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European Food Safety Authority

Overview of the presentatiol |

e Short introduction to EFSA

» Legal situation in the EU of food enzymes -
past and present

— Safety Assessment of food enzymes

— Draft guideline on food enzymes

« Safety Assessment of feed enzymes
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Creation of EFSA “ efsam

European Food Safety Authority

EFSA was established

e In 2002
« As a consequence of the food scares (e.q.

BSE, dioxins) in 90s
* As an independent risk assessment body
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European Food Safety Authority

* Provide independent scientific advice and
support for EU legislation/policies in all fields
that impact food and feed safety ﬂ

* Provide independent information on all —
relevant matters
N

« Communicate the risks
e Network with MS
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European Food Safety Authority

Panel on
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food chain
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Enzymes in the EU — ' o

before 20.1.200¢ | ot

According to the intended use food enzymes are
categorised either as:

— Food additives having a technological function

— Processing aids present only in residual amounts in
food and not having a function anymore there
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Enzymes in the EU -
before 20.1.200€ | _ EHS?:fyﬁ@

Only two enzymes are used as food additive:
I Invertase in confectionary
I Lysozyme in cheese

Safety assessment for Invertase derived from
saccharomyces cerevisiae by the Scientific
Committee on Food (SCF) in 2004

Outcome: non safety concern because of a long
history of safe food use of the source organism
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Enzymes in the EU -
before 20.1.200€ _ efsam

Food enzymes used as processing aids were
not regulated in the EU

Safety evaluations by two Member States (F &
DK) for enzymes used as processing aids
according to the Scientific Committee on Food's

(SCF) Guidelines for the presentation of data on
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Enzymatic preparations

Enzymatic preparations are used to ensure a function during a

jical process. They less p lant
animals or microorganisms that have or have not been genetically modified. B TsEs (2006)
They present a main enzymatic activity.

B Hygiene package
Enzymatic preparations are either additives (active enzyme in finished
products), or processing aids (no enzymatic activity found in finished products
and enzymatic preparation present at the technically unavoidable dose).

Enzymatic additives are subject to the ministerial order of 2 October 1997
amended. Only two enzymes are currently authorised as additives: lysozyme
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Enzymes in the EU - A

since 20.1.2009 | | omercisimanen

New EU Legislation in place:

A Regulation (EC) No 1332/2008 of the European
Parliament and of the Council of 16. December

2008 on food enzymes
0J L 354, 7-15 (2008)

A Regulation (EC) No 1331/2008 on a common
authorisation procedure for food additives,
food enzymes and food flavourings
OJ L 354, 1-6 (2008)
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European Food Safety Authority

New Legislation

s

e Non distinction between the use as food additive
or processing aid

 Definition of
— Food enzyme i 100 % catalytic active protein

— Food enzyme preparation contains one or
more FE and additives, processing aids

e Mandate for EFSA

— To establish data requirements for risk assessment

— Risk assessment of food enzymes and NOT food
enzyme preparation
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European Food Safety Authority

» Legal situation in the EU of food enzymes -
past and present

A Draft guideline on food enzymes
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European Food Safety Authority

Course of action

A Working Group elaborate the data
requirements in form of a draft

‘Guidance on the Submission of a Dossier on
Food Enzymes for Evaluation by the Scientific

Panel of Food Contact Material, Enzymes,
Flavourings and Processing Aids (CEF)

Public Consultation from 8 April until 8 June
ca. 100 comments received

The final version will be adopted by the CEF
Panel on the 21 July
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Guidance on the Submission of ¢ .

Dossier on Food Enzymes ! EM;.;SI&%M

e Administrative data

e Technical data

» Toxicological data
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Technical Data

ldentity, Chemical Source
Composition Materials || Manufacturing
Enzyma_‘tic Animal, plant, fungi, Process
Properties micro-organisms

Case of need

Proposed
conditions of use
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Guidance on the Submission ¢ e,

Dossier on Food Enzymes Eum;.;s]:&%ﬁ@

Toxicological data

I Assessment of genotoxicity: 2 in vitro tests
1. Bacterial mutation (Ames) or mouse lymphoma tk assay

+

2. chromosomal aberration or micronucleus assay or mouse
lymphoma tk assay

I A subchronic oral toxicity study

Information on Allergenicity
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Waiving of Toxicological dat ::v-’efsa-

- European Food Safety Authority

the requirement for toxicological data may in some
cases be reduced or completely waived; e.g.:

I documented history on the safety of the source of
the enzyme

I Food enzymes produced by micro-organisms that
have been given a status of Qualified Presumption
of Safety (QPS)

1. Gram-positive non-sporulating bacteria (GPNS)
2. Bacillus species

3. Yeasts

4. Filamentous fungi
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Microbial sources -’efsa-

European Food Safety Authority

Genetically modified micro-organisms (GMMO)

A Additional information should be provided according to the
"Guidance Document of the Scientific Panel on Genetically
Modified Organisms for the Risk Assessment of Genetically
Modified Micro-organisms and their Derived Products
Intended for Food and Feed Use (EFSA, 2006).

‘ Triggers co-evaluation by the
GMO Panel
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European Food Safety Authority

Ca. 100 comments were received by stakeholders
during the pub

They will be mac
In the modifiec
explanation wi

Ic consultation period.

e public and either be addressed
guidance document or

| be given why they have not

been taken into consideration in a technical
report about the public consultation.
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Main Comments - efsam

European Food Safety Authority

* The concept of safe strain lineage (as proposed
by Pariza) is not considered as an argument to
waive toxicological tests

Wished to have more clearly phrased decision
criteria when toxicological testing is not needed

Grouping of dossiers might not be possible due
to too stringent and detailed specificity, that
would lead to a single enzyme-single producer
evaluation
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Overview of the presentation

« Safety Assessment of feed enzymes
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European Food Safety Authority

Safety assessment of feed e

A Performed by EFSA’s FEEDAP Panel

A Taking into account data requirements as layed
down in the N@W

"Guidance for the preparation of dossiers for
zootechnical additives prepared by
FEEEDAP T July 2008 -
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Safety assessment of feed enz: “efsam

European Food Safety Authority

28 enzymes are currently authorised as additives
to poultry and pig feed:

A Phytase

A R-xylanase

A R-glucanase

A R-glucanase + R-xylanase

A Other enzyme combinations
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European Food Safety Authority

Safety assessment of feed #

Differences between the guidelines include
additional information:

A one in vivo genotoxicity study
A Studies demonstrating the efficacy

A Studies demonstrating the safety for:
I the users/workers
I the target species

T the environment
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European Food Safety Authority

Thank you for your interest!

anne.theobald@efsa.europa.eu
http://www.efsa.europa.eu/
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