status
	 FORMCHECKBOX 
 NO – N/A


	 FORMCHECKBOX 
 YES 
- SME Number: EMA/SME/XXX/YY
Expiry date:                 

	Comments:      



Status of the product:

	Marketing Authorisation (MA) already granted
	Date of MA granting:      
Route of MA:

 FORMCHECKBOX 
 National procedure 

 FORMCHECKBOX 
 MRP/Decentralised Procedure

 FORMCHECKBOX 
 Centralised Procedure

Specify in which indication:      

	MA application under evaluation
	 FORMCHECKBOX 
 D120 Clock stop 

 FORMCHECKBOX 
 D180 Clock stop

	MA application not submitted
	MA Application planned date:      
Route of MA planned:

 FORMCHECKBOX 
 National procedure 

 FORMCHECKBOX 
 MRP/Decentralised Procedure

 FORMCHECKBOX 
 Centralised Procedure (according to Regulation (EC) No 726/2004)

	Comments:      

	


	Area of Advice 4
	 FORMCHECKBOX 
 Quality
 FORMCHECKBOX 
 Safety
 FORMCHECKBOX 
 Efficacy

 FORMCHECKBOX 
 MRL

	Please briefly outline the scope/area of your questions:      

	Comments:      


Notes
1) At the time of submission of the SA request the following documents have to be provided:

· Questions and company’s position (word format)
· Detailed table of contents

· Background information, e.g.: 

· Product Profile 

· Relevant study protocols or draft study protocols or study outlines 

· Bibliographical data (relevant references) 

· Content of previous scientific advice received 

· Relevant guidelines (other than CVMP Guidance documents) 

· Contract agreement (letter of authorisation) when the request is submitted by a consultant on behalf of the company

2) Only the Applicant will be invoiced, but the invoice can be sent to a different address. If a consultant is dealing with the Scientific Advice request on behalf of the Applicant, nevertheless the payment will be requested from the Applicant. 

3) If the Applicant has SME status at the time of submission, inform the SME office by email and please provide the fee waiver confirmation reply from the Agency SME office.

4) Regulatory topics may be addressed at pre-submission meetings or in writing separately from the Scientific Advice request.

5) The completed letter of intent in word format (please do not convert it in PDF) should be submitted to vetscientificadvice@ema.europa.eu 
	

	30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom
	An agency of the European Union  
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	Telephone

+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact
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