Request for regulatory and Scientific Advice
medicinal products for human use
Form to be sent to: garc@infarmed.pt 
	Characterisation of the Request for Regulatory and Scientific Advice

 (Fill in when relevant)

	1.  FORMCHECKBOX 
 First request of Advice                                                                                                        Date:                     (Mandatory field)
Number of request: ________________
     FORMCHECKBOX 
  Follow up request                                                                                                               Date:
         Number of the first request: ________________

	2. Agencies where the request has been or will be submitted
(Mandatory field; one or more options)
	 FORMCHECKBOX 
AT
 FORMCHECKBOX 
BE
 FORMCHECKBOX 
CY
 FORMCHECKBOX 
CZ
 FORMCHECKBOX 
DE
 FORMCHECKBOX 
DK
 FORMCHECKBOX 
EE
 FORMCHECKBOX 
EL
 FORMCHECKBOX 
ES
 FORMCHECKBOX 
FI
 FORMCHECKBOX 
FR
 FORMCHECKBOX 
HU
 FORMCHECKBOX 
IE
 FORMCHECKBOX 
IS        FORMCHECKBOX 
IT
 FORMCHECKBOX 
LI
 FORMCHECKBOX 
LT
  FORMCHECKBOX 
LU
 FORMCHECKBOX 
LV
 FORMCHECKBOX 
MT
 FORMCHECKBOX 
NL
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
PL
 FORMCHECKBOX 
SE
 FORMCHECKBOX 
SI
 FORMCHECKBOX 
SK
  FORMCHECKBOX 
UK      
 FORMCHECKBOX 
EMA   FORMCHECKBOX 
None 

	3. Applicant’s identification
(Mandatory field)
	Name:

Address:

Telephone:

TeleFax:

Email :

Contact person:

	4. Legal representative of the applicant
(Mandatory field)
	Name:

Address:

Telephone:

TeleFax:
Email :

Contact person:

	5. Type of advice 
(Mandatory field; one or more options)
	 FORMCHECKBOX 
  Regulatory 

 FORMCHECKBOX 
  Scientific   


	6. Scope of the Scientific Advice
(Mandatory field; one or more options)
	 FORMCHECKBOX 
  Pharmaceutical

 FORMCHECKBOX 
  Pre-clinical

 FORMCHECKBOX 
  Clinical 

 FORMCHECKBOX 
 Pharmacokinetics

 FORMCHECKBOX 
  Classification issues/ Borderlines:

      FORMCHECKBOX 
  Medicinal Products/ Medical Devices

      FORMCHECKBOX 
  Medicinal Products/Other Health Products

 FORMCHECKBOX 
  Good Practices. Please specify which:  

 FORMCHECKBOX 
  Pharmacoeconomic studies

 FORMCHECKBOX 
  Risk Management Plan and Pharmacovigilance

 FORMCHECKBOX 
  Authorization of entities

 FORMCHECKBOX 
  Publishing of advertising 

 FORMCHECKBOX 
  Other Please specify which: ____________________________________

	7. Aim of the Advice

(Mandatory field)
	 FORMCHECKBOX 
  R & D 

 FORMCHECKBOX 
  Marketing Authorization Request

 FORMCHECKBOX 
  Type IA Variation nº __________

 FORMCHECKBOX 
  Type IB Variation nº__________

 FORMCHECKBOX 
  Type II Variation 

 FORMCHECKBOX 
  Variation with equivalent value to a Marketing Authorization

 FORMCHECKBOX 
  Renewals

 FORMCHECKBOX 
  Reimbursement request

 FORMCHECKBOX 
  Other. Please specify which: ________________

	8. Date for submission of the request (previewed)
	

	9. Stage of development of the medicinal product 


	 FORMCHECKBOX 
  Pre-clinical 

 FORMCHECKBOX 
  Phase I clinical trials

 FORMCHECKBOX 
  Phase II clinical trials

 FORMCHECKBOX 
  Phase III clinical trials

 FORMCHECKBOX 
  Approved 

	10. Authorisation status of the medicinal product in other EU Member States

      A – Authorised

      P – Pending

      R – Revoked

      S – Suspended

      N – No Marketing Authorisation request  
(One or more options)
	 FORMCHECKBOX 
AT
 FORMCHECKBOX 
BE
 FORMCHECKBOX 
CY
 FORMCHECKBOX 
CZ
 FORMCHECKBOX 
DE
 FORMCHECKBOX 
DK
 FORMCHECKBOX 
EE
 FORMCHECKBOX 
EL
 FORMCHECKBOX 
ES

 FORMCHECKBOX 
FI
 FORMCHECKBOX 
FR
 FORMCHECKBOX 
HU
 FORMCHECKBOX 
IE
 FORMCHECKBOX 
IS        FORMCHECKBOX 
IT
 FORMCHECKBOX 
LI
 FORMCHECKBOX 
LT
 FORMCHECKBOX 
LU

 FORMCHECKBOX 
LV
 FORMCHECKBOX 
MT
 FORMCHECKBOX 
NL
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
PL
 FORMCHECKBOX 
SE
 FORMCHECKBOX 
SI
 FORMCHECKBOX 
SK
 FORMCHECKBOX 
UK


	11. Type of prodedure 
	 FORMCHECKBOX 
  Centralised procedure

 FORMCHECKBOX 
  Mutual Recognition

 FORMCHECKBOX 
  Decentralised procedure

 FORMCHECKBOX 
  National procedure

 FORMCHECKBOX 
  To be defined

	12. Legal Basis for the Marketing Authorization request, or legal basis under which it was authorized, according to Directive 2001/83/EC (current version) 


	 FORMCHECKBOX 
  Article 8(3) application (i.e. Request with administrative, quality, pre-clinical and clinical data)

 FORMCHECKBOX 
  Article 10(1) generic application   

     Reference medicinal product in Portugal: ___________________

 FORMCHECKBOX 
  Article 10(3) Hybrid application
     Reference medicinal product in Portugal: ___________________

 FORMCHECKBOX 
  Article 10(4) Similar biologic application
 FORMCHECKBOX 
  Article 10a well-established use application
 FORMCHECKBOX 
  Article 10b fixed combination application
 FORMCHECKBOX 
  Article 16a Traditional use registration for herbal medicinal product

	13. Documents in annex
(Mandatory field)
	


	Details about the medicinal product /Health product

(Fill in when relevant)

	14. Name of the medicinal product /health product
	

	15. Active substance 
	

	16 Strength
	

	17. Pharmaceutical form
	

	18. Route of administration
	

	19. Therapeutic indications
	

	20. Pharmacotherapeutic group (ATC-Code)
	

	21. Brief description of the mechanism of action
	


	Additional comments:




It is hereby declare that the information provided above is correct and true and it was not submitted to the Scientific Advice Working Party of the European Medicines Agency. 

Signature: ____________________________________                                   Date: ___/________/________

	Question for Regulatory and Scientific Advice

	Question:



	Applicant’s position:
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