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ANNEX 1 – VETERINARY SURGEON JUSTIFICATION DECLARATION
Please read the relevant guidance before completing this form, available at Apply for Specific Manufacturing Authorisation - GOV.UK

This annex should ONLY be completed by Veterinary Surgeons who have identified the need to use an autogenous vaccine manufactured from pathogens or antigens obtained from an animal and used for the treatment of that animal and/or animals on the same site, or in the same breeding/rearing supply chain.

Please note an incomplete form will lead to your declaration being returned to you. Please complete ALL fields and enter N/A (Not Applicable) as appropriate.
Section 1 – Veterinary surgeon details
	Name:
	

	RCVS number:
	

	Practice address:
	


	Telephone No:
	

	E-mail address:
	


Section 2 – Premises where the autogenous vaccine(s) is to be administered
	Owner:
	

	Address:
	



Section 3 – Justification details (Per organism)
3.1 Species & disease(s) details
	Species to be treated
	


	Target pathogen(s)
	


	Condition/Disease to be treated
	




3.2 Evidence of the clinical need
	a
	Name of organism
	

	
	Justification of use
	


	

	b
	Name of organism
	

	
	Justification of use
	


	

	c
	Name of organism
	

	
	Justification of use
	


	

	d
	Name of organism
	

	
	Justification of use
	


	

	e
	Name of organism
	

	
	Justification of use
	


	

	f
	Name of organism
	

	
	Justification of use
	


	

	g
	Name of organism
	

	
	Justification of use
	


	


	h
	Name of organism
	

	
	Justification of use
	


	

	i
	Name of organism
	

	
	Justification of use
	


	

	j
	Name of organism
	

	
	Justification of use
	




* If you require additional space for more organisms, please complete a separate A4 sheet.




4. Confirmation of which alternative commercial products have been considered and justification as to why they cannot be used.
	














	
Section 3 – Declaration
I confirm the need for an Autogenous Vaccine Authorisation in respect of the species, disease and premises described above. I confirm that the information given in support of this application is correct at the time of applying for this authorisation and that the product will be used responsibly within the controls of the cascade.


	Signature 
	     
	Job Title
	     
	

	
	
	

	Name in
BLOCK LETTERS 
	     
	Date
	     
	

	



VMD/L4/Authorisations/059/C		Page 1 of 3
image1.png
Veterinary
Medicines
Directorate




image2.png
1509001 1SO/IEC
Qualty 27001

Management Information Security
Systems Management
CERTIFIED CERTIFIED





