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APPLICATION TO VARY AN ANIMAL TEST CERTIFICATE (ATC)
An incomplete application form (including the checklist in Section 3) may delay the application process.
Where a section of the application form refers to data supplied within the data package, you must clearly indicate the location of this data within the data package, e.g. attachment / PDF name, page number etc.
Further guidance about ATC applications is available online on GOV.UK
You must provide the requested information in the grey boxes included below.



SECTION 1 – ADMINISTRATIVE DETAILS
1.1 Test Product Name:      
1.2	ATC Number:      
1.3	Name and Address of ATC Holder:
	Name:      
Company:      
Address:      
Email Address:      
Telephone No:      
1.4	Contact Details for this Application:
	Name:      
	Email Address:      
Telephone No:      
1.5	Invoice Details: Email address of where the invoice should be sent to.
	Email Address:      
1.6	e-Issuing Details: Email address of where the authorisation documentation should be sent to (if different from 1.4 above).
	Email Address:      
Additional notes (section 1):
ATC holder: (step 1.3) For the purposes of an application to vary an ATC the holder cited under section 1 must be the original ATC holder for the certificate issued.
ATC number: (step 1.2) Where an existing ATC requires a change to its terms that cannot be authorised by way of an ATC variation application and a new ATC application is required the previous ATC number should be stated.
SECTION 2 - APPLICATION DETAILS
2.1	Please indicate the category/categories of variation applied for:
	
	Variation category
	Tick those boxes that apply

	
	
	

	1
	Name and address of the ATC holder 
	

	2
	Name and address of the Sponsor 
	

	3
	Name / designation of the test or control products
	

	4
	Product labelling (e.g. amend user safety or disposal advice) 
	

	5
	Owner consent form 
	

	6
	Justified increase in the sample size (increase in number of test product treated animals)
	

	7
	Criteria for inclusion of animals in the trial 
	

	8
	Criteria for exclusion of animals from the trial 
	

	9
	Criteria for withdrawal of animals from the trial 
	

	10
	Safety monitoring 
	

	11
	Site Investigator(s) 
	

	12
	Trial site(s) 
	

	13
	Overall trial Monitor 
	

	14
	Individual responsible for pharmacovigilance 
	

	15
	Name and address of the manufacturer and/or assembler 
	

	16
	Product shelf-life 
	



If the proposed change(s) to the existing ATC do not appear in the list of variation categories, ATC holders are required to submit a new ATC application.  Refer to the additional notes for more information.

2.2	Please provide full details and background for the application:
	
BACKGROUND  

     



2.3	For the proposed change(s) you should provide details of what is currently authorised under the ATC and what is being proposed:

	Variation category
	CURRENT
	PROPOSED

	
     
	
     
	
     



Supporting data for your application:
Full copies of all references supporting the proposed changes should be submitted; citations alone or links to websites are not sufficient. Please also refer to VMD guidance for ATC applications on our website.

Additional notes (section 2):
Variation category: (step 2.1) If the proposed change(s) to the existing ATC do not appear in the list of categories, ATC holders are required to submit a new ATC application.  Such new applications must be of the same type (A, B, or S) as the original ATC application.  When submitting a new ATC application under these circumstances, applicants must describe and sufficiently justify the proposed change(s) to the ATC having taken into consideration the type of application submitted.  Applicants should provide the original ATC authorisation number, any relevant information concerning the progress of the clinical trial, and a summary of any adverse events observed.

Test Sites: (step 2.1) If changes are proposed affecting the test sites, it is essential that the investigators responsible for study conduct at each site have been identified.



SECTION 3 – DECLARATIONS

	IMPORTANT: ATC Application Checklist (Variations)



	Please check the following points:
	 / x
	N/A 
	Justification for absence

	I have read the VMD’s online ATC Guidance in full
	
	
	

	A complete signed (see below) application form
	
	
	

	TSE declaration provided (Type B only)
	
	
	

	Table of supporting data including all studies relating to this application.  Citations or weblinks are not sufficient and full references must be provided alongside any relevant additional details supporting the changes.

	
	
	



*****Failure to complete the checklist above may result in a delay in the validation of your application*****


	To be completed by the ATC Holder:
By signing the declaration below, I confirm that:
1. I am applying for the changes described above to the ATC for which I am the holder.
2. The information given in support of this ATC variation application is correct at the time of submission.  
3. A single zipped folder will be submitted via VMDS, containing pdf copies of all scientific references cited in support of this variation application (if necessary), alongside the completed application form.

	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.






If this application concerns a change to the name and address of the 'ATC holder', the following declaration must also be completed in addition to the declaration above.

	To be completed by the proposed/new ATC Holder:
1. I undertake to:
· abide by the terms and conditions of any ATC issued in response to this application
· ensure that Informed Owner Consent is obtained for all animals participating in the trial
· comply with the legal pharmacovigilance reporting requirements.
2. I will also undertake to inform the VMD of:
· any matter coming to my attention which might affect the safety in use of the product
· the discontinuation of the test with an explanation



	Signature 	
	     
	Job Title
	     
	


	
	
	

	Name in
BLOCK LETTERS 	
	     
	Date	
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