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WFx
Mandate to EFSA ~. efsae

= Develop a tool to harmonise risk evaluation

= Propose methodology for a risk-based classification of RASFF
notifications on contaminants

= Based on science but practical

= Application areas (examples):
»Industrial and environmental contaminants
»Heavy metals
»Mycotoxins and other biotoxins
»Migration from food contact materials
»Residues of pharmacologically active substances



WFx
EFSA working group . afsam

» EFSA staff (SCER, DATA, CONTAM, FIP) and external experts

= 3 Work Packages (WP):
»WP1 Toxicological parameters x G-' §

»WP2 Estimating exposure

>WP3 IT tool m

» Consultation with RASFF network
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=
Methodology ~. . afsa

= EU legislation
» Past notifications - RASFF database

= EFSA Scientific publications™:
» Contaminants in food and feed

» Substances which are both genotoxic and carcinogenic

» Margin of Exposure (MoE) approach
» Threshold of Toxicological Concern (
» Reference Points for Action (RPAS)
> etc.

= Peer-reviewed publications*

C)

*Note: full name of publications in Annex
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Decision tree principles ~. efsae
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= Identification of potential genotoxic and carcinogenic
properties of the contaminant

= Available HBGV (ARfD, TDI, TWI, TMI, etc)
= Available Reference Point (NOAEL, BMDL)

= Use of the Threshold of Toxicological Concern (TTC)
approach

» EXposure assessment

o o
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Food consumption data
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» Collected from EU Member States

= Stored in the EFSA Comprehensive European Food
Consumption Database
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FoodEx?2 -
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[» ‘ Frurt and fruit products [A01EB5]
A ‘ Meat and meat products [A010R]
[ O Animal carcase [AOEYE][MOT REPORTAELE]
[ O Animal mechanically separated meat (M5M]) [A0BYS][NO

»A common language

>De\_/elo_ped and A D Mammals and birds meat [A0EYH]
maintained by EFSA 4 | Mammals meat [AOEYF]
[ e Bovine and pig fresh meat [A01TN]
»Clearly defined groups @ Mixed pork and mutten/lamb fresh meat [AO1TP]
6 Mied beef and mutton/lamb fresh meat [A01TQ]
»Parent-child structure > @) Bovine fresh meat [AD1QV]

4 @@ Pig fresh meat [A01RG]
& Pig minced meat [A04AC]
> @ Sheep fresh meat [A0LRH]

Webinar: The FoodEx2 classification system
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Example: 100 pg/kg TTX (tetrodotoxin) in musSeIs

Trigger: analytical
result showing
potential concern or
exceedance of legal

8. Exposure
assessment
Is exposure > HBGV

limits
EFSA, 2017: ARfD 0.25 ug/kg bw
FoodEx2: IT tool: summary outcome*
4 ‘ Fish, seafood, amphibians, reptiles and invertebrates Pnpulahun ____________________________________ 95.11 ________ Surmey's --------------------------------------------------
» () Fish (meat) [AD26V] . _group Mean __ percentile @ :_country
» () Fish offal [AD2EH] . _Infants o
- ! jum
» () Crustaceans [AO2FD] , _Toddlers 5 Ig :
4 () Molluscs [A02GM] . _Other children 0
; i Czech Republic
e Freshwater molluscs [A02ZHY)] Adolescents Germany
[ O Abalones, winkles, conchs [AD2GS] Aduits . Denmark
> (@ Oysters [ADZHG] _Biderly . Spain
» @) Mussels [A02HF] | _Very elderly " Finland
' Pregnant women . France

S e S R T

13 *values are example only



3 S

Considerations in characterising the risk | “ . afsae
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) ) (>)

Outcome of the

Decision Tree RASFF terminology

Rate of exceedance;

- Population categories exposed; /
Severity of the effect; \

Duration of exposure;

Characteristics of the food

y

14



In summary
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Analytical Use of the

» Not risk assessment (time /data requirements)
» Transparent evaluation
> Accept uncertainty




R
Final Notes “ . efsam

= Tool access
https://www.efsa.europa.eu/en/microstrategy/race

» Tool manual => Appendix J

= Tool registration
sc.secretariat@efsa.europa.eu

= Technical support by EFSA

» Feedback from RASFF network
sc.secretariat@efsa.europa.eu

» Future developments



https://www.efsa.europa.eu/en/microstrategy/race
mailto:sc.secretariat@efsa.europa.eu
mailto:sc.secretariat@efsa.europa.eu
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< Thank you!
m N Any questions?
D D /\ (s*s
s
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Stay connected

European Food Safety Authority

\\ Subscribe to
o

www.efsa.europa.eu/en/news/newsletters
www.efsa.europa.eu/en/rss

O Engage with careers
/ www.efsa.europa.eu/en/engage/careers

Follow us on Twitter
@efsa_eu
@plants_efsa
@methods_efsa
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Non-genotoxic, non carcinogenic substances 1/2

European Food Safety Authority

Trigger: analytical result
showing potential
concern or exceedance
of legal limits

See following slide;
questions 3-7

&

v

8. Exposure
assessment
Is exposure > HBGV

See following slide;
questions 1G-3G

Note: draft decision tree for food contaminants and food contact materials

{ *depending also on rate of exceedance, food, population category/ies exposed etc. }
2N
Pav)
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Non-genotoxic and non carcinogenic substances “ . afsae
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5. Exposure assessment
Is exposure >
1. 5 mcg/Kg bw per day#

7. Exposure assessment |

Is exposure >
30 mcg/Kg bw per day

\ 4
- ‘-
Ll

[ *depending also on rate of exceedance, food, population category/ies exposed etc. ¥margin to be }

l

4. Exposure assessment
Is RP / exposure —

> 100 x (1 to 10)*

defined; # for organophosphates and carbamates the threshold is 0.3 mcg/kgZyw. per day




Genotoxic and carcinogenic substances

European Food Safety Authority

3G. Exposure assessment
> Is exposure > 0.0025
mcg/Kg bw per day

See previous slides;
questions 1-8

2G. Exposure assessment
Is BMDL,,/ exposure —m—*

> 10,0007 **

**In the absence of BMDL, if T25 is available then a margin of 25,000 shall be considered.

{ *depending also on rate of exceedance, food, population category/ies exposed etc. }
Note: draft decision tree for food contaminants and food contact mat#ials




Example:50 ug/kg beauvericin (BEA) in dried pasta

European Food Safety Authority

5. Exposure assessment
1.5 mcg/Kg bw per day

No HBGV or RP are available

FoodEx2: IT tool: summary outcome*
4 ‘ Grains and grain-based products [AD00J] _. Population I Survey's
> 4 Cereals and cereal primary derivatives [AODOK] . _group country
. . Infants Bulgaria
[ ‘ Bread and similar preducts [A004Y] f
4 ‘ Pasta, doughs and similar products [AD40T] Toddlers' § Gen'n.any
4|} Pasta and similar products [A007D]| Other children ; Dotona
4 O Pasta, plain (not stuffed), uncocked [Al Adolescents | Spain
() Pasta wholemeal [A04LC] Adults Finland
> @) Fresh pasta [A0OTF] Elderly rrance
4 e Dried pasta [AO0TL] Very elderly ! United Kingdom
@ Dried eqg pasta [A00TM] Pregnant women |

&) Dried durum pasta [A007P] *values are example only
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Example: 127.63 ug/kg PAH4 in dried garlic :‘ifefsa
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2G. Exposure assessment
—  Is BMDL,,/ exposure
> 10,0007

EFSA, 2008: BMDL,, 340 ug/kg bw/day

FOOdEX2: IT tool: summary outcome*
s ) Vegetables and vegetable products [AQOF)] ::‘;’:;““““ Mean perizfn'lt“e
i O Leafy vegetables [ADOKR] Toddlers
- Other children
4 ‘ Processed or preserved vegetables and similar [ADDZA] Adolescents
[ O Processed tomate products [A04ME] Adults
[» O Fermented or pickled vegetables [AD0ZH]
[» e Vegetable puree or paste [A0F3F] Elderly
@ 5alted vegetables [ADETR] Very elderly
e Candied or sugar preserved vegetables [AQETS] Pregnant women
= | Dried vegetables [AD0Z()] | Lactating women

*values are example only



Example: 47 ug/kg ochratoxin (OTA) in dried X

mulberries

FoodEXx2:

b ‘ Grains and grain-based products [A000]]
b ‘ Vegetables and vegetable products [ADOF]]
b ‘ Starchy roots or tubers and products thereof, sugar plants [ADDZR]
I ‘ Legumes, nuts, oilseeds and spices [AJ11X]
4 ‘ Fruit and fruit preducts [ADLBS)]

> () Fruit used s fruit [AD4RK]

d ‘ Processed fruit products [ADIML]

4| ) Dried fruit [ACLMA]

~-efsam

European Food Safety Authority

8. Exposure
assessment
Is exposure > HBGV

EFSA, 2006: TWI 120 ng/kg bw

IT tool: summary outcome*

Population g5th
group Mean percentile

Infants

Toddlers

Other children

Adolescents

Adults

Elderly

Very elderly

Pregnant women

Lactating women

-

*values are example only
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