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ANNEX I A: APPLICATION FORM for SCIENTIFIC ADVICE at the AEMPS

	I. APPLICANT

	Name
	

	Address

	

	( (contact, position)
(:
	e-(:

	MAH1
	


1 in case the applicant is not the MAH.

	II. PRODUCT PROFILE

	Trade name (company product code)
	

	Active substance(s) (INN/code)
	

	ATC (group/code)
	

	Description, indication(s)
	


	III. TYPE OF PRODUCT
	IV. TYPE OF REQUEST

	 FORMCHECKBOX 
 Chemical

 FORMCHECKBOX 
 Biological

 FORMCHECKBOX 
 Blood-derived

 FORMCHECKBOX 
 Protein (horm/enz …)

 FORMCHECKBOX 
 Herbal

 FORMCHECKBOX 
 Others
 FORMCHECKBOX 
 Recombinant
 FORMCHECKBOX 
 mAb

 FORMCHECKBOX 
 Protein (others)

 FORMCHECKBOX 
 Others
 FORMCHECKBOX 
 ATPs

       FORMCHECKBOX 
 Gene therapy      FORMCHECKBOX 
 Cell-based

       FORMCHECKBOX 
 Tissue-based      FORMCHECKBOX 
 Others 

 FORMCHECKBOX 
 Vaccine
 FORMCHECKBOX 
 Radiopharmaceuticals     

 FORMCHECKBOX 
 Homeopathic

 FORMCHECKBOX 
 Other
	 FORMCHECKBOX 
 Initial advice request

 FORMCHECKBOX 
 Follow-up request
 FORMCHECKBOX 
 Presubmission meeting
 FORMCHECKBOX 
 CP
 FORMCHECKBOX 
 DCP        FORMCHECKBOX 
 MRP

 FORMCHECKBOX 
 National procedure


	
	Preference

 FORMCHECKBOX 
 Written report

 FORMCHECKBOX 
 Meeting (proposed dates: dd/mm/aa)


	
	QUESTIONS

 FORMCHECKBOX 
 Quality

 FORMCHECKBOX 
 Preclinical

 FORMCHECKBOX 
 Clinical

 FORMCHECKBOX 
 Pharmacovigilance

 FORMCHECKBOX 
 Regulatory

 FORMCHECKBOX 
 Others (please specify:)


	V. DOCUMENTATION

	 FORMCHECKBOX 
 Letter of intent
 FORMCHECKBOX 
 Questions and applicant’s position (Q&As format)
 FORMCHECKBOX 
 Relevant information about the product concerning the posed questions
 FORMCHECKBOX 
 Previous scientific (advice/assessment) reports from other NCAs
 FORMCHECKBOX 
 Relevant guidelines - UE, ICH, FDA, etc.
 FORMCHECKBOX 
 Bibliographical references 

 FORMCHECKBOX 
 Proof of fee payment


