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	KINGDOM OF BELGIUM

	
	

	
	FEDERAL PUBLIC SERVICE PUBLIC HEALTH, FOOD CHAIN SAFETY AND ENVIRONMENT AND FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS

	
	

	
	Royal Decree amending the Royal Decree of 21 July 2016 on conditions for the use of medicines by veterinarians and by persons responsible for animals

	
	

	
	PHILIPPE, King of the Belgians,

	
	

	
	To all who are here now or will be hereafter, Greetings.

	
	

	
	

	
	Having regard to the Act of 25 March 1964 on medicines, Article 12septies, inserted pursuant to the Act of 1 May 2006;

	
	

	
	Having regard to the Act of 28 August 1991 on the practice of veterinary medicine, Article 9(2), amended by the Acts of 22 June 2016 and 30 October 2018;

	
	

	
	Having regard to the Royal Decree of 21 July 2016 on conditions for the use of medicines by veterinarians and by persons responsible for animals, partly annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State;

	
	

	
	Having regard to the communication to the European Commission of …, pursuant to Article 5(1) of Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services;

	
	

	
	Having regard to the opinion of the Finance Inspector, issued on XX XX XXXX;

	
	

	
	Having regard to opinion No XX.XXX/XX of the Council of State, issued on XX XX XXXX, with application of Article 84(1)(2) of the Council of State Acts, coordinated on 12 January 1973;

	
	

	
	On the recommendation of the Minister for Public Health and the Minister for Agriculture;

	
	

	
	We have decided and hereby decree as follows:

	
	

	
	

	
	Article 1. Article 65 of the Royal Decree of 21 July 2016 on conditions for the use of medicines by veterinarians and by persons responsible for animals, annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State, is corrected as follows:

	
	

	
	‘Article 65. This section does not apply to: 

	
	1. equines;
2. medicines containing critically important antibiotics that have been registered exclusively for intramammary administration.’

	
	

	
	

	
	Article 2. Article 66 of the same Royal Decree, annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State, is corrected as follows:

	
	

	
	‘Article 66. It is prohibited for veterinarians to prescribe, provide or administer critically important antibiotics for the treatment of food-producing animals unless the requirements of Article 67 or 69 are fulfilled.’

	
	

	
	

	
	Article 3. Article 67 of the same Royal Decree, annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State, is corrected as follows:

	
	

	
	‘Article 67. § 1. The prescription, provision and administration of critically important antibiotics for metaphylactic and curative treatment in food-producing animals is however permitted if the conditions of Section 2 are observed and if it can consequently be concluded that the identified bacterial strain is not sensitive to the tested non-critically important antibiotics or to other tested antibacterial substances, but is only sensitive to the tested critically important antibiotics. Only the latter strain, whose sensitivity has been effectively demonstrated in the test, may subsequently be used.

	
	

	
	For purposes of this Article, the antibiotic sensitivity test shall be undertaken in a laboratory accredited by BELAC (the Belgian Accreditation Body) or with equivalent accreditation.

	
	

	
	§ 2. In order to administer the treatment as referred to in Section 1, all of the following conditions shall be met:

	
	

	
	1. the disease is bacterial in nature;

	
	

	
	2. the veterinarian has undertaken a prior clinical examination at the farm on the animal(s) intended to be treated;

	
	

	
	3. during the visit as referred to in point 2, the veterinarian himself or herself has taken appropriate samples from the animal or requested an autopsy;

	
	

	
	4. an examination is undertaken on the samples or autopsy in order to identify the bacterial strain that is the likely cause of the infection;

	
	

	
	5. a laboratory antibiotics sensitivity test is undertaken on the identified bacterial strain that is the likely cause of the infection. This antibiotics sensitivity test shall assess the sensitivity of the identified bacterial strain to critically important antibiotics in comparison to at least seven other non-critically important antibiotics belonging to at least five different antibiotics classes.

	
	

	
	If, in the examination as referred to in point 4, a pure culture cannot be obtained from the bacterial strain that is likely to have caused the infection, or if no antibiotics sensitivity test as referred to in point 5 is available for the identified bacterial strain, or if samples for the identified pathology cannot be taken, the veterinarian shall justify his or her decision to use a critically important antibiotic on the basis of comparable, current scientific information on the antibiotics resistance of the bacterial strain likely to be the cause of the infection which shows that only critically important antibiotics are effective. Such justification shall be added to the negative outcome from the laboratory in a written report for each individual case.

	
	

	
	§ 3. The veterinarian shall not carry out the examinations as referred to in Section 2, points 3 and 4 if he or she has the outcomes of equivalent previous examinations of the same animal or on the same group or lot of animals for the same pathology, to the extent that such examinations are less than six months old for the categories of poultry, swine and veal calves as referred to in Article 15(1)(2)(6), or less than twelve months old for other bovines and poultry, small ruminants, rabbits and for aquaculture.

	
	

	
	§ 4. A veterinarian who prescribes, provides and administers critical antibiotics shall retain all outcomes of the examinations as referred to in this Article for at least five years and present them in case of inspection. He or she shall also retain all other analysis results and justifications for his or her treatment decisions for the same period of time.’

	
	

	
	

	
	Article 4. Article 68 of the same Royal Decree, annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State, is corrected as follows:

	
	

	
	‘Article 68. A veterinarian who, pursuant to this Chapter, prescribes and provides critically important antibiotics shall present the person responsible with a copy of the outcome of the laboratory study, together with the justification, if any, as described in Article 67(2)(2). The unique reference of the report containing the outcome of laboratory study shall be stated in the administration and provision document which contains a unique numbering as described in Article 32(2) or on the prescription as described in Article 37, so as to ensure the link between this result and the prescription or provision of the critically important antibiotic.’

	
	

	
	

	
	Article 5. Article 69 of the same Royal Decree, annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State, is corrected as follows:

	
	

	
	‘Article 69. In exceptional cases when justified by extreme urgency, a veterinarian may, on his or her own responsibility and following a clinical examination, administer a critically important antibiotic to an animal if he or she has reason to believe that such critically important antibiotic constitutes the only treatment capable of saving the life of such animal or of preventing irreparable damage. The provisions of Article 67(2)(1)(3) to (5) and 67(2)(2) still apply in full. Once the outcomes of the laboratory studies and the antibiotics sensitivity are known, the veterinarian shall adjust his or her treatment in accordance with the provisions of Article 67. While awaiting the aforementioned outcomes, the treatment may be carried out only by the veterinarian, and only on the aforementioned animal.’

	
	

	
	

	
	Article 6. Article 70 of the same Royal Decree of 21 July 2016, annulled pursuant to Ruling No 244.629 of 28 May 2019 of the Council of State, is corrected as follows:

	
	

	
	‘Article 70. The Minister may amend the list in Annex 4.’

	
	

	
	

	
	Article 7. In the same Decree, Annex 4, annulled pursuant to Ruling No 244.629 of 28 May 2019, is replaced with the Annex attached to this Decree.

	
	

	
	

	
	Article 8. This Decree shall enter into force on the day of its publication in the Belgian Official Gazette [Belgisch Staatsblad].

	
	

	
	

	
	Article 9. The Minister for Public Health and the Minister for Agriculture shall, each within his or her own scope of competence, be responsible for the implementation of this Decree.

	
	

	
	

	
	……………….., …………………

	
	

	
	On behalf of His Majesty:

	
	

	
	The Minister for Health,

	
	

	Maggie DE BLOCK

	

	
	The Minister for Agriculture,

	
	

	Willy BORSUS

	
	


Annex to the Royal Decree of XXX amending the Royal Decree of 21 July 2016 on conditions for the use of medicines by veterinarians and by persons responsible for animals
‘Annex 4.
Critically important antibiotics are those that belong to the following antibiotics classes:
	1. 
	Third-generation cephalosporins;


	2. 
	Fourth-generation cephalosporins;


	3. 
	First-generation fluoroquinolones;


	4. 
	Second-generation fluoroquinolones; 


	5. 
	Third-generation fluoroquinolones.’



Approved for annexation to Our Decree of XXX amending the Royal Decree of 21 July 2016 on conditions for the use of medicines by veterinarians and by persons responsible for animals.
	On behalf of His Majesty: 

	
	

	The Minister for Health,

	

	Maggie DE BLOCK

	
	

	The Minister for Agriculture,

	

	Denis DUCARME
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