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Date:        
EMA/345968/2024
Veterinary Medicines Division
Request for veterinary medicinal product (VMP) classification


Applicant’s details

Company name:       
Company address:       
Contact person:       
Contact person tel. No.:       
Contact person email:       


Product information

Name(s) of the active substance(s):
       
Nature of the active substance(s) (in terms of chemical structure):
       
Intended use/claims/indication:
      
Mechanism of action:
      


Novel therapy VMP status
(according to Art. 4(43) of Regulation (EU) 2019/6)

Select one of the options:
☐	This veterinary medicinal product is a novel therapy VMP specifically designed for gene therapy, regenerative medicine, tissue engineering, blood product therapy, or phage therapy
☐	This veterinary medicinal product is a novel therapy VMP issued from nanotechnologies
☐	This veterinary medicinal product is a novel therapy VMP based on RNA antisense and RNA interference technology
☐	This veterinary medicinal product is a novel therapy VMP, as it is considered to be a nascent field in veterinary medicine, because:        
☐		This veterinary medicinal product is NOT considered a novel therapy VMP 


Previous contact(s) with the European Medicines Agency

Have you approached the Agency before, for this product or for another product (whether for use in humans or animals) containing the same active substance? 
☐ No
☐ Yes
If yes, please specify which product(s) and indicate the reason for your previous contact with the Agency:      


Classification request letters are usually 2-3 2-3 p pages long, so only concise information on each of the above points will suffice.
The completed classification request in MS Word format or PDF should be emailed to VetScientificAdvice@ema.europa.eu. 
CVMP’s decision will be communicated in a decision letter sent by email to the applicant after the CVMP meeting at which the request was discussed.



	


	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
		An agency of the European Union  
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		Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 

	Send us a question  Go to www.ema.europa.eu/contact 
	Telephone +31 (0)88 781 6000
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