
COMMISSION REGULATION (EU) No 210/2013 

of 11 March 2013 

on the approval of establishments producing sprouts pursuant to Regulation (EC) No 852/2004 of 
the European Parliament and of the Council 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European 
Union, 

Having regard to Regulation (EC) No 852/2004 of the European 
Parliament and of the Council of 29 April 2004 on the hygiene 
of foodstuffs ( 1 ), and in particular Article 6(3)(c) thereof, 

Whereas: 

(1) Regulation (EC) No 852/2004 lays down general rules 
for food business operators on the hygiene of foodstuffs, 
inter alia, for primary production and associated oper­
ations. That Regulation provides that food business 
operators are to ensure that establishments are 
approved by the competent authority, following at least 
one on-site visit when approval is required under 
national legislation, under Regulation (EC) No 
853/2004 of the European Parliament and of the Coun­
cil ( 2 ) or under a decision adopted pursuant to Regulation 
(EC) No 852/2004. 

(2) Following the outbreaks of Shiga toxin-producing E. coli 
in May 2011 in the Union, consumption of sprouts was 
identified as the most likely origin of the outbreaks. 

(3) On 20 October 2011, the European Food Safety 
Authority (‘EFSA’) adopted a Scientific Opinion on the 
risk posed by Shiga toxin-producing Escherichia coli 
(STEC) and other pathogenic bacteria in seeds and 
sprouted seeds ( 3 ). In its Opinion, EFSA concludes that 
the contamination of dry seeds with bacterial pathogens 
is the most likely initial source of the sprout-associated 
outbreaks. In addition, the Opinion states that, due to the 
high humidity and the favourable temperature during 
sprouting, bacterial pathogens present on dry seeds can 
multiply during sprouting and result in a public health 
risk. 

(4) In order to ensure the protection of public health in the 
Union and in view of that EFSA Opinion, Commission 
Regulation (EU) No 209/2013 ( 4 ) amending Commission 
Regulation (EC) No 2073/2005 of 15 November 2005 

on microbiological criteria for foodstuffs ( 5 ), Commission 
Regulation (EU) No 211/2013 ( 6 ) and Commission 
Implementing Regulation (EU) No 208/2013 ( 7 ) were 
adopted. 

(5) In addition to the measures laid down in those acts, 
establishments producing sprouts should be subject to 
approval in accordance with Regulation (EC) No 
852/2004. Such approvals, granted following at least 
one on-site visit, would ensure that such establishments 
comply with the relevant hygiene rules, thereby ensuring 
a high level of protection of public health. The approval 
of such establishments should be conditional upon their 
compliance with a number of requirements in order to 
ensure that the possibility of contamination within the 
facility where sprouts are produced is reduced. 

(6) The measures provided for in this Regulation are in 
accordance with the opinion of the Standing 
Committee of the Food Chain and Animal Health, 

HAS ADOPTED THIS REGULATION: 

Article 1 

For the purpose of this Regulation, the definition of ‘sprouts’ in 
Article 2 of Implementing Regulation (EU) No 208/2013 shall 
apply. 

Article 2 

Food business operators shall ensure that establishments 
producing sprouts are approved by the competent authority 
in accordance with Article 6 of Regulation (EC) No 
852/2004. The competent authority shall approve those estab­
lishments only provided that they comply with the requirements 
set out in Annex I to Regulation (EC) No 852/2004 and in the 
Annex to this Regulation. 

Article 3 

This Regulation shall enter into force on the twentieth day 
following that of its publication in the Official Journal of the 
European Union. 

It shall apply from 1 July 2013.
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( 1 ) OJ L 139, 30.4.2004, p. 1. 
( 2 ) OJ L 139, 30.4.2004, p. 55. 
( 3 ) EFSA Journal 2011;9(11):2424. 
( 4 ) See page 19 of this Official Journal. 

( 5 ) OJ L 338, 22.12.2005, p. 1. 
( 6 ) See page 26 of this Official Journal. 
( 7 ) See page 16 of this Official Journal.



This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 11 March 2013. 

For the Commission 
The President 

José Manuel BARROSO 

ANNEX 

Requirements for the approval of establishments producing sprouts 

1. The design and layout of establishments shall permit good food hygiene practices, including protection against 
contamination between and during operations. In particular, surfaces (including surfaces of equipment) in areas 
where foods are handled and those in contact with food shall be maintained in a sound condition and be easy to 
clean and, where necessary, to disinfect. 

2. Adequate facilities shall be provided for the cleaning, disinfecting and storage of working utensils and equipment. 
These facilities shall be easy to clean and have an adequate supply of hot and cold water. 

3. Adequate provision shall be made, where necessary, for washing food. Every sink or other such facility provided for 
the washing of food shall have an adequate supply of potable water and be kept clean and, where necessary, 
disinfected. 

4. All equipment with which seeds and sprouts come into contact shall be so constructed, be of such materials and be 
kept in such good order, repair and condition as to minimise any risk of contamination, and to enable it to be kept 
clean and, where necessary, to be disinfected. 

5. Appropriate procedures shall be in place to ensure that: 

(a) the establishment producing sprouts is kept clean and, where necessary, disinfected; 

(b) all equipment with which seeds and sprouts come into contact is effectively cleaned and, where necessary, 
disinfected. The cleaning and disinfection of such equipment shall take place at a frequency sufficient to avoid 
any risk of contamination.
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