
Request of scientific advice

Application form

	Name of the company
	     

	Small and medium sized enterprises (SME) status 
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Contact person details
	Title and name:      
Tel:      
e-mail:      

	Name of the product
	     

	Name of the active substance
	     

	ATC code 
	     

	Therapeutic field 
	 FORMCHECKBOX 
Cancer    FORMCHECKBOX 
HIV/AIDS  FORMCHECKBOX 
Diabetes   FORMCHECKBOX 
Neurodegenerative disorder 

 FORMCHECKBOX 
Viral disease  FORMCHECKBOX 
Autoimmune disease/dysfunction  FORMCHECKBOX 
 Other (please specify) 

	Intended  indication(s) for the scope of the current SA 
	     

	Type of product 
	  FORMCHECKBOX 
 Chemicals:
           FORMCHECKBOX 
Generic      FORMCHECKBOX 
Antisense    FORMCHECKBOX 
NCE 

           FORMCHECKBOX 
Others

  FORMCHECKBOX 
Herbals
  FORMCHECKBOX 
Bio(techno)logical
      FORMCHECKBOX 
Classical biological:

           FORMCHECKBOX 
Blood derived   FORMCHECKBOX 
Vaccine   

           FORMCHECKBOX 
 Enzyme             FORMCHECKBOX 
Other biologicals
       FORMCHECKBOX 
Recombinant DNA derived product:

            FORMCHECKBOX 
Cytokine                          FORMCHECKBOX 
Hormone 

             FORMCHECKBOX 
Monoclonal antibody   FORMCHECKBOX 
Vaccine 
             FORMCHECKBOX 
Transgene-derived        FORMCHECKBOX 
Other  

        FORMCHECKBOX 
Similar biological

        FORMCHECKBOX 
Nucleic acid-based:

           FORMCHECKBOX 
DNA vaccine  FORMCHECKBOX 
Oncolytic virus

 FORMCHECKBOX 
Advanced therapy: 
        FORMCHECKBOX 
Gene Therapy :
            FORMCHECKBOX 
Autologous  FORMCHECKBOX 
Allogeneic 
             FORMCHECKBOX 
Xenogeneic

        FORMCHECKBOX 
Somatic cell therapy:

            FORMCHECKBOX 
Autologous  FORMCHECKBOX 
Allogeneic
             FORMCHECKBOX 
 Xenogeneic

        FORMCHECKBOX 
Tissue-engineered product:

            FORMCHECKBOX 
Autologous  FORMCHECKBOX 
Allogeneic           

             FORMCHECKBOX 
 Xenogeneic

 FORMCHECKBOX 
Therapeutic, scientific or technical innovation
Comments:
	

	Type of request
	 FORMCHECKBOX 
Initial  request
 FORMCHECKBOX 
Follow-up to the initial request 
	

	What is the state of development of the product at present?


	-Pharmaco-toxicological 

-Clinical Phase
I


II


III

-Dossier finalised

-Approved:



	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	(Intended) legal basis of the application
	 FORMCHECKBOX 
 Art. 8(3) 

Complete application
	 FORMCHECKBOX 
 Art.10.(1)

Generic application

	
	 FORMCHECKBOX 
 Art.10.(3)

Hybrid application
	 FORMCHECKBOX 
 Art.10.(4)

Similar biological application

	
	 FORMCHECKBOX 
 Art.10.a

Well-established use application
	 FORMCHECKBOX 
 Art.10.b

Fixed combination application

	
	 FORMCHECKBOX 
 Art.10.a

Informed consent application
	 FORMCHECKBOX 
 Art.16a

Traditional use registration 

	
	 FORMCHECKBOX 
 Variation to MA


	

	Orphan Status
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Have you already chosen a registration procedure or which procedure has been followed?
	National Procedure

Mutual Recognition

Decentralised procedure

Centralised procedure

To be decided
	 FORMCHECKBOX 
 [AIC number]

 FORMCHECKBOX 
 [MRP number]

 FORMCHECKBOX 
 [DCP number]
 FORMCHECKBOX 

 FORMCHECKBOX 


	What is the intended filing date (if applicable)?
	      [dd-mm-yyyy]

	Area of advice 

	 FORMCHECKBOX 
Quality
 FORMCHECKBOX 
Preclinical
 FORMCHECKBOX 
Clinical

        FORMCHECKBOX 
Pharmacokinetics

        FORMCHECKBOX 
Statistics

        FORMCHECKBOX 
Safety/Efficacy

        FORMCHECKBOX 
Risk management plans 

 FORMCHECKBOX 
HTA
 FORMCHECKBOX 
 Other, please specify:
	

	Please specify the justification for request (e.g. no guidance available, new area of development)

     


	Please mention previous advice(s) received by other competent Authority (EU or other relevant Authority)

     
 


	What are the specific questions that need to be addressed by the experts of the AIFA:

Quality:

	1. [Question]      

	2. [Question]      


	etc.



	Preclinical

	1. [Question]      


	2. [Question]      


	etc.



	Clinical

	1. [Question]      


	2. [Question]      


	etc.



	Other 

	1. [Question] 


	2. [Question] 


	etc.




Additional Comments 
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