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PPARTART IIIIII

OBJECTIVE

Estimate chronic exposure to a food additive, for a 
particular/proposed use, for different population 
groups throughout the EU.

Rationale 
Carry out an exposure estimation based on food 

ti d tconsumption data

2



General ConsiderationsGeneral Considerations

• Aims of exposure assessment: 
- estimate both the average exposure to a food additive and its 

distribution across the population (i.e. 95th percentile exposure) to be 
compared with tox data (namely ADI, if available)

• New Assessment tool (developed for the applicant) 

Food Additives Intake Model (FAIM) – Template
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Exposure estimation Exposure estimation 

Two-scenario approach

Authorisation of a new food additive (Scenario 1)

Modification of proposed uses or use levels of an authorisedModification of proposed uses or use levels of an authorised 
food additive (Scenario 2)

New Exposure Assessment tool (FAIM)

Based on EFSA Comprehensive European Food 
consumption database
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Consumption Database  Consumption Database  

Background: EFSA Comprehensive European FoodBackground: EFSA Comprehensive European Food
Consumption Database

Data collected by EFSA (DATEX/DCM) including detailed information for 
a number of EU countries in refined food categories and specific 
population groups, also partly covering children. 

To be downloaded from EFSA homepage:
http://www.efsa.europa.eu/en/datexfoodcdb/datexfooddb.htm
(data is included in the FAIM template, no separate download required)
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Consumption database  Consumption database  

EFSA Comprehensive European Food Consumption Database
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Consumption Data Consumption Data 

Background: EFSA Comprehensive European FoodBackground: EFSA Comprehensive European Food 
Consumption Database

Limits of this database

– Different methodologies used in different countries (24 h recalls, 
dietary records, food frequency questionnaires)d eta y eco ds, ood eque cy quest o a es)

– No chronic consumption calculated for surveys using single 24 h recalls

– Sample size too small to calculate 95th percentile for some population 
groups or food categoriesgroups or food categories

– Food categorisation is not completely congruent with EU regulations 
and directives
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FAIM Template FAIM Template (1)(1)

RationaleRationale
- harmonisation of data submission
- more transparent
- user friendly- user friendly
- no expertise required

Development of the FAIM template 

Matching of the food categorisation of the EFSA Comprehensive 
European Food Consumption Database (FoodEx) to the categorisationEuropean Food Consumption Database (FoodEx) to the categorisation 
system of the EU Commission Regulation 1129/2011 (FCS)
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FAIM Template FAIM Template (2)(2)

Development of the FAIM template
Matching of the food categorisation of the EFSA Comprehensive EuropeanMatching of the food categorisation of the EFSA Comprehensive European 
Food Consumption Database (FoodEx) to the categorisation system of the EU 
Commission Regulation 1129/2011 (FCS)
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FAIM Template FAIM Template (3)(3)

Development of the FAIM templateDevelopment of the FAIM template 
Matching food categorisation (FoodEx and FCS) 

Testing on plausibility of matching FoodEx to FCS

Testing on robustness of 95th percentiles

10



FAIM Template FAIM Template (4)(4)

PRINCIPLES OF EXPOSURE CALCULATIONS (via the template)

M [( f d )Mean exposure = Σ [(Mean consumption food category x.y)
x (MPL/proposed use level food category x.y)]

High level exposure = (Consumption at 95th percentile of foodHigh level exposure = (Consumption at 95th percentile of food 
category m.n with highest contribution to total 
mean exposure) 

x
(MPL/proposed use level food category m n)(MPL/proposed use level food category m.n) 

+ 
Σ [(Mean consumption food category x.y) 

xx 
(MPL/proposed use level food category x.y)]

–
(Mean consumption food category m.n) 
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(MPL/proposed use level food category m.n)]



FAIM Template FAIM Template (5)(5)

1.
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FAIM Template FAIM Template (6(6) ) -- InstructionsInstructions

Click to return 
to homepageto homepage

Scroll down 
to read all 
instructions
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FAIM Template FAIM Template (7)(7)

2.
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FAIM Template (8) FAIM Template (8) 

enter data for new 
authorisation 
(proposed use levels 
for each proposed 
food category) 

(Scenario 1)

add data of use add data of use 
levels (if available) 
for modification of 
authorisation

(Scenario 2)
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(Scenario 2)



FAIM Template (9) FAIM Template (9) 

33.
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FAIM Template (10) FAIM Template (10) 

Use the data as presented here for yourUse the data as presented here for your 
application 

AND
provide the FAIM template with your data
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provide the FAIM template with your data



FAIM Template (11) FAIM Template (11) 

4
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4.



FAIM Template (12) FAIM Template (12) 

Also indicate in your application those food categories y pp g
contributing more than 5% to the total exposure of the 

additive.
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The categories are automatically highlighted in the template



FAIM Template (13) FAIM Template (13) 

1.

2.

33.

4.
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4.



Exposure data Exposure data 
SubmissionSubmission

Applicants should submit exposure dataApplicants should submit exposure data

using the FAIM template following its 

publication on the EFSA website
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