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The mission of the Joint Research Centre is to provide
customer-driven scientific and technical support for the
conception, development, implementation and monitoring of EU
policies.

As a Service of the European Commission, the JRC functions
as a reference centre of science and technology for the
Community. Close to policy making process, it serves the
common interest of the Member States, while being

Independent of commercial or national interes
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“A research based, policy support Institution”
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B o o The JRC Food Cluster

» Institute for Reference Materials and Measurements (IRMM),
Geel (Belgium)
Certified reference materials
Safety and quality of food and feed (several CRLS)

» Institute for Health and Consumer Protection (IHCP), Ispra (lItaly)
Genetically modified organisms (CRL, ENG network)
Food contact materials (CRL), European wine data bank
(BEVABS)
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» Institute for Prospective Technological Studies (IPTS), Seville
(Spain)

Prospective studies
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Traceability and Safety:

Important aspects

Feed hygiene regulation:183/2005:

Annex Il: Documentation relating to the raw materials

used in final products must be kept by the
manufacturer in order to ensure traceability

Risk assessment and

DIRECTIVE 2002/32/EC on authorisation
undesirable substances in
animal feed

JOINT hesearcn uventre
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Focus of this lecture
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 Analytical methods an important tool to enforce
European legislation

e The role of Community Reference Laboratories
(CRLS)

=| o The CRL for feed additives
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Official food and feed
regulation 882/2004

Examples

PCBs

Mycotoxins

Banned veterinary
drugs

JOINT hesearcn ventre

Banned meat and
bone meal
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Two legal branches

s P
e -
] I u L | | ] I u L | | ] I

Juint Research Centr Feed safety: A complex issue

===

Authorisation
regulations

Examples

GMOs (Regulation
1829/2003)

Feed additives
(Regulation
1831/2003)
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Typical tasks of CRLs under the Regulation
882/2004) Determination of PCBs in feed

e To evaluate the : -
proficiency of
laboratories to
determine correctly : . sz 1Lyl
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=l ntresearcn et A thorisation in the field of feed
additives and GMO

Products which are placed on the market on purpose and that need
authorisation (Regulations 1829/2003 and 1831/2003)

Validation/evaluation of analytical
methods to detect the target analytes

Risk assessment

S

~..efsam <

European Food Safety Authority

GM Food and Feed

Feed Additives

% Risk management: Authorisation
#*"*+ Health and Consumer Protection

JOINT hesearcn ventre
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Animal nutrition

 Traditional farming
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~|* Intensive farming
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@le Compound feed
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E FEED FOR DAIRY COW

- %

= Corn 44

9| Wheat 30
Wheat bran pellets 10
Soya 8.9 L.
Sunflower 5
Calcilcj)mecarbonate 1 ° Feed addltlve
NacCl 0.7
Calcium phosphate 0.4
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Examples for additives and effects
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B eeacee NEW authorisation of feed additives
- Contribution to feed/food safety
o Taken from the preamble of the Regulation (EC) 1831/2003

=| = Livestock production occupies a very important place in
> the agriculture of the Community. Satisfactory results
depend to a large extent on the use of safe and good

O quality of feedingstuffs.

@ e Inorder to protect human health, animal health and the

= environment, feed additives should undergo a safety
= assessment through a Community procedure before being
= placed on the market

* Replacement of antibiotics as growth promoters by
alternative products
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M e cete — Tha neywy authorisation of feed additives
according to Regulation No 1831/2003

e The European Food Safety Authority (EFSA) Is doing
= the risk assessment whereas the Commission grants
authorisation to the applicants

* For each feed additives applicants have to prepare a
% dossier including methods of analysis for the submitted
feed additive to control the conditions of use

* The regulation established a Community Reference
Laboratory to look at the analytical methods.

 The CRL operates for three years.
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B i ciaen cne Key activities of the CRL

Evaluation/testing/validation of the analytical
methods

Fitness for purpose and suitability for official
control (link to Regulation 882/204)

Storage of feed additive samples

Management of the dossiers between the CRL and
the NRLs

Evaluation/testing/validation of the analytical
methods

Drafting/finalising reports to EFSA

Development of concepts for dossier evaluation and
for the future activities from the OFFC regulation

26 and 27 June 2007
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« Authorisation is linked to “conditions of use” specified in the

product specific regulation (e.g. COMMISSION REGULATION
(EC) No 1750/2006

(«b)

‘:&___,, o o Additive composiaon:

= o Characteristics of the additive (taken from  Benzoic acid (= 99,9 %)

et Benzenecarboxylic acid, phenylcar-

jj boxylic add, C-Hz04

e - - - - CAS number 65-85-0

S o Legal limits of the active substance in feed imum ot i

E,}j - Phthalic a

1] (taken from the Regulation) Biphenyl:

w:;f(i HL'E'L'}’ mel | Mindnmm Maximum

o ."'Ll'l-iL'niL'Z o Contant Content

E . . Analytical | mg of active substance/kg of

= * Need for suitable analytical methods to Reversed F | comple feedingstu

= e e .. UV detecti- :
’ enforce this limits in the frame of official 5 |

control 5 000 5 000

26 and 27 June 2007



N EUROPEAN COMMISSION

&l nsaecee Characteristics of the new system
focusing on the analytical methods

— The evaluation of the method Is harmonised, since the

= same criteria apply to all applications

— Pivotal role of the consortium of National Reference
Laboratories (NRLS)

— Best use of available experience and knowledge of the
consortium of National Reference Laboratories

— Dissemination of knowledge within the network by
organising workshops, establishing a method data base
and intercomparison studies

— Storage of a reference samples for each feed additive

26 and 27 June 2007
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Characterisation of the feed additive

PCR of probiotic yeast strains

Composition
Benzoic acid 99.9 %
Phtalic acid 100 mg/kg

Biphenyls 100 mg/kg
Heavy metals | 10 mg/kg
Asenic 2 mg/kg
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emrssearcncentre DEtErmination of the active substance in compoun

feed: A multidisciplinary approach
Coccidiostat-analysis by LC/MS

Enumeration of probiotics u
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Sl santresearn cene oy t0 evaluate the analytical methods ?

Three levels of evaluation

— (1) Assessment of the protocol without conducting
experiments
; * In general the CRL’s evaluation has to be finalised within
three months
— (2) Application of the method of analysis in the

laboratory
;  dedicated cases
- — (3) Conducting an interlaboratory study

e dedicated cases
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The role of the network laboratories

* The implementation regulation (EC) No 378/2005
places emphasis on role of NRLs

e Importance of consortium of National Reference
Laboratory (NRL):

— For each case the CRL nominates a rapporteur laboratory
from the consortium. Also the CRL can be the rapporteur
laboratory

— All NRLs can comment on the dossier
- — The Rapporteur laboratory reports to the CRL
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Bl e e HOW to evaluate the method ?
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In-house validation
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F\ or / and
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clear structure but not always straightforward!!
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Challenges for the evaluation of the
analytical methods

e Chemical analysis of defined substances (e.g. coccidiostats)

— IUPAC-Guidelines are available for validation by single-laboratory
and intercomparison study

— Fitness for purpose criterion for repeatability and reproducibility:
Horwitz equation

» Lack of guidelines for many methods e.g
— Enzyme activity (phytase), target defined by method conditions
— Microbiological tests
— PCR tests
— Microscopy
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authorisation system for feed additives?
Main aspects P — |

A sample bank of all
authorised products

Evaluated methods: Protocol is public domain

COMMISSION REGULATION (EC) No 1284/2006
of 29 August 2006

concerning the permanent authorisations of certain additives in feedingstuffs

JOINT hesearcn Lentre

Text with EEA relevance)

("} Details of the analytical methods are available at the following address of the Community Relerence Laboratory: www irmmjre behtmlcrlfaa/
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e — Achievements — together with the
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N R LS Additive Name Active Substance Rapporteur

« About 50 evaluation reports to ELANCOBAN Monensin sodu e
About R AAMLC Abs D

 Web based method databank

S hie Phytase activity: Validation study
E * Internal CRL management tOO :m"'g Target value and reproducibility standard deviation 21)
e i T
=J| «  Finalising the validation = —
c5|  study for the determination B
= of phytasc_e a_tctlwty In feed
QL (CEN activity) L
& R
Z=|e Drafting conceptual documents L
=l Contrlbutlons tO new DG SANCQ@: ACCREDITATION CERTIFICATE
—y . . . 2 ot Nr. 357-T

e rgan isin g WO rksh ops with NRLs Accreiation Bureau, ht et aboratory
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Conclusions: Important aspects to
assure safety and treacability

* Implementation of feed hygiene regulation

 Avalilability of analytical methods to enforce legal
limits

o EXxperienced laboratories showing sufficient
proficiency

* Use of marker substance

— Example: as foreseen In the frame of the animal — by
product regulation 1772/2002

http://www.irmm.jrc.be/html/CRLs/crl_feed additives/index.htm
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Thank you very much for
your attention !!
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