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<Date of submission>
Public consultation on the request to the European Medicines Agency from the European Commission for scientific advice on the impact on public health and animal health of the use of antibiotics in animals

Template for comments to answer to Questions 3 and 4

Comments to be provided by 1 April 2014

Comments from:

	Name of organisation or individual

	


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).
Comments on Question 3

Advice what the possible impact could be on the treatment of resistant bacteria in humans of granting marketing authorisations for new classes of veterinary antibiotics, and whether there is a need to restrict or ban the use in animals of certain new classes of antimicrobials or antibiotic substances (especially those that are important in human medicine) that are currently not authorised. It is stressed that the advice could discuss a positive impact (for example, better management of resistance in animals) or a negative impact (for example, increased risk of development of resistance in humans). 

In replying to this request from the EC, the Expert Group welcomes comments and information from concerned stakeholders, particularly on the following points:

	Question/ point of clarification 
	Comment

	1. In your estimation, is there a lack of veterinary antimicrobial medicines for the treatment of any specific important bacterial diseases in animals? If yes, please indicate for which animal species and therapeutic areas you consider this to be the case. In your answer please provide specific examples or any data or other evidence to support this and advise whether or not the current range of authorised antibiotics is adequate to meet animal health needs now and in the near future
	

	2. Off-label use may result from either the use of antibiotics in animals for indications or therapy, other than those for which they have been approved (e.g. use for a different indication or in a different species) or from the use in animals of products authorised for use in humans.
We would welcome any available information as to the extent of this use.
	

	3. Are those antibiotics that to the knowledge of AMEG are authorised exclusively for use in humans (e.g. carbapenems, vancomycin, tigecycline, azithromycin, clarithromycin, mupirocin, ticarcillin, piperacillin/tazobactam, linezolid, rifamycins, monobactams, temocillin, cyclic esters, nitrofurans, etc…) used in veterinary medicine? 
If there is such information please specify which antimicrobials, indications and animal species and the extent of use.
	

	4. Are you aware of marketing authorisations/applications for antimicrobial veterinary medicinal products that have been refused or withdrawn solely or partly due to public health risks of antimicrobial resistance, please provide details. 
	

	5. What impact do the data requirements in VICH GL27
  and 36
 have on the development of new veterinary medicinal products?
	

	6. Are you aware of any modifications in the formulation, dose, duration, interval and route of administration of new compounds during research and development with a goal to reduce the risk for emergence of antimicrobial resistance? 
If yes, please provide examples of this.
	


Comments on Question 4

Advice on the risk mitigation options [alternatives], including an assessment of costs and benefits, related with the use of certain classes of antibiotics or antibiotic substances that are of critical importance in human medicine and are currently authorised as veterinary medicinal products. 

In replying to this request from the EC, the Expert Group welcomes comments and information from concerned stakeholders, particularly on the following points:
	Question/ point to be clarified 
	Comment

	1. Could you provide examples of animal diseases for which the use of Critically Important Antimicrobials for human use (see WHO list of CIA) is essential?
	


	Question/ point to be clarified 

	2. Do you have examples of situations where risk mitigation measures on use of antimicrobials in animals have led to a positive or negative impact on animal health and welfare, an economic impact or a practical impact on animal husbandry? 

Could you please indicate, if known, whether such measures were voluntary or compulsory. Please also provide details of the duration over which the measures have been in place and difficulty and timing of implementation. 
In order to facilitate the presentation of your answer, you might wish to fill in the next table.


Question 4 (2) Examples of situations where risk mitigation measures on use of antimicrobials in animals have led to a positive or negative impact on animal health and welfare, an economic impact or a practical impact on animal husbandry. Current measures taken to reduce use of ‘critically important’ classes of antimicrobial agents (or antimicrobials) in animal husbandry. Cost and benefits might be assessed in terms of for example economic factors, impact on animal health and welfare, animal husbandry, public health, environmental impact and others.  

	Antimicrobial (or class of) 
	Risk mitigation measures
	Costs
	Benefits
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	General question 

	3. Do you have examples of situations where risk mitigation measures on use of antimicrobials in animals have led to a positive outcome on public health such as decrease in resistance in animals (and food derived thereof) or humans, or negative such as increased bacterial contamination of food.
In order to facilitate the presentation of your answer, you might wish to fill in the table below.


Question 4 (3) Examples of situations where risk mitigation measures on use of antimicrobials in animals have led to a positive outcome on public health such as decrease in resistance in animals (and food derived thereof) or humans, or negative such as increased bacterial contamination of food. Current measures taken to reduce use of ‘critically important’ classes of antimicrobial agents (or antimicrobials) in animal husbandry. Cost and benefits might be assessed in terms of for example economic factors, impact on animal health and welfare, animal husbandry, public health, environmental impact and others.  

	Antimicrobial (or class of)
	Risk mitigation measures
	Costs
	Outcome
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	General comment 

	4. Could you provide input on the possible need of further future risk mitigation measures in relation to the use of certain classes of antibiotics or antibiotic substances that are currently authorised as veterinary medicinal products. If possible, this should include an estimate of the cost and benefits of such measures.
In order to facilitate the presentation of your answer, you might wish to fill in the table below for question 4


Question 4 (4). Future potential intervention measures that may be taken to reduce usage of ‘critically important’ classes of antimicrobial agents (or antimicrobials) in animal husbandry. Cost and benefits might be assessed in terms of for example economic factors, impact on animal health and welfare, animal husbandry, public health, environmental impact and others.  
	Antimicrobial (or class of)
	Risk mitigation measures
	Costs
	Possible benefits  
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	General question
	Comment/Answer

	5. To allow the assessment of measures to promote responsible use of CIAs
 in animals, could you provide any data to assess the impact of expiry of marketing exclusivity of CIAs used in animals on sales and usage patterns.
	


� For further information see the original request at � HYPERLINK "http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/04/WC500142070.pdf" �http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/04/WC500142070.pdf� 


� A second opportunity to provide comments will be afforded once the draft answer is published.


� See � HYPERLINK "http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500004308.pdf" �http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500004308.pdf� 


� See � HYPERLINK "http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/07/WC500130367.pdf" �http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/07/WC500130367.pdf� 


� See WHO list at � HYPERLINK "http://apps.who.int/iris/bitstream/10665/77376/1/9789241504485_eng.pdf" �http://apps.who.int/iris/bitstream/10665/77376/1/9789241504485_eng.pdf� 
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Website

www.ema.europa.eu


	

	

	


	

	
	

	
	3/6



[image: image1.png][image: image2.png]