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RE-EVALUATION VS NEW APPLICATIONS

European
Commission

O

O Researchers
Food business
Manufacturers operators

Other scientific
bodies
(o)

= All available data

e Published literature
e Previous evaluations
e Unpublished reports

Applicant
e Scientific
information
European
Commission
9 months EFSA

(+ stop-the-clock) from
receipt of a valid
application

20 Jan 2009 6



Data and gaps



SCIENTIFIC ASSESSMENT

In the re-evaluation of food additives
the available pieces of the jigsaw are
put together

There may be missing pieces, but
can we still understand the picture?



SCIENTIFIC ASSESSMENT

eldentity of the substance
eSpecifications
eAnalytical results
eManufacturing process

TEChnlcal eMethods of analysis in food
pa rt «Stability and fate in food

eWhat is the food additive?

eAre we talking about the same substance that it was assessed at the time of the initial
authorisation?

eWhat are residuals/by products resulting from manufacturing process/storage/interaction with
food?

HAZARD
IDENTIFICATION




SCIENTIFIC ASSESSMENT

eADME (absorption, metabolism, distribution, excretion) )
eGenotoxicity (in vitro, in vivo)

eGeneral toxicity (short-term, sub-chronic, chronic, carcinogenicity)

eReproductive toxicity

eImmunotoxicity

Biological and

toxicological .
data eOther studies )

eWhat happen to the additive once it is ingested with the diet? Is it absorbed? To what is it
metabolised?

eAre adverse effects identified from the available studies?
oIf yes: can a dose response be identified?

oIf no: true lack of effect or lack of data?

eAre the data availabile still reliable to today’s standards?

HAZARD
CHARACTERISATION
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S

CIENTIFIC ASSESSMENT

Dietary
exposure

e Maximum permitted levels given in the legislation
e Typical uses and use levels

¢ Analytical data

e Other sources of exposure

e How much is the daily intake of the food additive in the EU population?

¢ Are there groups of the populaton that are exposed to it more than others?
¢ Is the additive really used in all the food categories in which it is authorised?
e Which food categories contribute most to the exposure?

EXPOSURE
ASSESSMENT
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CONCEPTUAL FRAMEWORK FOR RE-EVALUATION

Exposure Toxicity

eAdequate information? eAdequate database?
eNaturally occurring exposure? eAdverse effects identified?

Conclusions

e No safety concerns at reported uses and use levels, no need for
a numerical ADI

eDerive and ADI and comparison with dietary exposure

e Impossibility to assess safety/exposure

e Comparison between naturally occurring exposure and
exposure arising from the uses of the food additive




An evolving scenario



HORIZONTAL ISSUES
3Rs in risk Margin of
assessments Exposure
: Weight of

. .

Infant and
young children

Biological

14



STAY CONNECTED!
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