Questionnaire on the Commission draft guidance document on the application of Article 14 of Regulation N°178/2002 as regards food contaminated with STEC 

Member State: …………………..

Date: ……………………………..
1. Taking into account the 2013 EFSA scientific opinion on "VTEC-seropathotype and scientific criteria regarding pathogenicity assessment"
, should DG SANCO continue to consider the seropathotype approach (Karmali et al., 2003)
  as suitable to categorise VTEC strains according to their potential to cause serious human diseases?


[image: image1.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image2.wmf]NO


1.1. If YES, please provide the rationale. 
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
2. Hazard characterisation: which combination of STEC analytical results would lead you to consider a STEC hazard entailing a high risk of causing a serious human disease if directly ingested by consumers? (Choose only one of the following options)
[image: image3.wmf]Presence in an isolated E. coli strain of [1] stx and eae genes or [2] stx, aaiC and aggR 

genes.


[image: image4.wmf]Presence of stx gene in an isolated E. coli strain. 

 
[image: image5.wmf]Only detection of stx gene. 

 
[image: image6.wmf]Only detection of [1] stx and eae genes or [2] stx, aaiC and aggR genes.

 [image: image7.wmf]Other. Please specify the combination of analytical results you deem necessary to fully 

characterise the hazard.


………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………. 
3. Do you think that the scope of the STEC guidance should be limited to retail level only rather than considering all stages of the food chain (e.g. also carcass level)? 
 [image: image8.wmf]YES (only retail)



 CONTROL Forms.OptionButton.1 \s [image: image9.wmf]NO (all stages of the food chain)


3.1. If YES, which of the following approaches would be acceptable for your country to assess the exposure of consumers to STEC hazard at retail level? (Choose one or more of the following options only if you answered YES to question 3)

[image: image10.wmf]Classifying food according the two food profiles as proposed in the flowchart 2 of revision 

3 of the draft guidance but limited to retail level only (i.e. delete food class "d"). 


[image: image11.wmf]Classifying food only as RTE or non-RTE food.


[image: image12.wmf]Other. Please clarify the approach that would suit your country best.


………………………………………………………………………………………………………………………………………………………………………………………………

3.2. If NO, do you deem the exposure assessment proposed in the flowchart 2 of the revision 3 of the draft guidance to be satisfactory? (Answer to this question only if you answered NO to question 3)

[image: image13.wmf]YES (food profiling satisfactory)

 [image: image14.wmf]NO (other exposure assessment approach)

]

3.2.1. If NO, please clarify the approach that would suit your country best to assess the exposure to STEC hazard both at retail level and at previous stages of the food chain (e.g. carcass level)
............................................................................................................................................................................................................................................................................................
4. Risk management recommendations: taking into account the exposure assessment and the hazard characterisation, which of the following approaches should be recommended?
[image: image15.wmf]For food profile 1: corrective actions should be triggered in presence of an isolated E. coli strain 

with [1] stx and eae genes or [2] stx, aaiC and aggR genes. While for food profile 2: presence 

of isolated STEC strain belonging to the serogroups most frequently associated with severe 

illnesses.


[image: image16.wmf]For food profile 1: corrective actions should be triggered in presence of stx gene in an isolated E. 

coli strain. While for food profile 2: presence of isolated STEC strain belonging to the serogroups 

most frequently associated with severe illnesses.



 CONTROL Forms.OptionButton.1 \s [image: image17.wmf]For food profile 1: corrective actions should be triggered as soon as detecting stx gene. While 

for food profile 2: presence of isolated STEC strain belonging to the serogroups most frequently 

associated with severe illnesses.


[image: image18.wmf]For food profile 1: corrective actions should be triggered as soon as detecting [1] stx and eae 

genes or [2] stx, aaiC and aggR genes; While for food profile 2: presence of isolated STEC 

strain belonging to the serogroups most frequently associated with severe illnesses.


[image: image19.wmf]Corrective actions only for food profile 1. Please specify which combination of analytical 

results should trigger actions:


……………………..………………………………………………………………………………

[image: image20.wmf]Other approach. Please clarify the approach that would suit your country best:


……………………..………………………………………………………………………………

5. STEC surveillance: As Competent authorities (CAs), are you carrying out any national monitoring programmes on VTEC?

[image: image21.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image22.wmf]NO


5.1. If YES, has your national monitoring programme on VTEC changed after the publication of the EFSA "Scientific Opinion on VTEC-seropathotype and scientific criteria regarding pathogenicity assessment" in 2013?
[image: image23.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image24.wmf]NO


5.2. Please briefly describe the system in place. 
……………………………………………………………………………………………………………………………………………………………………………………………………

5.3. Should the Commission consider laying down surveillance criteria/recommendations in the future? 

[image: image25.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image26.wmf]NO


5.4. If YES, what kind of surveillance criteria/recommendations would be appropriate and for whom (CAs , FBOs, both)?
……………………………………………………………………………………………………………………………………………………………………………………………………
6. Micro-criteria: should the Commission consider proposing a general food safety criterion for STEC? 
[image: image27.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image28.wmf]NO


6.1. If yes, for which kind of food commodities (e.g. RTE food only, all types of food, please specify)? 
……………………………………………………………………………………………………………………………………………………………………………………………………

6.2. If yes, should DG SANCO continue meanwhile working on the guidance document? 
[image: image29.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image30.wmf]NO


7. Should the Commission consider strengthening the current specific food safety criterion for sprouts considering the 2013 EFSA opinion?
[image: image31.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image32.wmf]NO


8. Analytical methods: as CA, which of the following methods do you use to detect STEC when performing official controls?

[image: image33.wmf]CEN ISO/TS 13136:2012 EURL-adapted version to detect both 'traditional' STEC and 

Enteroaggregative STEC


[image: image34.wmf]CEN ISO/TS 13136:2012 to detect only 'traditional' STEC


[image: image35.wmf]Other methods. Please specify the method and provide a short description:


………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
9. Analytical methods: to your knowledge, which analytical methods are usually used by FBOs to detect STEC? (If not ISO method, please provide a short description of the methods)
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

10. Which policy/approach are you currently using to manage the risk of food contaminated with STEC? Please briefly describe your system.
……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….
10.1. Did you change your policy/approach to manage food contaminated with STEC after the publication of the EFSA "Scientific Opinion on VTEC-seropathotype and scientific criteria regarding pathogenicity assessment" in 2013?
[image: image36.wmf]YES



 CONTROL Forms.OptionButton.1 \s [image: image37.wmf]NO


10.1.1. If yes, please clarify what has been changed.
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
11. Additional comments:
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
� � HYPERLINK "http://www.efsa.europa.eu/en/search/doc/3138.pdf" ��http://www.efsa.europa.eu/en/search/doc/3138.pdf�


� Karmali MA, Mascarenhas M, Shen SH, Ziebell K, Johnson S, Reid-Smith R, Isaac-Renton J, Clarks C, Rahn K and Kaper JB, 2003. Association of genomic O island 122 of Escherichia coli EDL 933 with verocytotoxin-producing Escherichia coli seropathotypes that are linked to epidemic and/or serious disease. Journal of Clinical Microbiology, 41, 4930-4940.
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