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APPLICATION FOR A VARIATION TO AN AUTOGENOUS VACCINE AUTHORISATION (AVA)
Each application should have supporting veterinary surgeon justification (Annex 1)
An incomplete application form may delay the application process.
Where a section of the application form refers to data provided within the data package, please clearly indicate the location of this data within the data package, e.g. attachment / PDF name, page number etc.

Further guidance about this application type is available on
 Apply for Specific Manufacturing Authorisation - GOV.UK.


SECTION 1 – ADMINISTRATIVE DETAILS

1.	Name and Address of the AVA Holder:
	The person with legal responsibility for the administration of the AVA.
a. Company Name:      
	b. Contact details:
I. Postal address:      
II. Email address:      
III. Telephone no:      
2.	Authorisation No.      

3.	Contact Details for this Application:
	a. Company Name:      
	b. Contact details:
I. Postal address:      
II. Email address:      
III. Telephone no:      
4.	Invoice Details: Email address of where the invoice should be sent to.
	Email Address:      
5.	e-Issuing Details: Email address of where the authorisation documentation should be sent to, if different from 3 above.
	Email Address:      
6.	Type of variation required.  Please tick one box only
If more than one box is ticked the application will not pass validation leading to a delay in the application process.
	1.
	Editorial changes – changes which do not affect quality, safety and efficacy of the authorised AVA
	
	☐

	2.
	Specific changes to manufacture
	
	☐

	2a)
	Change/addition to equipment - change or addition to any equipment used in the manufacturing of the authorised autogenous vaccine
	
	☐

	2b)
	Change of site of manufacture– change to site where manufacturing, in-process and finished product testing will be carried out
	
	☐

	2c)
	Production process – change in growth media, materials of animal origin, adjuvants, excipients, production of antigen, purification, inactivation, inactivation of contaminants, blending, freeze-drying etc. which will affect manufacturing process
	
	☐

	3.
	Changes to the pathogen/target species and any consequential changes

	
	☐

	3a)
	Addition of new pathogen (s) – addition of new pathogen to an existing authorised AVA for a farm / epidemiological unit or a different farm / epidemiological unit
	
	☐

	3b)
	Addition /deletion of target species – addition / deletion of target species to an existing authorised AVA
	
	☐

	4.
	Other: all other changes not listed above 
Please state reason:      
	
	☐




SECTION 2 - BACKGROUND FOR CHANGE 
Please give brief background explanation for the proposed change to your authorisation.
	







Specify the precise present and proposed wording or specification.
	Present










	Proposed


SECTION 3 – DOCUMENTS TO BE SUBMITTED IN SUPPORT OF THE VARIATION 
Please provide brief information on any on-going variation(s), or other variation(s) submitted in parallel, if applicable.
1. For editorial changes – Provide update of editorial changes. 

2. For change / addition of equipment – Provide specification of new equipment showing compliance to the relevant monograph.

3. [bookmark: _Hlk156569051]To change or to add a site of manufacture –The new site may need to be inspected by the VMD and confirmation that the site has been inspected by the VMD Inspections team should be provided. In addition, provide equivalence of manufacturing process and in-process and final product tests between the old and the new site.

4. For changes to production process –  
· [bookmark: _Hlk156574283]For changes to the production media - The applicant should provide information on qualitative and quantitative composition of the media, certificate of analysis of the components, shelf-life of the media and if applicable, absence of extraneous agents either by testing or by risk assessment showing compliance with Ph. Eur. 5.2.5. For the material of animal origin, a risk assessment to minimise the risk of transmitting Transmissible spongiform encephalopathies (TSE) as per Note for guidance on minimising the risk of transmitting animal spongiform encephalopathy agents via human and veterinary medicinal products (EMEA/410/01–Rev 3) should be provided. 
· To change maximum pre-inactivation titre - Validation of the inactivation kinetics for the proposed maximum pre-inactivation titre, validation of the method of inactivation (routine production) and the test to show complete inactivation should be provided. 
· For addition of a new adjuvant – The applicant should provide information on the new adjuvant, certificate of analysis, user safety, updated protocol for the on-farm safety test, maximum residue limits (Maximum Residue Limits in Great Britain (publishing.service.gov.uk) especially if used in food producing animals and updated product information and label.
· For changes in quantity/concentration of the antigen in the final product – The applicant should provide a justification for the change, updated protocol for the on-farm safety test, updated qualitative and quantitative pages including example table of blending.

5. For addition of a pathogen – The applicant should provide following documents.
· Veterinary justification for the new pathogen, as per Annex 1
· Label and product literature
· Information on the method used for isolation and purification of the new pathogen 
· Information on the epidemiological link, where relevant
· Information on manufacturing and formulation of inactivated autogenous vaccine as per the new AVA application which should include:
· Qualitative and quantitative particulars 
· Description of the manufacturing method
· Control of the starting materials
· Production (information on inactivation, complete inactivation test, antibiotics and preservatives (if used), MRL for pharmacologically active substance as per GB requirements)
· Control tests during the manufacturing process
· Control tests on the finished product 
· Information on on-farm safety test
· Draft labels that comply with the labelling requirements set out in British Pharmacopoeia supplementary chapter II on inactivated Autogenous veterinary vaccines. 

6. For change/addition to target species – Provide the following documents to support the variation:
· Veterinary justification for the vaccine in the new species as per Annex 1
· Information on manufacturing process indicating changes if any from the original manufacturing process
· Draft label and package literature with the labelling requirements set out in British Pharmacopoeia supplementary chapter II on inactivated Autogenous veterinary vaccines. 
· Information on on-farm safety test 

7. For all other changes not listed under Section 1 – Provide relevant information for example, for change /addition of route of administration, information on the route of administration, justification for use, protocol for the on-farm safety test, label and product literature should be provided.

8. For changes in label and product information - underline or highlight the changed words presented in the table above or provide as a separate Annex.

Amended text proposals for labels are included 
	☐Yes   ☐Not Applicable
SECTION 4 - OTHER APPLICATION(S) 
Please provide brief information on any on-going variation(s), or other variation(s) submitted in parallel, if applicable.

	













	









SECTION 5 – DECLARATION BY THE AVA HOLDER

IMPORTANT:  AVA Variation Application Checklist

To note that only one file can be uploaded with each application which needs to be zipped.
	      Please check the following points:
	✓/ x
	N/A ✓
	Justification for absence

	I have read the VMD’s online AVA Guidance in full
	☐	

	I have read the British Pharmacopoeia (Veterinary) (BP(V)) Supplementary Chapter II in full
	☐	

	I confirm that only one change has been included with this variation application
	☐	

	I have attached a completed Annex 1, the veterinary surgeon justification declaration form 
	☐	☐	

	I have attached all the relevant documents in support of the proposed variation1
	☐	☐	


Failure to complete the above checklist may result in a delay validating your application
	Declaration

I am applying for the application as described above. I confirm that the information given in support of this application is correct at the time of submission.


	

	Signature 	

	     

	Job Title

	     


	
	
	

	Name in
BLOCK LETTERS 	
	     

	Date	

	     


	
If any information provided in this application is later found to be false or incorrect, the Secretary of State may suspend or revoke the authorisation.
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