
Template version 2[footnoteRef:1] [1:  Template has been updated with revised drafting notes and EMA comments box.] 

Template - Request for compliance check on an agreed paediatric investigation plan (PIP)
Only list studies/measures not yet checked in any previous compliance check procedure for this PIP. 
Complete a table for each study subject of this compliance check and copy & paste additional tables where required, introducing with study identifier (e.g. Study 1, Study 2, etc).
Ensure that all key elements of the study subject of this compliance check are listed one by one, study by study and exact location in the supporting documentation is provided where the check can be carried out.
Ensure that all agreed key elements of the study subject of this compliance check are listed in the second column worded exactly as in the latest EMA decision (Opinion Annex I).
Location in the supporting documentation: include the exact page number(s) of the information supporting the agreed key element and the justification (e.g. clinical study report, non-clinical report, etc)
Compliance check and evaluation
[bookmark: _Toc163043429]Quality-related studies
Study <x>
	[bookmark: _Hlk167805059]Name/title of key element 
Complete as per Opinion Annex I, Quality study table 1st column (text below in < ..> are examples only)
	Agreed key element (as per latest EMA decision) 
Complete as per Opinion Annex I, Quality study table 2nd column (text below in < ..> are examples only)
	Justification (Applicant’s position on fulfilment of the measures and timelines)
	Location in the supporting documentation 
	Comments Completed by EMA

	<Study identifier>
	<Study x>
	
	<M.x.x.x.> <Study report xx>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Study description and objectives>
	<Development of an age-appropriate pharmaceutical form for …>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	Date of completion
	<1 January 2020>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	Continue with all the remaining key elements, one per row.
	
	
	
	EMA Scientific Officer:

PDCO Rapporteur:



Non-clinical studies
Study <x>
	Name/title of key element
Complete as per Opinion Annex I, Non-clinical study table 1st column (text below in < ..> are examples only)
	Agreed key element (as per latest EMA decision) 
Complete as per Opinion Annex I Non- clinical study table 2nd column (text below in < ..> are examples only)
	Justification (Applicant’s position on fulfilment of the measures and timelines)
	Location in the supporting documentation
	Comments 
Completed by EMA

	<Study identifier>
	<Study x>
	
	<M.x.x.x.> <Study report xx>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Study description, objectives and outcome measures>
	<Assessment of potential effects on postnatal growth and development, ….>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Test system/species (age of the animal)>
	<Rat PND x>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	[bookmark: _Hlk189057527]Continue with all the remaining key elements, one per row.
	
	
	
	EMA Scientific Officer:

PDCO Rapporteur:



Clinical studies
Study <x>
	Name/title of key element
Complete as per Opinion Annex I, Clinical study table 1st column (text below in < ..> are examples only)
	Agreed key element (as per latest EMA decision) 
Complete as per Opinion Annex I Clinical study table 2nd column (text below in < ..> are examples only)
	Justification (Applicant’s position on fulfilment of the measures and timelines)
	Location in the supporting documentation
	Comments 
Completed by EMA

	<Study identifier>
	<Study x>
	
	<M.x.x.x.> <Study report xx>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Study design features, main objectives and study population>
	<Single-arm, open-label, ….>
<Evaluation of efficacy and safety of …>
<Patients with x, aged from x to xx>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Number of study participants by paediatric subset>
	<At least x patients/subjects ….>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:



	Continue with all the remaining key elements, one per row.
	
	
	
	EMA Scientific Officer:

PDCO Rapporteur:



Modelling and simulation analyses 
Study <x>
	Name/title of key element
Complete as per Opinion Annex I, related study table 1st column (text below in < ..> are examples only)
	Agreed key element (as per latest EMA decision) 
Complete as per Opinion Annex I related study table 2nd column (text below in < ..> are examples only)
	Justification (Applicant’s position on fulfilment of the measures and timelines)
	Location in the supporting documentation
	Comments 
Completed by EMA

	<Study identifier>
	<Study x>
	
	
	EMA Scientific Officer:

PDCO Rapporteur:


	<Study description and objectives>
	<Use of PB-PK to predict initial paediatric doses to be used in further clinical studies….>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Model type>
	<Physiologically-based model (PB-PK)>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	Continue with all the remaining key elements, one per row.
	
	
	
	EMA Scientific Officer:

PDCO Rapporteur:



Other studies 
Study <x>
	Name/title of key element
Complete as per Opinion Annex I, related study table 1st column (text below in < ..> are examples only)
	Agreed key element (as per latest EMA decision) 
Complete as per Opinion Annex I related study table 2nd column (text below in < ..> are examples only)
	Justification (Applicant’s position on fulfilment of the measures and timelines)
	Location in the supporting documentation
	Comments 
Completed by EMA

	<Study identifier>
	<Study x>
	
	
	EMA Scientific Officer:

PDCO Rapporteur:


	<Study description and objectives>
	<Analysis of existing data on…>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	<Methodology>
	<Description of …>
	<Fulfilled as….>
	<Section x, page x>
	EMA Scientific Officer:

PDCO Rapporteur:


	Continue with all the remaining key elements, one per row.
	
	
	
	EMA Scientific Officer:

PDCO Rapporteur:
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