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To whom it may concern Benchmark Animal Health wishes to comment on the 
implementation of EU 2019/6 into the Norwegian legislation, and specifically with regards to 
parts concerning: 
  
«For aquatic species producing meat for human consumption the withdrawal period 
shall not be less than: 
(i) the longest withdrawal period for any of the aquatic species indicated in the 
summary of the product characteristics (SPC) multiplied by factor of 1,5 and 
expressed as degree-days; 
  
(ii) if the medicinal product is authorized for food-producing terrestrial animal species, 
the longest withdrawal period for any of the food-producing animal species indicated 
in the summary of product characteristics (SPC) multiplied by a factor of 50 and 
expressed as degree-days, but not exceeding 500 degree-days; 
  
(iii) 500 degree-days, if the medicinal product is not authorized for food-producing 
animal species; 
  
(iv) 25 degree-days if the highest withdrawal period for any animal species is zero. » 
  
Benchmark would like further clarification regarding the point described above in i) to confirm 
this statement is also applicable to molecules like Azamethiphos when used outside of the 
approved SPC.  Azamethiphos has an approved withdrawal period on the SPC but there is 
no MRL required, as the assessment by the EMA concluded that it was not needed to protect 
consumer safety. The current practice by Mattilsynet is to apply a 500 degree days 
withdrawal period for drugs that are used ‘off-label’ where a numerical MRL is not available 
(as is the case when no MRL is required). 
 
This practice does not make scientific sense as for azamethiphos no residues are found in 
fish by 12 hours post treatment. Therefore, is important that Mattilsynet further clarify whether 
they will apply the new extended withdrawal periods stipulated in EU 2019/6 of 1.5X 
withdrawal period for off label use for all drugs with a withdrawal period specified on the SPC, 
regardless of whether a numerical MRL level is set for the active substance or not, but an 
MRL assessment has been performed by the EMA. 
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Finally, we would like Mattilsynet to confirm that implementation of new regulations in Norway 
are established on the basis of new scientific documentation driving best practices and 
enhancing animal welfare in decision making. Allowing the prescribers to do a thorough risk 
assessment for human food safety and being able to choose the most appropriate tool to 
combat sea lice and other diseases at any given time for their animals is critical, such that 
decisions are no longer driven by legislation giving a standard withdrawal period for all 
products used outside of its SPC, but rather the withdrawal period assigned for the product 
during scientific assessment of data during the marketing authorization with the added safety 
margin of 1.5X. 
 
Considering the importance of the interpretation of this new regulation, we would like to kindly 
propose a meeting to discuss in more detail what we have described above. 
 
 
Yours Faithfully 
 
 
 
 
 
 
 
Dr Lindsey Toon 
Head of Regulatory Affairs 
Benchmark Animal Heath 
Tel: +44 (0) 7585 003714 
Email: lindsey.toon@bmkanimalhealth.com 
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