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	Concerned Member State 
Request for Referral 


To be sent at the completion of the procedure at the latest to RMS*, CMS*, 

CMDh-secretariat*and MAH

* via the CMD-REFERRALS mailbox

1. This document is sent by
	CMS
	     

	Contact point, project team leader 

Name 

Phone number 

E-mail 

	     
(
     
·      

	Assessors, if applicable (name/E-mail/phone)
	     

	Date/Day of procedure
	     


2. This document concerns
	Name of the product in the RMS
	     

	Name of the active substance
	     

	Applicant
	     

	Procedure number
	     

	Nature of change requested1

	     

	Deadline for comments
	     



1to be completed for notification under article 13(1) of Commission Regulation (EC) NO 1234/2008
3. Final Comments

<Our conclusion is that the product is non-approvable. The RMS is requested to refer the application to the CMDh>
<Our conclusion is that the product is non-approvable. The RMS is requested to refer the application to the CMDh, unless the application is considered non-approvable by all Member States concerned in this procedure>
<Our conclusion is that the type II variation application for the following changes {scope of variation} is not approvable. The RMS is requested to refer the application to the CMDh>
<Our conclusion is that the type II variation application for the following changes {scope of variation} is not approvable. The RMS is requested to refer the application to the CMDh, unless the variation application is withdrawn from all CMSs and the RMS>
4. Potential serious risk to public health
Quality

	Potential serious risk to public health 

     


	Rationale

     



Non-clinical

	Potential serious risk to public health 

     


	Rationale

     



Clinical (Safety)

	Potential serious risk to public health 

     


	Rationale

     



Clinical (Efficacy)

	Potential serious risk to public health 

     


	Rationale

     



Bioavailability/Bioequivalence

	Potential serious risk to public health 

     


	Rationale

     



SmPC

	Potential serious risk to public health 

     


	Rationale

     



Harmonisation

	Potential serious risk to public health 

     


	Rationale

     



Package Leaflet

	Potential serious risk to public health 

     


	Rationale

     



Labelling

	Potential serious risk to public health not already raised by the RMS

     


	Rationale

     



Regulatory

	Potential serious risk to public health 

     


	Rationale

     



5. Information for CMDh scientific database
Free text (Key words or short summary (max. 500 characters))

	Quality

     


	Non-clinical

     


	Clinical (Safety)

     


	Clinical (Efficacy)

     


	Bioavailability/Bioequivalence

     


	SmPC

     



	Harmonisation

     


	Package Leaflet

     


	Labelling

     


	Regulatory

     



.

<Invented name>, <Procedure number>
Request Referral to CMDh
Page 1/4

