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Dutch Scientific Advice

case@cbg-meb.nl
	Request for Dutch scientific advice

	Date of sending the request to the MEB: 
	     
	

	 FORMCHECKBOX 
 First advice

	 FORMCHECKBOX 
 Follow-up advice
	In case of follow-up previous

DSA-number:      

	*Type of advice
:


	Simple advice     FORMCHECKBOX 

	Partial Multidisciplinary scientific Advice     FORMCHECKBOX 


	Full Multidisciplinary 
advice     FORMCHECKBOX 


	 FORMCHECKBOX 
 Advice requested at other agencies / EMEA – Possible comments
	     

	*Name of the company

	     

	*Contact person
	     

	* Address
	     

	*Telephone
	     

	*E-mail

	     

	*Name of the product
	     

	*Name of the active substance
	     

	*ATC code


	     
	*FT-group
	FT-1

    FORMCHECKBOX 

	FT-2

 FORMCHECKBOX 

	FT-3

 FORMCHECKBOX 

	FT-4

 FORMCHECKBOX 


	Therapeutic class
	     

	Mechanism of action
	     

	What is (are) the sought indication(s)?
	     

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


	-Pharmaco-toxicological 

-Clinical Phase
I


II


III

-Dossier finalised

-Approved:


RVG- or procedure number:
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     

	(Intended) legal basis of the application
	 FORMCHECKBOX 
 Art. 8.3

Stand-alone / full dossier
	 FORMCHECKBOX 
 Art.10.1

Generic

	
	 FORMCHECKBOX 
 Art.10.3

Hybrid
	 FORMCHECKBOX 
 Art. 10.4

Similar biological

	
	 FORMCHECKBOX 
 Art.10 (a)

Well-established use
	 FORMCHECKBOX 
 Art.10 ( b)

Fixed combination

	Orphan Status
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

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

	Centralised Procedure

Mutual Recognition

National Procedure

Decentralised procedure

To be decided
	 FORMCHECKBOX 
 [EU number]      
 FORMCHECKBOX 
 [MRP number]      
 FORMCHECKBOX 
 [RVG number]      
 FORMCHECKBOX 
 [DCP number]      
 FORMCHECKBOX 


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

	Please specify the kind of expertise requested from the MEB.


	Chemical-pharmaceutical

Pharmaco-toxicological

Pharmacokinetic

Clinical

Pharmacovigilance

Regulatory

Other, please specify:
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
      


	Request for Dutch scientific advice

	Please specify the sort of documentation that can be made available in order to prepare for an advice


	-investigator’s brochure

-briefing document

-other
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
      

	Within what time frame does your company expect an advice?
	      [dd-mm-yyyy
]

	What is the preferred procedure for advice?
	
	 FORMCHECKBOX 
 written procedure

 FORMCHECKBOX 
 meeting

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

Quality:

	1. [Question]      

	Position of Company
:      


	2. [Question]      


	Position of Company:      


	etc.



	Safety:

	1. [Question]      


	Position of Company:      


	2. [Question]      


	Position of Company:      


	etc.



	Pharmacovigilance::

	1. [Question]      


	Position of Company:      


	2. [Question]      


	Position of Company:      


	etc.



	Pharmacokinetic:

	1. [Question]      


	Position of Company:      


	2. [Question]      


	Position of Company:      


	etc.



	Efficacy:

	1. [Question]      


	Position of Company:      


	2. [Question]      


	Position of Company:      


	etc.



	Regulatory:

	1. [Question]      


	Position of Company:      


	2. [Question]      


	Position of Company:      


	etc.




Additional Comments / Questions:

	     












�If this is the first time advice is being sought from the MEB on a product, please tick ‘First advice’. If you want to discuss a previously given advice of the MEB on a product, please tick ‘Follow-up advice’ and fill in the number of that scientific advice.


�Information about products & fees can be found on the MEB website: 


� HYPERLINK "http://www.cbg-meb.nl/CBG/en/human-medicines/regulatory-affairs/Fees/default.htm" ��http://www.cbg-meb.nl/CBG/en/human-medicines/regulatory-affairs/Fees/default.htm�





�This can also be a manufacturing company of a medicated medical device and, if already known at that moment, the notified body which will perform the future consultation procedure. More information:


� HYPERLINK "http://www.cbg-meb.nl/CBG/en/human-medicines/medical-devices/default.htm" ��http://www.cbg-meb.nl/CBG/en/human-medicines/medical-devices/default.htm�


�Fill in the administrative information on the company and contact person; this last item is particularly important for communication with the MEB on the request.


�To handle your request efficiently please fill in  the ATC code and / or the FT group. For information:


� HYPERLINK "http://www.cbg-meb.nl/CBG/en/about/organisation/organisation-structure/PT/default" ��http://www.cbg-meb.nl/CBG/en/about/organisation/organisation-structure/PT/default�


 


�If the product is already authorised, please provide either the procedure number or the national authorisation number (RVG number).





�If you state a time frame, then there is a start date and an end date, and you usually specify a period (e.g. 3 months). A single date is not a time frame. Alternatively, you could put "By" or "Before" in front of the "[dd-mm-yyyy]"


�Please be aware that the company’s position on the questions provided is critical for the discussion; if the position is not given, the MEB might require this additional information and the decision to accept the request might be postponed
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