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10 January 2025
EMA/261953/2024
[bookmark: Head]Veterinary Medicines Division 
[bookmark: DocTitle]Veterinary Medicines – Variations Requiring Assessment (VRAs) in accordance with Regulation (EU) 2019/6 -   Pre-submission meeting request form 
Pre-submission meetings provide an opportunity for marketing authorisation holders/applicants to obtain procedural and regulatory advice from the Agency. 
Marketing authorisation holders/applicants that consider that a pre-submission meeting relating to an intended variation requiring assessment (VRA) procedure would be useful are encouraged to complete this pre-submission meeting request form and submit it to the Agency via ServiceNow platform (instructions are included on page 2 of this form). 
Please note that a dedicated meeting will not always be necessary: if the issues raised can be easily dealt with by written responses, the Agency will respond in writing. Otherwise, if the need for a meeting is identified, it will be held remotely (TC or virtual meeting facility).
[bookmark: _Hlk172026016]Before requesting a pre-submission meeting, the marketing authorisation holder/applicant should consult the variation classification guidance[footnoteRef:1] and Questions and Answers available for variations requiring assessment (link). This web page addresses frequently posed questions and provides an overview of the Agency position on these.  [1:  Guidance on the details of the classification of variations requiring assessment according to Article 62 of Regulation (EU) 2019/6 for veterinary medicinal products and on the documentation to be submitted pursuant to those variations (EMA/CMDv/7381/2021)] 

If there is a need for further clarification on a certain topic in a pre-submission meeting, the request should be sent to the Agency using this form together with necessary supporting documents. Please note that a request for a pre-submission meeting for a VRA does not serve as a notification of intent for submitting the respective variation application (please refer to Q&A no. 3 on the EMA website, Variations requiring assessment (veterinary medicines).
[bookmark: _Hlk172126025]The topic concerned should be clearly listed and the issue or question in need of clarification precisely described in detail to be addressed by the Agency during the pre-submission meeting.  
In order to make the meeting efficient and useful for all parties, it is often useful to complement the issues or questions in need of clarification with brief background information.

EMA CONTACT
The completed form should be submitted at least 4 weeks in advance of the proposed meeting date. 
In order to submit the form please do the following steps:
· Go to EMA ServiceNow platform[footnoteRef:2]: https://support.ema.europa.eu/esc  [2:  For a video tutorial on ServiceNow platform, follow the link below and enter the password.
https://vimeo.com/showcase/9785767
Password = SNtraining2022!!!
] 

· Log-in with EMA Credentials[footnoteRef:3] (emausername@id.ema.europa.eu, adding the domain is necessary)  [3:  EMA credentials/EMA account can be requested via registration at EMA Account Management portal (https://register.ema.europa.eu/identityiq/external/registration.jsf#/register)
] 

· Navigate to Home/ Business Services/ Veterinary regulatory/ Post-Authorisation - Vets
· Select the option: VRA Pre-Submission meeting request - Vets
· Attach the filled-in meeting request form (“VRA Pre-submission meeting request form”). You will then be able to submit the request.
Pre-submission meetings are currently organised and held remotely (teleconference or a virtual meeting facility, e.g. Teams). Upon receipt of the request, the Agency contacts the applicant via email to agree the meeting date and to provide the remote set-up details. Please note that, as a general rule, the veterinary presubmission meetings are not to be recorded.
Subsequently, the applicant is requested to provide the Agency with all relevant background information (including the presentation if applicable), minimum 2 weeks before the agreed meeting date. Late receipt of the complete background information may result in re-scheduling of the meeting. 
Any additional documents should be provided in electronic format only. It is advisable to send them via a Secure Message Transfer Application (Eudralink[footnoteRef:4]).  [4:  Eudralink account can be requested at EMA Account Management portal (https://support.ema.europa.eu/esc?id=sc_cat_item&table=sc_cat_item&sys_id=2e75fc678709c110da9d873e8bbb35e1) ] 


A. Administrative details
Date of request:      
Veterinary medicinal product & variation application
Product(s) name(s):      
Intended variation classification:      
Grouped / worksharing:      
Date of intended submission of the variation application (estimated):      
[bookmark: _Hlk172126127]Applicant
[bookmark: Text1]Name:	     
[bookmark: Text2]Address:	     
[bookmark: Text4]Phone no.:	     
[bookmark: Text5]E-mail: 	     
SME status: 	Yes |_| - SME registration valid until (date):_______; No |_|
Contact person
[bookmark: Text6]Name:	     
[bookmark: Text7]Function:	     
[bookmark: Text8]Address (if different from above):	     
[bookmark: Text10]Phone no.:	     
[bookmark: Text11]E-mail:	     
Previous contact with EMA relating to the intended VRA, as applicable
	Contact type
	Please insert dates below as relevant: 

	Previous pre-submission meeting(s) with EMA:
	

	Innovation Task Force briefing(s):
	

	Scientific advice:
	

	Other previous contact with EMA:
	Please describe contact:



Pre-submission meeting with the European Medicines Agency
Proposed date(s):	     
Names of participants:	     


B. Technical details 
Please list under this section the topics concerned and the issue or questions in need of clarification.
Please provide a detailed description and, if relevant, complement the issues or questions in need of clarification with brief background information.
Topic for discussion[footnoteRef:5]: [5:  In case of multiple topics for discussion, please repeat the sub-sections below as necessary] 

     
Background information: 
     
[bookmark: _Hlk172126215]Questions and points for discussion at the pre-submission meeting:
     
     
Attachments provided (please tick as applicable):
|_| 	a (draft) SPC
|_|	a (draft) application form
|_|	copy of any scientific advice given related to the intended VRA application
|_|	draft flow chart indicating all sites involved in the manufacturing process
|_|	background information as necessary
|_|	other documents, please provide relevant details:
     
	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
	
 An agency of the European Union      [image: EU Logo]

	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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