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1.  General comments

	Stakeholder number

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

(To be completed by the Agency)

	
	In general, it is encouraging and welcome that the CVMP has developed a strategy on antimicrobials 2016-2020 which in part represents improvement on that which went before.
However, as healthcare professionals on the frontline of the battle against antimicrobial resistance in the human health sector, EAHP would like to see further ambition in the strategy, including outlines of how the success or not of the strategy will be evaluated and if necessary adjusted during the 4 year period. We suggest a mid point review in 2018.

We further suggest the strategy include active monitoring and assessment of the extent to which CVMP guidance on the responsible use of antimicrobials in animals is being communicated, read and acted upon.

In relation to the Strategy’s ambition to follow a “One Health” approach and work with relevant stakeholders, we suggest relevant aspects of CVMP activity be more regularly included within the liaison activity EMA conducts with its healthcare professional and patient/consumer working parties.

CVMP should also understand the potential global impact of its guidance and other AMR-focused activity, in terms of providing international leadership. Give the global dimension of AMR, best practice work in the area, such as new CVMP guidance or methodologies, should be actively promoted internationally in order that other systems may draw lessons and inspiration. This should be reflected more fully within the ambitions of the 4 year strategy.

	


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 45
	
	Comment:
EAHP puts on record its support for the referenced 2014 recommendation by EMA/AMEG to the European Commission for the categorisation of human critically important antimicrobials with guidance on the level of restriction that should be placed on their use in veterinary medicine in order to limit the risk to public health. We urge the CVMP to follow up that the recommendation is sufficiently acted upon.
	

	Line 76
	
	Comment: ECDC and EFSA appear to EAHP as critical agencies for the CVMP to liaise and coordinate with. It is therefore worth providing their explicit mention within Aim 6.
Proposed change (if any):”European Commission, European Centre for Disease Prevention and Control, European Food Safety Authority..”

	

	Line 77
	
	Comment: Provision should be made within Aim 6 to licence CVMP to work with stakeholders from the human health sector, such as healthcare professionals.
Proposed change (if any): “livestock industries, and other relevant stakeholders”

	

	Line 111 and 125 
	
	Comment:
The extent to which the AWP, AMEG, ITF, and ADVENT provide full multidisciplinarity in their composition and advice is unclear to EAHP. Representation of the human health aspect is important in respect of the ‘One Health’ approach and EAHP therefore trusts the CVMP will ensure this necessary breadth of advice and input is received by CVMP through the duration of the strategy. This is important in respect to many issues, including, but not limited to, tendencies in the animal sector to use some medicines intended for human use on an off label basis.
	

	
	
	
	

	Line 218
	
	Comment: Recommendations need to be assessed as to whether they have been acted upon.

Proposed change (if any): add “The extent to which the recommendations have been acted upon will be assessed in 2016”.

	

	Line 239
	
	Comment: More than consider

Proposed change (if any): “the CVMP will develop further guidance for industry on the assessment of the risk to public health from antimicrobials intended for companion animals” [i.e. delete and replace “will consider” to “will”]

	

	Line 247
	
	Comment: EAHP supports the proposal of reflection paper on the role of AMR in the environment and the feasibility of addressing this in the environmental risk assessment for veterinary medicinal products. However, EAHP suggest weight would be added to this activity by conducting it jointly with DG Agriculture.

Proposed change (if any): “The CVMP will develop in conjunction with DG Agriculture a reflection paper to consider the role of AMR…”


	

	Line 259
	
	Comment: More than encourage

Proposed change (if any): “for new antimicrobial substances the marketing authorisation holder should be required to have in place plans to monitor the evolution of susceptibility in target pathogens” [i.e. delete and replace “encouraged” to “required”]

	

	Line 281
	
	Comment: More than should
Proposed change (if any): “These products will be addressed by scientific re-assessment”

	

	Line 310
	
	Comment: More than consider

Proposed change (if any): “The CVMP will develop methods for post authorisation data to be provided and reviewed
[i.e. delete and replace “will consider” to “will develop methods”]

	

	Line 365
	
	Comment: Assessing extent to which strategic actions are working is imperative
Proposed change (if any): Add new action “Assess the extent to which regulatory guidance through the Innovation Task Force and ADVENT group is being effective in the development of new antimicrobial products”.

	

	Line 370
	
	Comment: More than consider

Proposed change (if any): “The CVMP will develop a list of minor uses and minor species indications for which there are currently therapeutic gaps and for which development of antimicrobial or alternative products should be encouraged”.
[i.e. delete and replace “will consider” to “will”]

	

	Line 412
	
	Comment: More than consider

Proposed change (if any): “The CVMP will ensure that advice provided in SPCs facilitates the development of such guidelines”.
[i.e. delete “aim to”]

	

	Line 425
	
	Comment: EAHP welcome the reference to quality assuring veterinary medicinal products. However, knowing the problem of AMR has linkage to quality of medication, it is disappointing that greater reference to this issue does not appear in the paper. We would like to see the final version of the strategy give more consideration to this aspect. This matters not only in respect to production of VMP, but also in respect to management issues, such as how VMP are stored and managed up to the point of application to the animal.
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