
Template Version 2[footnoteRef:1] [1:  Introducing version numbers.
Version 2 changes: clarifying key element requirements] 

Request for Modification of an agreed Paediatric Investigation Plan

Administrative information
Previous procedures/cases relating to this application, including the latest agreed PIP decision:
List all procedures/cases ensuring that the last entry is the latest agreed PIP decision. EMA decision number and date can be found in the EMA decision document. 
	Type
	EMA decision number
	Date

	Initial PIP
	
	

	<Modification 1>
	
	

	<Modification 2>
	
	

	
	
	


Information about the authorised medicinal product if applicable
Indicate if the marketing authorisation has been obtained since the preceding procedure or if it has been changed (e.g. variation, withdrawal, etc) 
     
Reasons for applying
Summarise briefly – not more than one page - the overall reason for the requested changes (e.g. changes to development programme following regulatory interactions, changes required due to recruitment difficulties or new clinical guidelines, standard of care etc) 
     
List of proposed changes of measures and timelines 
	Study number and/or study identifier (as per preceding PDCO opinion)      

	Current key binding element 
	Proposed change(s)
	Justification for change

	<key binding element>
Copy the exact wording of the key binding element you request to change from Annex I of the preceding opinion.
	<proposed key binding element>
Change the key binding element as desired, where possible highlight the change (e.g. bold font, highlight, strike-through, but do not use Track Changes).
	<justification text>
Provide a concise and comprehensive explanation for each proposed change.
Additional information can be provided in a separate document only when necessary (e.g. to include graphs or tables).

	Comments 
EMA Scientific Officer:

PDCO Rapporteur:

PDCO Peer Reviewer:


	<key binding element>
	<changed key binding element>
	<justification text>

	Comments 
EMA Scientific Officer:

PDCO Rapporteur:

PDCO Peer Reviewer:



Add rows and comment boxes as needed. Ensure a separate row for each key binding element followed by a comment box. In case of a new study, insert “Study to be added” as a title and list all key binding elements.
Key elements in the IRIS portal:
· Key elements do not need to be detailed in the IRIS portal, however due to mandatory fields in the system some high-level information is  required. Please see details on page 2 in Template Key element form.
Important notes
It is not possible to modify an opinion which is subject to an ongoing procedure (i.e. EMA decision not yet issued).
Only changes requested in this document will be considered by the PDCO. Include one table per study and list each key binding element that you wish to modify in a separate row. Do not include key elements you do not wish to change.
If the change regards the removal or addition of an entire study/measure, insert “Study to be added” or “Study to be deleted” together with justifications.
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