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Submission of comments on 'Concept paper on review and update of EMA guidelines to implement best practice with regard to 3Rs (replacement, reduction and refinement) in regulatory testing of medicinal products’ – EMA/CHMP/CVMP/JEG-3Rs/704685/2012
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)

	
	EFPIA welcomes the opportunity to comment on the “Concept Paper on review and update of EMA guidelines to implement best practice with regards to 3Rs (replacement, reduction, and refinement) in regulatory testing of medicinal products”.  EFPIA is in agreement that regulatory guidelines should be periodically reviewed and, as needed, revised to adapt to evolutions in the science and practice of nonclinical safety assessment.  Therefore, EFPIA is generally supportive of the approach outlined in the concept paper.
EFPIA would like to emphasize the critical nature of international harmonization and recognition in the development of new regulatory guidance.  The concept paper briefly mentions the role of the International Conference on Harmonization and EFPIA recommends that the when the revised guideline is developed, due consideration is placed on the need for animal testing programs to satisfy regulatory authorities globally.  For example, guidance from EMA that is in conflict with requirements from other regions is to be avoided and can inadvertently result in unwarranted animal experimentation.  
Throughout the revised guidance, care should be taken with regard to providing sufficient time for organizations to develop, validate, and implement changes to currently accepted practices.

As is standard practice with any guideline revision, we recommend that the relevant stakeholders are offered the opportunity to share their perspectives and experience via a public consultation, before any amendments to a guidance are finalised. This will ensure a holistic approach to modernising any guidance for eventual implementation of true best practice.
	


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)

	Section 3.  Discussion, 3rd paragraph
	
	The concept paper includes language related to changes from other publications such as the European Pharmacopeia.  It is important that as the working parties evaluate the existing guidelines and propose changes, it will be critical to consider the need for global acceptance of nonclinical safety packages (see general comments).  As such, please consider the following addition in this section.
“While updates to some guidelines may be straight forward and uncontroversial, it can be expected that others will require considerable discussion and may only follow on from changes to other publications, most notably the European Pharmacopoeia.  In addition, the relationship of CHMP/CVMP guidelines to harmonized global guidelines such as the International Conference on Harmonization, should be carefully considered in that changes to EU-specific guidance, in the absence of global acceptance may have limited impact. Individual updated guidelines will be published as they are ready rather than together as a group.”  


	


“The scope of the review will be limited to changes that relate to the implementation of 3Rs approaches. The aim will not be to open up guidelines for full revision; however, any changes to guidelines will follow the standard process for public comment.” 

	
	


required.” 
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