[image: image1.png]O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH



 

<03/01/12>

Submission of comments on 'Guideline on Pharmaceutical Development of Medicines for Paediatric Use' (EMA/CHMP/QWP/180157/2011)

Comments from:

	Name of organisation or individual

	Faculty of Pharmaceutical Medicine


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, the Faculty of Pharmaceutical Medicine believes that this consultation document provides a very useful summary of all the aspects that need to be considered in developing paediatric formulations. We have a couple of specific comments to make below.
	


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)

	line 244
line 478
	
	Comment:
With regards to oral preparations, mention is made in section 6.2.1 (line 244) and section 8 (line 478) of the "risk of chewing" a tablet. Line 247 onwards discusses the ability of a child to swallow a tablet, and appropriate tablet size, however we don't see any mention of a chewable tablet preparation, which may be of benefit for younger children who cannot swallow tablets whole.
Proposed change (if any):


	

	Lines 127-129
	
	Comment:
Although the Faculty agrees that products on the market should be reviewed with regards to the aspects of formulation outlined, we believe that it would be a concern if a product’s marketing authorisation was withdrawn because it did not comply with these guidelines. We believe that this could be counterproductive for availability of children’s medicines. We recommend that the EMA provide industry with some reassurance that they would work with the respective companies to develop an appropriate plan to address any issues with formulation rather than to withdraw the MA.
Proposed change (if any):


	

	lines 247-253
lines 282-285
	
	Comment:
Re: lines 247-253.

We believe that it makes sense that smaller children require smaller tablets but think that mentioning specific diameters should be backed up by evidence.

Re: lines 282-285.

Similarly we would also like to see the evidence for the volumes referred to in this section for dispersible tablets.
The FPM believes that the wording in this section should probably discourage crushing of tablets more strongly than it does. Other methods of administration are preferable wherever possible.
Proposed change (if any):


	


Please add more rows if needed.
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