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	NOTIFICATION TO THE CMDh CHAIR,
CMDh MEMBERS & CMDh SECRETARIAT OF
<A REFERRAL UNDER ARTICLE 29(1) OF DIRECTIVE 2001/83, AS AMENDED>
<A REFERRAL UNDER ARTICLE 13(1) OF COMMISSION REGULATION (EC) No 1234/2008>


To be sent to ALL Member States and to CMDh secretariat*
* via the CMD-REFERRALS  mailbox

1. This document is sent by
	RMS
	     

	Contact point project team leader

Name 

Phone number 

E-mail 

	
     
(
     
·      

	Date
	     


2. This document concerns


	Name of the product in the RMS
	     

	Name of the active substance
	     

	Applicant

Name 

Contact Person 

Address 

Phone 

Fax 

E-mail 

	     
     
     
     
     
     

	Procedure number
	     

	Nature of change requested1

	     


1to be completed for notification under Article 13(1) of Commission Regulation (EC) NO 1234/2008
3. Notification of Referral
This notification is an official referral to the CMDh

Concerned Member States involved in the procedure:

(if repeat use, please indicate CMS for 1st wave)

     
Concerned Member States who cannot approve:

     
4. Grounds for referral
	 FORMCHECKBOX 
  Quality

	 FORMCHECKBOX 
  Bioavailability/Bioequivalence
	 FORMCHECKBOX 
  Package Leaflet

	 FORMCHECKBOX 
  Non-clinical
	 FORMCHECKBOX 
  SmPC
	 FORMCHECKBOX 
  Labelling

	 FORMCHECKBOX 
  Clinical (Safety)
	 FORMCHECKBOX 
  Harmonisation
	 FORMCHECKBOX 
  Regulatory

	 FORMCHECKBOX 
  Clinical (efficacy)
	
	


5. Involvement of other committees/working parties
· PRAC involvement requested  ( Yes    ( No

· PDCO involvement requested  ( Yes    ( No               
6. Attached documents
Please find attached 

· Explanation of grounds for referral from <CMS> (i.e. request for referral by CMS)

· <MRP> <DCP> <Variation>Assessment Report

· Proposed Summary of Product Characteristics2
· Proposed Package Leaflet2
· Proposed Labelling2
2the RMS’s latest proposed version 
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