 FORMDROPDOWN 

 FORMTEXT _
Assessment Report

Paediatric data

<Invented Name>

 FORMTEXT _
<(Active Substance)>
Marketing Autorisation Holder:      
	Rapporteur: 
	     

	Co-Rapporteur:
	     

	Paediatric assessment Procedure start date:
	     

	Deadline for Rapporteur’s report:
	     

	Deadline for members states  comments:
	     

	Date of this report:
	     


Administrative information 

	Currently approved indication(s):
	     

	Pharmaceutical form(s) affected by this variation: 
	     

	Strength(s) affected by this variation:
	     

	 FORMDROPDOWN 
 contact person:
	Name:

     
Tel:
     
Fax:
     
Email:

     


	 FORMDROPDOWN 
 contact person:
	Name:

     
Tel:
     
Fax:
     
Email:

     


	Names of the assessors:
	Quality:

Name(s):
     
Tel:
     
Fax:
     
Email:
     


	
	Non-clinical:

Name(s):
     
Tel:
     
Fax:
     
Email:
     


	
	Clinical:

Name(s):
     
Tel:
     
Fax:
     
Email:
     


Recommendation

Based on the review of the paediatric data on  FORMDROPDOWN 
  FORMDROPDOWN 
, the  FORMDROPDOWN 
 considers that the variation application  for <medicinal product invented name> (<INN>),  FORMTEXT _in the treatment of <indication>, for the following proposed changes <scope of variation>
is approvable. < recommended changes for inclusion in the SPC see section VI.>

<could be approvable provided that a satisfactory answer is given to the “other concerns” as detailed in section V.2.> < recommended changes for inclusion in the SPC see section VI>

<is not approvable unless the MAH can provide satisfactory responses to the  request for supplementary information. < recommended changes for inclusion in the SPC see section VI.>

I.1 Scope of the variation 

<Text>

II. Scientific discussion 

II.1 quality aspects

<Text> <N/A>

II.2
non-clinical aspects

<Text> <N/A>

II.3
clinical aspects

<Text> <N/A>

III.3.1
Clinical pharmacology

<Text> <N/A>

III.3.2
Clinical efficacy

<Text below relevant subheadings as detailed below> <N/A>

Main study(ies)

Methods

Results

Analysis performed across trials (pooled analyses and meta-analysis)

III.3.3
Clinical safety
<Text below relevant subheadings as detailed below> <N/A>
Patient exposure

Adverse events

Serious adverse events and deaths

Laboratory findings

Long-term safety data; effect on development (growth, motor, mentally, sexually) and cognition

III. OVERALL CONCLUSION <AND Benefit-risk assessment>

IV. Request for supplementary information as proposed by the <Co->Rapporteur

V.1 Major objections

<Text below relevant subheadings as detailed below> <N/A>
V.1.3 Clinical efficacy

V.1.4 Clinical safety

V.2   Other concerns

<Text below relevant subheadings as detailed below> <N/A>

V.2.3 Clinical efficacy

V.2.4 Clinical safety
V. Conditions for the approval of the Paediatric  variation as proposed by the <Co->Rapporteur

Annex I:

Proposed changes to the  FORMDROPDOWN 
, ANNOTATED with THE <CO>RApporteur’s comments AFTER EACH SECTION

Assessment Report Paediatric Data
<Invented Name> <(Active Substance)>
Page 1/2
Assessment Report Paediatric Data
<Invented Name> <(Active Substance)>
Page 5/1

