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Regulation of the Inspector-General of the Dutch Food and Consumer Product Safety Authority on behalf of the Minister for Public Health, Welfare and Sport, of xx April 2016, NVWA/16/xxxx/xxx, regarding the determination of the Policy Guideline on tetrodotoxin in live bivalve molluscs
The Minister for Public Health, Welfare and Sport;
Having regard to Article 4:81(1), of the General Administrative Law Act, Article 2a(a), of the Commodities Act Decree on the preparation and treatment of foodstuffs, Article 3(2)(c), of the Commodities Act Decree on the hygiene of foodstuffs, Article 6(1), of the Commodities Act Regulation on live bivalve molluscs and Article 13(a), of the Mandate Regulation on Public Health, Welfare and Sport;
Hereby decrees the following:
Article 1
Included in annex is the manner in which the Netherlands Food and Consumer Product Safety Authority carries out its tasks and powers as the competent authority, referred to in Annex II, Chapter II, subparagraphs C and D of Regulation (EC) No 854/2004, concerning the production and conditioning areas when encountering tetrodotoxin in live bivalve molluscs.
Article 2
The Netherlands Food and Consumer Product Safety Authority as the competent authority, referred to in Article 14(8) of Regulation (EC) No 178/2002, shall take action against live bivalve molluscs with a tetrodotoxin level greater than or equal to 20 µg/kg.
Article 3
This Policy Guideline shall enter into force on the day following the date of its publication in the Government Gazette.
Article 4
This Policy Guideline shall be cited as: Policy Guideline on tetrodotoxin in live bivalve molluscs.
This Policy Guideline shall be published in the Government Gazette, along with its explanatory notes.
The Minister for Public Health, Welfare and Sport;
Represented by:
H. Paul,
Inspector-General of the Dutch Food and Consumer Product Safety Authority
ANNEX
The basis for this document is the Policy Guidelines on sampling plans for sanitary surveys (Government Gazette 2014, No 4853). Supplementary to paragraph 4.3.3 Phase 2 of the Policy Guidelines on sampling plans for sanitary surveys, the following measures/actions shall be adopted for the presence of tetrodotoxine (hereinafter: 'TTX'), without a preceding Phase 1.
For the application of measures, the Netherlands Food and Consumer Product Safety Authority (NVWA) will take, in the Netherlands, the TTX content that can be reliably and reproducibly determined with the applied analysis method to be the limit, i.e. greater than or equal to 20 µg/kg (LOQ/LOD) for production areas (and if applicable, for conditioning areas) for live bivalve molluscs. 
Actions/measures for production areas/parts of productions areas
· It will be determined which production area(s) or parts of production area(s) have a TTX content above the norm;
· The decision is made that (part of) the area will be closed for fishing of live bivalve molluscs;
· The conditioning areas, situated in the closed (sub)area, are also closed (see actions/measures conditioning areas);
· The number of samples will be increased to two or three samples per (sub)area, according to Phase 2 of the above-mentioned policy guidelines on sampling plans;
· The temporarily closed (sub)area will be reopened, by decision, after it has been determined, based on at least two consecutive official resamplings with an interval of at least 48 hours in the closed (sub)area, that no TTX content above the norm has been detected in live bivalve molluscs.
Specific exceptions for production areas/subareas
Outgrowing of live bivalve molluscs for breeding purposes
· Collection (for the purpose of breeding) and dissemination of batches of live bivalve molluscs (mussels and oysters), which are not suitable for consumption (seed/half-grown) and are therefore intended for further growth, may take place within a (sub)area where TTX has been detected, if:
· The activity is reported to the NVWA at schelpdieronderzoek@nvwa.nl at least 24 hours prior to the collection and dissemination;
· Use is made of the Outgrow Registration Document for live bivalve molluscs;
· The green carbon copy of this document, belonging to the outgrown party, is submitted to the NVWA office in Yerseke within 24 hours after collection and dissemination.
· It is forbidden to transfer batches of live bivalve molluscs, intended for further growth, from the area where a TTX content above the norm has been detected to areas where no TTX content above the norm has been detected.
Outgrowing of live bivalve molluscs suitable for consumption
· The dissemination of batches of live bivalve molluscs (mussels and oysters) suitable for consumption coming from an area where no TTX has been detected to an area where TTX has been detected, is permitted, provided that:
· The activity is reported to the NVWA at schelpdieronderzoek@nvwa.nlat least 24 hours prior to dissemination;
· The green carbon copy of the Registration Document Transportation of live bivalve molluscs is submitted to the NVWA office in Yerseke within 24 hours after collection and dissemination;
· The disseminated batch remains where it is as long as the area is closed.
· It is forbidden to transfer batches of live bivalve molluscs, suitable for human consumption, from the area where a TTX content above the norm has been detected to areas where no TTX content above the norm has been detected.
Actions/measures conditioning areas
Conditioning areas in closed production areas
· The decision is made that the recognition of the conditioning areas will be withdrawn if these are located in the production areas or parts of the production areas where a TTX content above the norm has been detected, whereupon the conditioning areas (as part of the (sub)area) will be closed when the (sub)area is closed;
· The conditioning areas will be recognised again, by decision, when the temporarily closed (sub)area is reopened. The temporarily closed (sub)area will be reopened, by decision, after it has been determined, based on at least two consecutive resamplings with an interval of at least 48 hours in the closed (sub)area, that no TTX content above the norm has been detected in live bivalve molluscs.
Conditioning areas in open production areas
· The decision is made that the recognition of the bed(s)/pit(s) of conditioning areas with suspicious bivalve molluscs (mussels/oysters) is withdrawn and the bed(s)/pit(s) will be closed;
· The bed(s)/pit(s) of conditioning areas are considered suspicious, if the bivalve molluscs (mussels/oysters) in these bed(s)/pit(s):
· come from an area where a TTX content above the norm has been detected;
· The mussels/oysters are taken to the conditioning areas between the point of sampling when no TTX content above the norm is detected and the point of sampling when a TTX content above the norm is detected in the area of origin.
· The temporarily closed bed(s)/pit(s) of the conditioning areas are reopened, by decision, after it has been determined, based on at least two consecutive resamplings with an interval of at least 48 hours in the closed bed(s)/pit(s) of the conditioning areas, that no TTX content above the norm has been detected in live bivalve molluscs.
EXPLANATORY NOTE
General
TTX is a dangerous toxin that even in low concentrations can lead to fatal paralysis in humans. In 2015, the RIKILT Institute for Food Safety carried out a survey into TTX in live bivalve molluscs from Dutch production areas. It revealed that TTX can be found in mussels and oysters from Dutch production areas. In July and August 2015, values ranging from 13.7-124.1 µg/kg were detected. The Netherlands Food and Consumer Product Safety Authority (NVWA) considers it likely that TTX, even in low concentrations, may constitute a risk when live bivalve molluscs containing TTX are consumed. The advisory research (NVWA/BuRO/2016/79) of the Office for Risk Assessment (BuRO) has confirmed this and has also requested the NVWA to act from a precautionary principle and to ensure that live bivalve molluscs containing TTX are not put on the market. The advice does not propose a maximum permitted limit, because one cannot be identified based on the current research. BuRO therefore assumes that any presence of TTX in live bivalve molluscs may pose health risks if they are consumed.
As the advice of BuRO states that a maximum permissible TTX content for live bivalve molluscs cannot be identified, it must be assumed that any detectable presence of TTX in live bivalve molluscs may constitute a danger. For the application of measures, the NVWA will take, in the Netherlands, the TTX content that can be reliably and reproducibly determined with the applied analysis method to be the limit, i.e. greater than or equal to 20 µg/kg (LOQ/LOD) for production areas (and if applicable, for conditioning areas) for live bivalve molluscs.
The draft of this policy guideline has been reported through an emergency procedure to the European Commission pursuant to Article 5(1), in conjunction with Article 6(7), of Directive (EU) 2015/1535
. Notification to the European Commission is necessary, since Articles 1 and 2 and the Annex to this Policy Guideline may contain technical regulations as defined by Directive (EU) 2015/1535.
ARTICLE BY ARTICLE
Article 1
The actions and measures for TTX in addition to the Policy Guidelines on sampling plans for sanitary surveys are as consistent as possible with the actions and measures to be taken in the event of the presence of marine biotoxins (Phase 2) of the Policy Guidelines on sampling plans for sanitary surveys. As no Phase 1 (early-warning) situation is known prior to the presence of TTX in an area, additional actions and measures are in force.
Article 2
The NVWA considers live bivalve molluscs with a TTX content greater than 20 µg/kg to be unsafe foodstuffs, as referred to in Article 14(1) of Regulation (EC) No 178/2002
. The NVWA will prohibit the placing on the market of these live bivalve molluscs.
� 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 (codification) (OJ L 241, 2015).


� Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety (OJ L 31, 2002).





