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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH



 

17 October 2016
Review and update of EMA guidelines to implement best practice with regard to 3Rs (replacement, reduction and refinement) in regulatory testing of medicinal products – report on actions taken   
(EMA/CHMP/CVMP/JEG-3Rs/677407/2015)

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)

	
	1. Waiving assays: not all alternatives to in vivo methods are replacement; some animal assay can be removed, eg General Safety Test

2. Additional objectives: Engagement of non-EU authorities and willingness for international recognition

3. Consideration for validation by non-EU authorities and acceptance by EU authorities

4. Consistency approach: to be considered as the objective is not to replace one-to-one animal assays by non-animal assays, but to envisage another quality control system. 

5. Incentives to facilitate the QC changes with more accurate methods should be considered. Declaration rather than authorization should be sought.


	


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)

	29
	
	Comment: To include acceptance of alternative methods by all EU authorities. Laboratories can be challenged by some authorities having different level of expectations.

Proposed change (if any): …to facilitate transfer and acceptance of the new methods….

	

	41
	
	Comment: Strengthen the importance of involvement of non-EU authorities to facilitate international recognition 

Proposed change (if any): Engagement of international organizations should be encouraged in order to represent as many authorities as possible.

	

	71
	
	Comment: Date of Directive 2010/63 is wrong

Proposed change (if any): Directive 2010/63… on 22 Sept 2010

	

	89
	
	Comment: If the collaborative initiative is not under the leadership of EU, or not with the participation of EU authorities, how can implementation of replacement method be accelerated?


	

	92
	
	Comment: There is not always correlation between animal and non-animal methods. How to manage effectively the replacement and its acceptance?


	

	122
	
	Comment: QC testings are repeated by OMCLs. If animal method for one product has been replaced, there should be an obligation for the authority to use the alternative test. The transfer should be effective to OMCLs


	


Please add more rows if needed.
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