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Comments from:

	Name of organisation or individual

	EFPIA – Pär Tellner (par.tellner@efpia.eu)


Please note that these comments and the identity of the sender will be published unless a specific justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF).

1.  General comments

	Stakeholder number

(To be completed by the Agency)
	General comment (if any)
	Outcome (if applicable)

(To be completed by the Agency)

	
	Overall, we would like to convey our support for the proposals in the draft qualification opinion to more formally recognise that the PUCAI has been validated for disease classification and as a primary clinical outcome measure in clinical trials for paediatric ulcerative colitis. The document provides several useful considerations for this important and emerging area. Given the data available on the use of the PUCAI, we add our support to its validity and wider usage.

Additional points that would be helpful to clarify are discussed as follows:

· The description of the potential conditions for extrapolation of the effect on mucosal healing to paediatric clinical trials and thereby waiving endoscopy is particularly vague. Acknowledging the statement that this topic is outside the scope of this qualification opinion, is EMA planning to provide further guidance in this subject?

· It would be useful to provide further guidance on the lower age cut off for children as part of the inclusion criteria (e.g. aged around 6)

· 
As a minor comment, it would be useful to add the ECCO statement (Ruemmele FM,Hyams JS, Otley A, et al.Gut doi:10.1136/gutjnl-2014-307008), that has been referred to in the text, to the list of references.


	

	
	
	


2.  Specific comments on text

	Line number(s) of the relevant text

(e.g. Lines 20-23)
	Stakeholder number

(To be completed by the Agency)
	Comment and rationale; proposed changes

(If changes to the wording are suggested, they should be highlighted using 'track changes')
	Outcome

(To be completed by the Agency)

	275-277
	
	Comment: 

What would be defined as appropriate justification for waiving colonoscopy? On page 2 the example of ‘therapies already shown to induce MH in adults’ is given.


	

	278-279
	
	Comment:

Where endoscopy is the primary outcome, what is the expectation that this assessment will be based on in order that PUCAI would be allowed to be used for efficacy evaluation?

Would it still be expected that the inclusion criteria are based on either PUCAI or endoscopy?


	


Please add more rows if needed.
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