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Presubmission request Form
Complete for all types of Requests:
* This Request is for a :
 
         Request for a European Medicines Agency procedure prior to the submission of a marketing authorisation application or Article 58 Application1 
(Provide if already allocated  -  mandatory if withdrawing the request)
(Provide if already allocated)
For products for human use: a date must be provided for an Intent to submit MA or Art 58 Application Request.
For products for Veterinary use: a date must be provided for an Intent to submit MA Application Request.
         
              
                 For Eligibility to the Centralised Procedure Request (according to regulation (EC) No 726/2004)
Select one option from this list:
Note:  Provide supplementary information for eligibility requests under Art(3)(2)b. The proposed SPC must be submitted with all the Eligibility requests.
 
2This list provides the eligibility basis for human and veterinary medicinal products. Choose the appropriate option.
1Complete applicable sections only
*based on the Protocol on Ireland/ Northern Ireland included in the Withdrawal Agreement, special arrangements will apply to the Northern Ireland.
 
For Intent to submit ATMP Certification OR ATMP Certification Request.
Complete for all types of requests as appropriate:
Complete for all types of request:
Information on the Applicant:
Applicant : 
SME Status :
Contact Person: (All section is mandatory).
Information on the product:
Non prescription product (OTC) :  
Application  for ancillary medicinal substance in medical devices:
Vaccine:
3Provide mobile number(s) as well if available.
*The product will be subject to a Joint Clinical Assessment (JCA) under Article 7 of HTA Regulation (EU) 2021/2282 on health technology assessment (HTAR) at the time of submission:
 
 
 
(If this is the case (i.e. if you tick “yes”), please send this Letter of Intent in parallel to the HTACG secretariat)
 
Active Substance(s)4:
Active Substance name:
Contains GMO : 
Radiopharmaceutical :
Nano Technology:
4For INN, Common name, Chemical name and company code, provide all available names.
5Select a relevant term at the lowest possible level.
6Select a relevant term at the lowest possible level.
7Select a relevant term at the lowest possible level.
8Complete the ATC code to the lowest applicable level even if an ATC code has not been approved. 
9As included in the Summary of Product Characteristics (SPC), when available
Medical Device(s)10 incorporated :   
If  'Yes' ,complete all sections. If more than one medical device , repeat the whole section per medical device.
The device has CE Mark :   
If device has a CE Mark, complete this section:
NB Contact Person:
                      
           Is there an Orphan designation for this product? :
If  'Yes' , complete this section. If more than one, provide all community register numbers.
Scientific Advice Provided : 
10Applicable for human medicinal products.
11This is the EC register number, not the Orphan medicinal product designation number.
Information on the paediatric investigation plan (PIP)
Supplementary information for Advanced Therapy Medicinal Products (ATMP):
For Intent to submit ATMP Classification OR ATMP classification request OR Intent to submit ATMP Certification OR ATMP Certification Request:
The product is marketed ATMP under transitional period: 
Is Applicant a hospital?:
Information on future Marketing Authorisation Application(s) (MAA) or Art 58 application for Human Medicinal Product:
For eligibility to the Centralised Procedure Request and Intent to Submit a Marketing Authorisation Application: for eligibility under Art 58 of Regulation (EC) No 726/2004, the below mentioned legal basis should be chosen by analogy. 
The application will be submitted in accordance with the following Article in Directive 2001/83/EC.
Is there more than one application intended? :
If duplicate application or if legal basis is Art 10(1),  Art 10(3), Art 10(4) or Art 10c, for Art 58 application, those legal basis should be chosen by analogy:
Is it a centrally authorised product?: 
If 'No' , Information on reference product:
12This information will be made public once the ATMP classification has been granted (only for an ATMP classification request).
13This refers to all centrally authorised products, MRP, DCP and Nationally authorised products. The term “reference product” applies to duplicate applications by analogy.
14For marketing authorisations via MRP or DCP, provide the Reference Member State in the EEA. For the Art 58 reference medicinal product provide the Reference Member State. 
Supplementary information for Art 58 medicinal products:
Information on future Marketing Authorisation Application(s) (MAA) for a    Veterinary Medicinal  Product:
For eligibility to the Centralised Procedure Request and Intent to submit a Marketing Authorisation Application:
The application will be submitted in accordance with the following Article in Directive 2001/82/EC
Is there more than one application included? 
If duplicate application or if Legal basis is Art 13(1), Art 13(3), Art13(4) or Art(13c:
Is it centrally authorised product?
If 'No', Information on reference product:
Supplementary information for Veterinary Medicinal Products:
Is there a MUMS18 designation for this product?
If 'Yes' complete this section:
15This refers to all centrally authorised products, MRP, DCP and Nationally authorised products. The term “reference product” applies to duplicate applications by analogy.
16For marketing authorisations via MRP or DCP, provide the Reference Member State.
17Maximum Residue Limit. 
18Products for Minor Use and Minor Species. 
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