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APPLICATION FOR A NEW AUTOGENOUS VACCINE AUTHORISATION (AVA)

This form should be used by applicants who wish to place on the market an autogenous vaccine manufactured from pathogens obtained from an animal and used for the treatment of that animal and/or animals on the same site or unit, or in the same breeding, rearing and/or production chain. 

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
You must provide the following information:
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.	Contact Details for this Application:
	a. Company Name:      
	b. Contact details:
I. Postal address:      
II. Email address:      
III. Telephone no:      
3.	Invoice Details: Email address of where the invoice should be sent to.
	Email Address:      
4.	e-Issuing Details: Email address of where the authorisation documentation should be sent to, if different from 2 above.
	Email Address:      

SECTION 2 – PROPOSED AUTHORISATION DETAILS
5.	Contact name and address for:
a. The supervising veterinary surgeon(s):
	The responsible veterinary surgeon who has identified the need for this autogenous vaccine
     
	     
	     
6.	The address of the premises where the autogenous vaccine(s) is to be manufactured, if different to 1 above.
	     
	     
	     

SECTION 3 – PRODUCT ADMINISTRATIVE INFORMATION 
7.	Name of product(s) and/or target organism(s).  
The full species name and sub-strain should be stated. It is not acceptable to only reference the genus.
Assurance should be provided that the vaccine is an autogenous vaccine, i.e. the vaccine is manufactured from pathogens obtained from the animal(s) and used for the treatment of that animal and/or other animals within the same epidemiological unit or in the same rearing chain.
     
	
8.	Species to be vaccinated.  
Use specific names for the species, for example chickens, pigs etc.  
	     
9.	Disease(s) to be treated. 
The name of the disease(s) and/or condition(s) to be treated. If not a specific disease, then the condition descriptor should be as specific as possible.
	     


10.	Pharmaceutical form(s). 
The internationally recognised term for the pharmaceutical form(s) should be provided. 
     
11.	Specific measures concerning the prevention of the transmission of animal spongiform encephalopathies (TSE) should be provided and a TSE declaration.
Please confirm that the TSE declaration has been provided with the application. 
Yes	☐ 	Document file name:        
12.	Proposed shelf-life of the product, if applicable. 
     
13.	Dosage(s) for each target species.
     
14.	Route of administration and amounts to be administered to complete vaccination schedule.  
The full dosing schedule should be provided. 
     
15.	Please confirm that proposed label(s) have been provided and are in accordance with the British Pharmacopoeia (Veterinary) supplementary chapter II.  
Yes	☐ 	Document file name:        
16.	An inspection from a VMD inspector, is a requirement for authorisation of an AVA.
Has the manufacturing site been inspected by the VMD or does the site hold a valid GMP certificate which is recognised by the VMD.  
VMD inspection 
a. Yes	☐	Document file name:        
b. No	☐ 
GMP certificate (if yes, please include a copy of the certificate as part of the application package). 
a. Yes	☐ 	Document file name:         
b. No	☐ 


SECTION 4 – PRODUCT MANUFACTURE INFORMATION
Details of the manufacturing process as outlined in the British Pharmacopoeia (Veterinary) (BP(V)) Supplementary Chapter II should be considered in the manufacture of autogenous vaccines, and this is in addition to the relevant general and specific European Pharmacopoeia monographs. 
17.	Qualitative and quantitative particulars. 
This section should include an outline of the active substance(s), adjuvants and excipients as well as details of any diluents used. Information on containers and closures including methods of container sterilisation and any devices recommended for use with the product should also be included. 
[bookmark: Text8]	     
18.	Description of manufacturing method.
Sufficient detail should be provided on all the stages of manufacture to give assurance that the product can be made consistently (including production of antigen, purification, inactivation, sterilisation, blending, freeze-drying etc.).  
A flow chart of the manufacturing process should be provided to indicate all key stages and critical steps including at which stages of manufacture sampling is carried out for control tests (in-process and finished product).  
Details of the blending with an example table of blending outlining quantitative particulars of all substances used should be provided.  
Validation data for key stages in the production process should be provided (e.g. inactivation, sterility). 
     
19.	Production and control of the starting materials. 
Details of all components used during production should be provided with their specifications and certificates of analysis. In particular: 
· Materials of animal origin should be specifically detailed and address the inherent risk of TSE contamination from the source of the material (provide information relating to species, geographical region and tissue).  
· A seed lot system should be used and complete testing of the cell seed to European 
Pharmacopoeia requirements should be demonstrated as appropriate.  
· Extraneous agents testing to European Pharmacopoeia requirements is essential for viral vaccines. Derogations on the degree of testing are possible depending on the range of agents covered by the inactivation kinetics validation package and the risk assessment. Validation of any tests used for extraneous agents testing should be provided. 
· Sterility should be demonstrated according to European Pharmacopoeia requirements. 
Please confirm that information has been included and provide the file name containing the relevant information for: 
a. Materials of animal origin  
Yes	☐ 	filename:      
b. Complete testing of the seed material(s) 
Yes	☐	filename:      
c. Extraneous agent testing of the final product 
Yes	☐	filename:      
d. Sterility testing 
Yes	☐	filename:      
20.	Control tests during the manufacturing process. 
To verify consistency of manufacturing, in-process tests should be carried out on intermediate products according to European Pharmacopoeia monographs. These tests include, but are not limited to, cell counts, optical density, virus titre, pH, purity, inactivation, sterility. Each key production step should be described, with evidence of adequate control and with specifications established during process development/validation.  
Appropriate control of the inactivation process is critical and full details of the inactivation procedure under conditions of manufacture are required. The maximum pre-inactivation titre, inactivation kinetics and validation of the test for complete inactivation and/or detoxification should be adequately described. The sensitivity of the test in determining the extent of any inhibitory effect of residual inactivant or neutraliser should be demonstrated. 
Validation of the inactivation kinetics must cover the pathogen of interest and all possible sources of contamination from the isolate itself as well as potential sources of cross contamination. A risk assessment approach to those viruses which are not likely to be present can be conducted taking into account geography, donor animals’ health status, other isolates handled in the plant and the range of extraneous agents testing of starting materials. A condition of authorisation would include the obligation to update this assessment and validation as appropriate, when any new isolates/starting materials are handled at the plant. 
Please confirm that information has been included and provide the file name containing the relevant information: 
a. Description of the inactivation process (manufacture, inactivation, confirmation of complete inactivation) 
[bookmark: Text14]Yes	☐	filename:      
b. Validation of the inactivation kinetics 
Yes	☐ 	filename:      
c. Validation of routine production 
Yes	☐ 	filename:      
d. Validation of the inactivation control test 
Yes	☐ 	filename:      
21.	Control tests on the finished product.
The applicant is expected to confirm that the control tests on the finished product show that the product contains what is intended for administration to the animal, is not contaminated and that it is safe and potent for each and every batch of vaccine. 
The General European Pharmacopoeia monographs should be followed including appropriate validation. These tests are the basis of the product specification and should include the identification of active substance(s); identification and assay of adjuvants and excipient components; sterility, purity, endotoxin content and extraneous agents testing; a test for complete inactivation including testing of residual levels of inactivating agents, addressing the MRL as required. 
A brief description of each test should include the function, release limits and validation as appropriate. The test for potency should be conducted on a batch of vaccine to confirm that the antigen is potent in the target species.  
Appropriate tests to show that any inactivating agent has been removed or reduced to an acceptable residual level should be provided. 
22.	Method(s) of batch Safety Testing for each target species. 
Details of the on-farm safety test to be conducted on the site of use of the vaccine before using the vaccine batch in the entire group of animals should be provided with the AVA application. Pharmacovigilance reporting should be carried out to notify the competent authority of any lack of efficacy of the product. 


SECTION 5 – DECLARATION BY THE AVA HOLDER

	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
	
	

	If this is an application for a new autogenous manufacturing site to produce AVA’s for GB, I confirm that a pre-submission meeting with the VMD has taken place
	☐	☐	

	If this is an application for a new viral AVA for GB, I confirm that a pre-submission meeting with the VMD has taken place
	☐	☐	

	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 application1
	☐	☐	

	I have attached a TSE risk assessment1
	☐	☐	

	I have attached example labels according to the requirements in BP1
	☐	☐	



      1 To note that only one file can be uploaded with each application and needs to be zipped.

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


	SECTION 6 – Declaration

I apply 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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