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[bookmark: BodyBlank]Pre-submission interactions provide an opportunity for companies to obtain procedural and regulatory advice. Companies that consider such an interaction useful are encouraged to complete this pre-submission interaction request form and submit it to the Agency via the IRIS portal (instructions are included on pages 2 and 3 of this form).
Depending on the nature, complexity and scope of the issues raised, EMA will determine the most appropriate format of interaction. This may take the form of a pre-submission meeting or, where a meeting is not considered necessary, a written response addressing the applicant’s queries. Where a meeting is deemed appropriate, it will be held remotely (teleconference or virtual meeting facility).
A pre-submission interaction typically takes place following confirmation by the CVMP of the intended product's eligibility for the centralised procedure and the appointment of a rapporteur and co-rapporteur for the evaluation. However, it may also be requested at an earlier stage, where the applicant seeks preliminary advice (e.g. on legal basis or eligibility). 
When requesting a pre-submission interaction, applicants should complete the ‘pre-submission interaction request form’ as indicated below. 
Please note that the form reflects the contents of the guidance ‘pre-authorisation guidance under the Veterinary Medicinal Products Regulation’ (link), available on the website. This guidance addresses frequently asked questions from users of the centralised procedure and provides an overview of the Agency’s position on issues commonly discussed during the pre-submission interactions.
To clearly indicate the topics for which clarification is sought, applicants should tick X the relevant check boxes next to the questions listed below in this form. They should then specify each of their questions in detail and provide any necessary clarifications. To facilitate an efficient and meaningful interaction, it is recommended to complement the questions with concise and relevant background information, where appropriate.
Where additional topics are not covered by this request form, these should be clearly outlined under the final question of the form, together with any supporting documentation. EMA will use the information provided to assess the most appropriate format of response (meeting or written).
Please note that mock-ups, specimens or samples should not be submitted to the Agency.
Instructions on how to submit the pre-submission interaction request: 
The completed ‘Pre-submission interaction request form’ should be submitted via the IRIS portal at least 6 weeks in advance of the proposed meeting date (where a meeting is requested).
Applicants are advised to familiarise themselves with the guidance available in the IRIS Portal, particularly instructions on requesting a ‘Research Product Identifier (RPI)’ which contains basic information on the product.
Once the registration in IRIS has been completed and an RPI has been created for the product, the applicant may proceed as follows:
From the ‘Submissions’ menu, select: ‘Create New Submission’ and complete the online questionnaire, including the applicant’s contact details and the ‘Submission Type’ (select ‘pre-submission interaction’).
The online ‘Submission Form’ will then become available. The applicant should complete the following sections: 
‘Administrative Information’ (including SME information, where applicable);
‘Select Product’ (the RPI is required at this stage. If an eligibility and letter of intent have already been submitted for the product, the applicant will also be asked to indicate the assigned ‘Authorisation Product (AP)’ number);
‘Procedural Information’ (including information on any previous pre-submission interactions and, where applicable, preferred meeting dates, if a meeting is requested);
‘Information on the Product’ (specifically the proposed ‘invented’ name for the product and its status)
‘Submission Notes’, where the applicant may include a message for the EMA Pre-submission Interaction team;
‘Documents from Applicant’, where the applicant should upload the completed ‘pre-submission interaction request form’ in MS Word format, and any relevant supporting documentation, if available e.g.:
· a draft SPC, 
· a copy of any scientific advice given related to your application, 
· draft flow chart indicating all sites involved in the manufacturing process[footnoteRef:1],  [1:  Providing documents marked with ‘*’ enables advance check by EMA] 

· information for early identification of a need for pre-authorisation GMP inspections* (form, referenced in the guidance: Procedural guidance on Accelerated Assessment Procedure, published on the Application guidance (veterinary medicines) webpage),
· QP declaration*: link to form and guidance in Template for the qualified person's (QP) declaration concerning good manufacturing practice compliance of active substance manufacture ‘The QP declaration template’),
· a (draft) MA application form*.
There is no need to add any documents under ‘Documents from EMA’. EMA will use this section to provide its written response where a meeting is not considered necessary or feasible.
After completing the online form, the applicant should select ‘Generate Application Form’. The system will automatically generate a summary form, which will be saved under ‘Documents from Applicant’.
Once all required information has been completed and supporting documents have been uploaded, select ‘Submit Application’ to proceed to the final submission screen and submit the request.

Please note that selecting the ‘Return’ button will exit the ‘Submission Form’ and redirect the applicant to the ‘Draft Submissions’ area, where draft submissions can be viewed and resumed by selecting the relevant ‘Submission number’.
Following receipt of the request, EMA will assess the questions submitted and determine the most appropriate format for the interaction. Depending on the nature, complexity and scope of the issues raised, EMA may either provide a written response or arrange a pre-submission meeting.
Where a meeting is considered appropriate, EMA will contact the applicant via IRIS to agree the meeting date, provide the necessary MS Teams connection details, and communicate the practical arrangements (e.g. allocation of presenter rights for document sharing, preparation of meeting minutes, and the non-use of the MS Teams recording function).
In preparation for a meeting, the applicant will be requested to provide all relevant background information (including the presentation, where applicable), at least 2 weeks before the agreed meeting date. Late submission of the complete background documentation may result in the meeting being rescheduled. 
Any additional documents should also be submitted via the IRIS portal. To facilitate this, the submission will be temporarily re-opened to allow the applicant to amend the application.

Status of development and previous contact with EMA, as applicable
	Contact type
	Please insert dates below as relevant: 


	Innovation Task Force briefing(s):
	

	CVMP decision on eligibility for centralised procedure in accordance with Regulation (EU) 2019/6, appointment of rapporteurs:
	

	CVMP classification of the veterinary medicinal product / novel therapy confirmation
	

	CVMP confirmation on eligibility for application under Article 23 of Regulation (EU) 2019/6:
Article 23 conditions (a) and (b) positively confirmed by CVMP     
	

	Scientific advice:
	

	CVMP decision for accelerated assessment:
	





	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
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Is the veterinary medicinal product eligible for evaluation under the centralised procedure?
Please tick the box for the proposed basis for eligibility intended/confirmed:
Article 42(2)a(i) of Regulation (EU) No 2019/6 - Biotech VMP developed by recombinant DNA technology 	|_|	|_|
[bookmark: _Hlk75186410]Article 42(2)(a)(ii) of Regulation (EU) No 2019/6 - Biotech VMP developed by controlled expression of genes coding	|_|	|_|
Article 42(2)(a)(iii) of Regulation (EU) No 2019/6 - Biotech VMP developed by hybridoma and monoclonal antibody methods 	|_|	|_|
Article 42(2)(b) of Regulation (EU) No 2019/6 - Performance enhancers 	|_|	|_|
Article 42(2)(c) of Regulation (EU) No 2019/6 - New active substance which has not been authorised as a VMP within the Union at the date of the submission of the application 	|_|	|_|
Article 42(2)(d) of Regulation (EU) No 2019/6 - Biological VMP which contains or consists of engineered allogeneic tissues or cells 	|_|	|_|
Article 42(2)(e) of Regulation (EU) No 2019/6 - Novel therapy VMP 	|_|	|_|
Article 42(4) of Regulation (EU) No 2019/6 - VMP other than those listed under Article 42(2) of Regulation (EU) 2019/6, for which no other marketing authorisation has been granted within the Union 	|_|	|_|
[bookmark: Text26]Justification for eligibility (not needed if eligibility has been confirmed by CVMP): 
     
[bookmark: Check17][bookmark: Check18][bookmark: Text27]Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
What is the legal basis for the application?
Article 8 of Regulation (EU) 2019/6 – Full application - New active substance 	|_|	|_|
[bookmark: _Hlk75261586]Article 8 of Regulation (EU) 2019/6 - Full application - Known active substance	|_|	|_|
Article 18 of Regulation (EU) 2019/6 - Generic application 	|_|	|_|
Article 19(1)(a) of Regulation (EU) 2019/6 - Hybrid application – change in active substance(s) 
			|_|	|_|
Article 19(1)(a) of Regulation (EU) 2019/6 - Hybrid application – change in therapeutic indication(s) 
			|_|	|_|
Article 19(1)(a) of Regulation (EU) 2019/6 - Hybrid application – change in strength	|_|	|_|
Article 19(1)(a) of Regulation (EU) 2019/6 - Hybrid application – change in route of administration 
			|_|	|_|
Article 19(1)(a) of Regulation (EU) 2019/6 - Hybrid application – change in pharmaceutical form 
			|_|	|_|
Article 19(1)(b) of Regulation (EU) 2019/6 - Hybrid application – bioavailability studies cannot be used to demonstrate bioequivalence		|_|	|_|
Article 19(1)(c) of Regulation (EU) 2019/6 - Hybrid application – differences in raw materials or in manufacturing processes of biological VMPs	|_|	|_|
Article 20 of Regulation (EU) 2019/6 – Combination veterinary medicinal products	|_|	|_|
Article 21 of Regulation (EU) 2019/6 – Informed Consent application	|_|	|_|
Article 22 of Regulation (EU) 2019/6 – Bibliographic application	|_|	|_|
Article 23 of Regulation (EU) 2019/6 - Application for limited markets 	|_|	|_|
Article 25 of Regulation (EU) 2019/6 - Application in exceptional circumstances 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
What legal status could apply to this veterinary medicinal product?
Subject to medical prescription		|_|	|_|
Not subject to medical prescription 		|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Can an Innovation Task Force briefing be requested? 
[bookmark: _Hlk221814263]Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Is it necessary to request to CVMP a product classification and a novel therapy confirmation?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
          
How can scientific advice be requested? 
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Is the proposed invented name acceptable from a public and animal health point of view?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
When and how are the rapporteur and co-rapporteur appointed? 
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Is the veterinary medicinal product eligible for an accelerated assessment?	
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Can multiple applications be submitted for this 
medicinal product? 	
Do you need advice on this topic?		|_|	|_|
If yes, please provide details:		
     
What is the fee to pay for the application?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
If the product is intended for use in a food-producing species: 
Has an MRL been established for the active substance and/or any pharmacologically active constituent or is such an application under consideration by the CVMP? 	
			|_|	|_|
If yes, please provide details (unless included in the MA application form attached):		
     
If no, regarding the need for an MRL application please consult the EMA website: Maximum residue limits (MRL).
Do you need advice on this topic?		|_|	|_|If yes, please provide details: 
     
If the product is intended for use in a food-producing species: 
Have the excipients either been included in table 1 of the Annex to Regulation (EU) No. 37/2010 or are they considered as not falling within the scope of Regulation (EC) No. 470/2009? 	
If yes, please provide details (unless included in the application form attached):	|_|	|_| 
     
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Is the applicant established in the EEA? 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Will the veterinary medicinal product be released in 
the EEA (site of batch release)? 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details and include flow-chart: 
     
Is the application supported by an Active Substance Master File (ASMF)? 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Does the veterinary medicinal product contain or consist of a Vaccine Antigen Master File (VAMF)?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Does the veterinary medicinal product contain or consist of a Vaccine Platform Technology Master File (vPTMF)?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
[bookmark: _Hlk80630727]Does the veterinary medicinal product contain or consist of genetically modified organisms (GMO)? 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
If the veterinary medicinal product contains GMO: 
Has the relevant competent authority released the risk assessment to the competent authorities of the other Member States? 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Does the veterinary medicinal product contain or use in the manufacturing process materials of animal and/or human origin? 	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Does the veterinary medicinal product contain or consist of an antimicrobial, or can the product be considered an alternative to antimicrobials (excluding vaccines)?	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Does the applicant have a qualified person for pharmacovigilance identified in the EEA?	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Does the applicant have a qualified person for batch release and a contact person for recalls identified in 
the EEA?	|_|	|_|
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Where on the product information of the veterinary medicinal product can a local representative be mentioned?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
In practice, how is the application submitted electronically?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
When is the application to be submitted (recommended submission dates)?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
How and when is an EMA application number attributed?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
What is the timetable for the evaluation of the application?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
When can a pre-approval GMP inspection be expected?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Is a pre-approval GCP inspection expected?
Do you need advice on this topic?		|_|	|_|
If yes, please indicate the most important clinical trial sites and which GCP standard has been used: 
     
What role has the EMA QRD group and/or where are the templates for the product information located?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
How is (some part of) the application form expected to be filled in?
Do you need advice on this topic?		|_|	|_|
If yes, please provide details: 
     
Any other regulatory issue to be addressed at the pre-submission meeting (e.g. new Regulation requirements for specific VMPs). 
Do you need advice on this topic?	|_|    |_|
If yes, please provide details here or in a separate attachment, including also relevant background information.
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