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5 June 2014
Submission of comments on 'Questions and Answers on Ethanol in the context of the revision of the guideline on Excipients in the label and package leaflet of medicinal products for human use’ (EMA/CHMP/507988/2013)

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)

	
	We welcome the opportunity to provide feedback on the draft 'Questions and Answers on Ethanol in the context of the revision of the guideline on Excipients in the label and package leaflet of medicinal products for human use’
	

	
	In the Background information of the Q&A it is mentioned that the EC guideline “Excipients in the label and package leaflet of medicinal products for human use” (CPMP/463/00) will be revised. We would like to have better clarity on what the revision of the guideline will include as well as when exactly this is planned for. It is difficult to look at the different Q&A documents in insolation from the main guideline (specifically if certain main definitions could change in the future).

Also from a company’s perspective it will be very useful to have more visibility on how and when Q&A documents will be released. This will help to ensure the involvement of the right experts at the right time (for example Q&As for certain type of excipients are released together).
Sufficient time should be allowed for implementation of the changes in the labeling of the impacted products. A two years implementation deadline is usually allowed for implementation of revised QRD templates. The two-year period for implementation should be initiated once the final European Commission guideline “Excipients in the label and package leaflet of medicinal products for human use” is adopted. In addition, it should be possible to combine the changes with other upcoming variations impacting the product information within the two years implementation period.
	

	
	We agree with the need to cover the paediatric population, which can be affected differently than adults. The guideline should however clarify that these statements are relevant only to products indicated in the concerned subpopulation(s) in order to avoid confusion for patients, parents, and prescribers, which could result in off-label use. 

For instance, the text line 122 “Talk to your doctor or pharmacist before giving this medicine to your child if (s)he is less than 6 years old” should only be added to labelling of medicinal products indicated in the paediatric population. 

Proposed change (if any): 

· Please add the following sentence “Information pertaining to a certain sub-population, e.g. paediatric population, should be added only to the product information of medicinal products indicated in the concerned sub-population. 

· For clarity, please add a column in the table indicating the subpopulation(s) to which the safety information is applicable.


	

	
	For ethanol, Notice to Applicants, Volume 3, Definitions and Examples, clearly excludes ethanol used in the manufacturing process from the definition of an ‘excipient’: “… However, in the context of this guideline, residues of substances arising from the manufacturing process, impurities, residual solvents, degradation products etc. are not included in this definition.”

Therefore, we propose that this clarification is induced in the final Q&A document.
	

	
	In EU lay people usually have a feel for Blood Alcohol Content in the unit of ‰ (which corresponds to g/L) as this is the unit the police uses for determining ability to drive. Mentioning that 1 g/L = 1‰ (which is 2x the current cut-off for driving in most European countries, 0.5‰) will make the patient information more understandable to lay people.
	


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)

	Lines 99 (page 5/14) and 122 (page 7/14)
	
	Comment: The comparison of the concentration of alcohol to the beer or wine intake can be some somehow inappropriate since the content of alcohol in beer or wine may vary from 2% to 15% and the metabolism in adult is different from males to females.

Proposed change (if any): Remove the sentence “This is similar to an adult drinking X… mL of beer or Y…mL of wine.”


	

	Line 122 (Page 9/14)
	
	Comment: Does “Threshold = zero” mean 0.0 or ≤ 0.9? In case it means 0.0, the product should be definitely alcohol free and in that case, there is no need of any information on the package leaflet since alcohol should be banned from the cutaneous dosage forms.

Proposed change (if any): Clarify the range of “zero” is it 0.0 or ≤ 0.9.


	

	Line 122
	
	Comment: See general comment above

Proposed change (if any): For clarity, please add a column in the table indicating the subpopulation(s) to which the safety information is applicable.
	

	122 (row 1)
	
	Comment: Typographical error “This medicine contains very small amount of alcohol....”

Proposed change (if any): “This medicine contains a very small amount of alcohol....” 


	

	122 (row 6)
	
	Comment: In the following sentence:

“Talk to your doctor or pharmacist before giving this medicine to your child if (s)he is less than 6 years old”

It would be more patient friendly to use “they” rather than “(s)he”:

Proposed change (if any): “Talk to your doctor or pharmacist before giving this medicine to your child if (s)he is they are less than 6 years old”


	

	122 (row 7)
	
	Comment: The following sentence “Carers (e.g. school teachers) should take extra care when children undertake activities such as bike riding or other sports.”  is applicable to children less than 6 years old. However, across the EU the age at which children start school varies from 4 to 7 years.  Therefore in some countries children under 6 would not be cared for by school teachers.  Therefore would it be clearer to use “Child carers” rather than “Carers (e.g. school teachers)”?

Proposed change (if any): “Child Ccarers (e.g. school teachers) should take extra care when supervising children undertake activities such as bike riding or and other sports.”  


	


Please add more rows if needed.
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