
Divergent position on a CVMP opinion on an Article 33(4) 
referral of Directive 2001/82/EC for 
 

Gutal 1000 g/kg premix for medicated feeding stuff for 
piglets (EMEA/V/A/108) 
 

We, the undersigned, have a divergent opinion on the marketing authorisation of Gutal 1000 g/kg 
premix for medicated feeding stuff for piglets (2500 mg zinc oxide per kg feed) for the use as 
veterinary medicinal products in piglets. There is a clear risk of the use of zinc as a veterinary 
medicinal product to the environment. This risk cannot be taken away by any risk mitigation 
measure. Depending on the scenario and the compartment (soil, sediment, surface water, ground 
water), the risk quotient (RQ) is exceeded immediately or will be exceeded sooner or later. Once 
critical concentrations are exceeded, the risk will be very difficult to remediate since concentrations 
will not decrease due to the non-degradable nature of zinc. The proposed risk mitigation measures 
(RMMs) thus will not eliminate the risk and it will only be a matter of time before risks are present 
in all environmental compartments.  

EFSA concluded similarly in its recent scientific opinion (EFSA Journal 2014;12(5):3668), where the 
amount of zinc as feed additive was reduced to 150 mg/kg feed: “Elevated zinc is an environmental 
issue. There are many regions in Europe where zinc levels are far above background. Leaching 
from galvanized steel is the largest source of zinc input into the environment, contributing about 30 
% of all zinc emissions in the EU. Industrial point sources add another 10 %, but the remaining 60 
% comes from a variety of minor diffuse sources, one of which is farming. The potential problem of 
high zinc in manure was recognised by the EC over ten years ago, leading to a recommendation by 
the Scientific Committee for Animal Nutrition (SCAN) to reduce the levels of zinc in feedingstuffs 
(EC, 2003a), followed by a corresponding amendment of the relevant Regulation to decrease the 
maximum levels of zinc in animal feeds to the current authorised levels.” 

On the risk mitigation measures.  

1. “Undiluted manure from treated piglets should not be applied to land.  Dilution with manure 
of untreated animals or sows is required so that the total amount of treated piglet manure 
is as low as possible and is never exceeding 40%, the ratio when manure of weaned piglets 
and sows is stored together. The product should not be used on farms where mixing of 
manure from treated animals with manure of non-treated animals is not possible.”. 

According to the applicant, the standard farming practice is that young weaned piglets and sows 
are kept on the same farm in more than 90% of cases, which is shown for France and Belgium. 
However, the question is still open for other European countries. Besides this, the applicant’s 
proposal to mix the manure of pigs in order to dilute the zinc concentration is not considered to be 
a standard practice in all types of pig farms. As indicated by the applicant, in farms where piglets 
and sows are kept on the same farm, either the manure of each is collected and stored separately 
or all is collected and stored together. When manures are stored separately, it is clear that 
manures from separate tanks will not be mixed before being spread on land.  

In farms where manure from sows and piglets is stored together, it is agreed that the piglet 
manure will be diluted. However, even a dilution of 60% (60% and 40% sow and piglet manure 
respectively), as defined by the applicant, will not lead to a sufficient reduction of risk quotients, 
because dilution will not truly mitigate the risk, but only delay the time at which the risk appears.  
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Besides, dilution will increase the total quantity of contaminated manure, and consequently a 
greater surface of land may be impacted by the risk of zinc contamination due to spreading. 

Moreover, this RMM is also not in line with other EU legislation, like the sewage sludge Directive 
86/278/EEC and the groundwater Directive 80/68/EEC, where zinc is listed as a hazardous 
substance and farmers could fail obtaining European funds if their pig manure contains high 
amounts of zinc.  

Furthermore, slurry treatment systems which aim at reducing the total nitrogen input into soils will 
increase the amount of zinc going into soils. 

2. “When spreading manure from treated animals, the minimum distance to surface water as 
defined in the national or local regulations has to be strictly respected, and at least a 
minimum buffer zone of 3 m applied, because the manure contains zinc which may cause 
adverse effects in the aquatic environment.” 

The applicant reports on a number of countries which have such rules in place, but this has not 
been shown for all concerned Member States. Mostly, such rules are laid down in voluntary Good 
Agricultural Practices and thus cannot be enforced. The reason for this minimum distance is to 
avoid direct accidental entering of the manure in the water as well as to prevent excessive leakage 
of minerals to the open water: the non-manured section boarding the water bodies will serve as a 
buffer zone where migrating minerals will be subject to uptake by non-manured crop/vegetation, 
fixation and dissipation. No demonstration of the effectiveness of this measure has been provided 
for zinc. This RMM only reminds the user that national regulations have to be respected.  

This RMM is of limited utility: although less zinc may be released into the water compartment, the 
zinc released per hectare of soil will not decrease. Moreover, it is highly likely that drainage 
systems (when present) will transport zinc to surface water. 

Besides, for this particular risk mitigation measure, the CVMP already concluded in its reflection 
paper on risk mitigation measures that it does not fulfil the guideline criteria because it is not 
under the control of the veterinarian or the animal holder. Consequently, it is not an acceptable 
risk mitigation measure. 

In conclusion, the effectiveness of the proposed risk mitigation measures has not been shown. 
Furthermore, the applicant has not proposed any RMM which can completely mitigate the risk of 
zinc accumulation and, hence, the RMMs can only delay the time at which a risk appears. The 
perceived failure of RMMs consequently underlines the serious nature of the risk of zinc 
accumulation and toxicity. An increased risk of additional zinc additions to soil can be expected 
from manure treatment systems and/or (co)digestion of manure.  

Taking into account that for all exposure scenarios immediate or delayed risks have been identified, 
whereas proposed risk mitigation measures are not adequate, this should prevent the marketing 
authorisation of Gutal 1000 g/kg premix for medicated feeding stuff for piglets.  
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It should be noted that the Committee did not discuss the benefit-risk of the product because (1) 
the scope of the referral was limited to the environmental risks, and (2) data on the other risks and 
the benefits of the product were not available to the CVMP. Therefore, the undersigned will not 
endorse any conclusions on the benefit-risk balance of the product presented in the CVMP opnion. 
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