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Exposure Assessments at EFSA | .. efsam

The EFSA Journal (2005) 249, 1-26

(Request No EFSA-Q-2003-107)

(adopted on 22 June 2005)

Opinion of the Scientific Committee on a request

from EFSA related to Exposure Assessments
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g European Food Safety Authority

* In-house resource for exposure
assessment

* Concise food consumption database
(short-term)

* Harmonised food consumption data
at European level (long term)

* Stepwise approach

* Data warehouse
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Approaches Used ~ efsam

European Food Safety Authority

Improved accuracy Increased complenxity e Tiered approach

Screening models . .
* Conservative screening methods

* Refined exposure estimates
using food consumption data at
individual level

Probabilistic model using full
distributions
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Food Additives {ti.Efsa-

European Food Safety Authority

Panel: ANS* (re-evaluation of approved food additives)
Three tier approach (used until Feb. 2012):

* Tier 1: Theoretical food consumption data x MPLs
(conservative screening: Budget method)

* Tier 2: National food consumption data x MPLs

* Tier 3: National food consumption data x
actual use levels
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*Formerly AFC panel
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Regulation (EU) No 257/2010; SCOOP Task 4.2 (EC, 1998)
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Food Additives Contd./ " efsam

European Food Safety Authority

Panel: ANS (pre-market exposure assessment)

» Guidance for Submission for Food Additive Evaluations

* Food Additive Intake Model (FAIM) -

* User-friendly tool to estimate exposure for applicants

* Applicable to new food additives and new uses of approved food
additives

 Uses summary food consumption statistics from EFSA
cmprehenswe database

¥amz) Committed since 2002

o tetiepeR et B Regulation (EC) No 1333/2008; EFSA Journal 2012; 10(7): 2760




S Son N

Flavouring Substances ~efsam

European Food Safety Authority

Panel: CEF* (evaluation of flavouring substances)

* Maximized Survey-Derived Daily Intake

Annual production volume [kg] x 10° [ug]
Consumers*x 0.6 **x 365 [days]

per capita intake =

Assumption: *10% of European population; **Under-reporting of production volume

* modified Theoretical Added Maximum Daily Intake

Intake = > Normal use level X Intake of
in food category (mg/kg) food category (g/d)

Assumption: hypothetical consumer will consume a fixed amount daily of standard portions of

flavoured food containing a specific flavouring at normal use levels

*Formerly AFC panel Regulation EC No. 1565/2000
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Food Contact Materials e eofsam

European Food Safety Authority

Panel: CEF
 Default conservative exposure scenario

* 60 kg consumer

* Consumes 1 kg of food daily
* Food in contact with 6 dm? of the food contact material

containing relevant substance

@22\ Committed since 2002
G/ to ensuring that Europe’s food is safe




S Bon

Pesticide Residues | ~ efsam

European Food Safety Authority

Panel: PPR (post-market exposure assessment)

" ofsam

European Food Safety Authority EFSA Joumal 2011,9(11):2430

SCIENTIFIC REPORT OF EFSA
The 2009 European Union Report on Pesticide Residues in Food!
European Food Safety Autlwl'ity2'3

European Food Safefy Aufhority (EFSA), Parmua,Taly

This Sctentific Report of EFSA, published on (4 Apetl 2012, replaces the earler vrsion published on

08 November 011"

« Results from annual monitoring
programmes: ~800 pesticides, 70,000
samples, 200 types of unprocessed food

« PRIMo: pesticide residue intake model
(summary food consumption from national
surveys)

« Acute & chronic exposure estimated
based on international methodologies
(TMDI & IESTI)

Regulation (EC) No 396/2005, EFSA Journal 2011; 9(11): 2430
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Novel Foods I ofsam

European Food Safety Authority

Panel: NDA (pre-market exposure assessment)

» Applicants are requested to provide data on baseline (where
applicable) and anticipated dietary exposure

* Exposure assessments typically based on anticipated use levels in
defined food categories and summary food consumption data
from national dietary surveys or the literature

* Currently no guidelines on standardised dietary exposure
methodology for novel foods
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Contaminants . afsam

European Food Safety Authority

Panel: CONTAM

Occurrence levelsinfood € Food consumption

< <

* Peer reviewed papers * Ad hoc data
&/or official reports

* EFSA concise database
* Ad hoc calls for data (2008 - 2009)

* Continuous annual data * EFSA comprehensive
collection (2010 -) database (2010 -)
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Data Collection

Occurrence
data

)

Hazard
Identification

Hazard
Characterisation

Exposure
Assessment

Risk
Characterisation
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European Food Safety Authority

Food
consumption
data
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Data Collection Contd./ ~ efsam

European Food Safety Authority

Article 33 of (EC) No 178/2002 requires EFSA to:

‘... search for, collect, collate, analyse and summarise
relevant scientific and technical data ...’

/
‘...work in close cooperation with all organisations \

operating in the field of data collection ..

‘...improve technical comparability ... to facilitate consolidation at
Community level.’
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Chemical Occurrence Data e afsam

2008-2009
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European Food Safety Authority

* Ad hoc requests
* Expert group on chemical occurrence

* Pilot projects with member states on data
collection harmonisation activities

 Standard Sample Description (SSD)

(Protocol harmonising the collection of a wide range of
analytical results in several domains of EFSA activity)

labSampleCode | lang | sampCounty | samphrea | origCounty | orihiea | procCounty | prodCode

== === —
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Evolution of Occurrence Dz ~..efsam

European Food Safety Authority

* Ad hoc requests

* Different coding

* Irregular submissions
* Word / Excel / PDF..
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* Coordinated approach
» Standardised coding
* Feedback to member states
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Food Consumption Data ~ efsam

* Scientific Colloquium: European food consumtioﬁ‘ﬁi: |
database: current & medium term strategies

* Expert group on food consumption

 Concise European food consumption database
(15 broad food categories, 19 countries, adults)

* Comprehensive European food consumption database
(32 surveys, 22 countries, 6.3 million consumption
records, infants to elderly)

* Towards harmonised food consumption data at EU
level
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Towards Harmonised Food
Consumption Data at EU Leve
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European Food Safety Authority EFSA Journal 2009: 7(12): 1438

GUIDANCE OF EFSA
General principles for the collection of national food consumption data in
the view of a pan-European dietary survey'
European Food Safety Authority**

European Food Safety Authority (EFSA). Parma, Italy

Pan-European
database
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General principles (2009)

EU Menu project:
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European Food Safety Authority

EFSA Harmonisation Collaboration

FUUd cﬂnsumptiu" EuropeanFoodSafetylutharity

EliMeny

Infants to elderly; all Member States

(min. 80,000 subjects)

24h recall (adults); two non-consecutive

days

cFSA support to national dietary
surveys in compliance with EFSA

guidance
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SCIENTIFIC REPORT OF EFSA

EFSA for the assessment of
1
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ntly ical substances
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Request EFSA-Q.2003 107
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Overview of the procedures
to different chem
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Toward
s more harmonised methodologies
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Methodological Developments

- Management of occurrence data
— Pooled EU data

— Treatment of left censored data
— Total diet studies

 Estimation of usual intake

- Application of probabilistic modelling
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Beyond 10" Anniversary.......

- Biomarkers of exposure

- Cumulative exposure
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Thank you

mary.gilsenan@efsa.europa.eu
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