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INTRODUCTION

The Commisson proposed a Regulation laying down specific hygiene rules for food of
animd origin in July 2000.

The European Parliament adopted an opinion on the proposed Regulation in May 2002.
The Economic and Socid Commiittee adopted an opinion in March 2001.1

After congdering these opinions, the Council adopted a common positionon [... ... ] 2003.
OBJECTIVE

The proposed Regulation is the second eement of a package of five proposas with the aim of
consolidating, updating and damplifying Community legidaion on food hygiene while
ensuring a high level of protection of public hedth. The Council smultaneoudy adopted

common positions on dl of the four proposals subject to the co-decision procedure.?

The second Regulation would lay down specific hygiene rules for food business operators
handling food of animd origin. In particular, it would provide for:

the approva of establishments;
identification marking;
specific requirements concerning imports, and

flexibility for specid cases.
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Il. ANALYSISOF THE COMMON POSITION
A. Gengdities

The common postion incorporates many changes compared to the Commisson’s
origind proposd. These are often consstent with the ams of amendments that the

European Parliament proposed in its fird-reading opinion. The Commisson has
accepted the changes to its proposal.

In addition to the more substantive modifications described below, the common position
contains a number of editorid changes, in particular:

to ensure congstency with Regulation (EC) No 178/20023;
to ensure the overall coherence of the hygiene package#;

to ensure the internd coherence of the Regulation and its clarity, in particular by
moving key principles from the Annexes to the ArticlesS; and

to dlaify the text®.

It dso contains a number of technicad amendments consstent with the overdl objectives
of the Regulation stated in Section 11 above.”
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Scope (Article 1)

The Council agrees that it is not gppropriate for Community legidation to lay down
hygiene rules for the direct supply of smdl quantities of certain products of anima
origin to the find consumer and local retall establishments.

The common postion therefore contains provisons on the direct supply of smal
quantities of primary products identical to those in the common pogtion on the first
hygiene Regulation. It would dso exclude the direct supply of smdl quantities of wild
game, wild game mesat or meat from poultry and lagomorphs daughtered on the farm

from the scope of the Regulation.8 However, it would make clear that:

direct supply to locd retail establishments covers only shops and - except in the
case of poultry and lagomorphs daughtered on the farm - restaurants, but does not
cover wholesae or processing operations; and

Member States must establish nationa rules for such direct supply and these rules
must ensure the achievement of the objectives of the Regulation.

The Council dso agrees that the Regulation should not gpply to composite products
(that is, food containing both products of plant origin and processed products of animal
origin). The generd rules of the Regulaion on the hygiene of foodgtuffs are sufficient

for such products.®

The common position would make clear that composite products (but not products of
animal origin used to manufacture them) would fal outside the scope of the Regulation.
However, the Regulation would gpply to food containing products of plant origin and
unprocessed products of animal origin. It would aso apply to processed products of
animd origin containing ingredients of plant origin that are necessxy for ther
manufacture or to give them specific characterigtics.
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The Council further agrees that the Regulation should not, as agenerd principle, apply
to retail activities, since the generd rules of the firg Regulation would suffice for the
most part. However, this generd principle requires a degree of eaboration to ensure a

proper baance between the protection of public heath and practica consderations.

The common position would consequently make clear that the generd rule exduding
retail from the scope of the Regulation would not:

affect goecific provisons, when the Regulation explicitly states that they apply to
retall (for example, the hedth Sandards and certain hygiene rules for live bivalve

molluscs and fishery products would apply to retal);

cover wholesdle activities (which could fal within the scope of the wide
definition of “retal” lad down in Regulation (EC) No 178/2002), except in

circumstances that avoid any undue risk for public hedlth;
prevent Member States from gpplying dricter national rulesto retail activities.

C. Comitology (Articles2, 9,10, 11 & 12)

The Council agreesthat it should not generdly be possible to amend the definitions lad
down under the Regulation through comitology. However, rather than including along
lig of definitions in the Articles, the common position would instead leave them in
Annex | but prevent the amendment of this Annex through comitology. To provide
flexibility, it would make it possble for Annexes Il and Il to contain technicd
definitions that could be amended through comitology.10

The common position aso provides for the adoption of transitional measur es through
comitology and, to supplement the criteria governing amendments to Annexes 1l and
[1l, contains anon-exhaustive list of crcumsances in which amendments or
implementing rules could be adopted through comitology.
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Approva of establishments (Article 4)

The Council agrees that the Regulation should contain an Article setting out food
busness operators obligations concerning the regisration and approva  of
establishments and that these ought to dovetail with competent authorities obligations
under the Regulation on officid controls11

In addition to providing for this, the common postion would clarify that gpprovd
would not be a requirement for establishments storing products of anima origin that do
not require temperature-controlled storage conditions. It would also make transitiona
arrangements for exigting establishments.

Hedlth and identification marking (Article 5 & Annex |1, Section 1)

The Council does not accept that all meat should receive a hedth mark.12 The hedth
mark should be applied only in daughterhouses and only to carcasses and part-carcasses
of red mest, to reflect the specid role that the officid veterinarian plays in such cases.
All other meet, and dl other products of anima origin handled in gpproved
establishments, ought insteed to bear an identification mark. The common postion
primarily provides for this by means of cross-references to the Regulation on officid

controls, which would lay down rules on hedth marking.

The common position would make clear that the specific requirements on identification
marking do not affect food business operators genera duty to put in place systems and
procedures to ensure tracegbility. It would avoid any unnecessary duplication of
exiging requirements for the labdling and marking of eggs.
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F. Imports (Article 6)

To be consstent with the Regulation’s focus on food business operators obligations,
the common position does not contain procedura rules concerning imports.

These appear in the common position on the Regulation on officid controls.

Consequently, the remaining provisons ded solely with food business operators
obligations concerning imports, principaly by means of cross-references to the relevant
Artidles of the Regulation on officid controls13

G. Specid quarantess (Article 8)

The Council agrees that the provisons on sdmonella guarantees should appear in an
Article. The common position would a so:

limit the scope of such guarantees to those products of anima origin to which
they currently apply in relation to Finland and Sweden, with the addition of
minced poultry meat (which is not currently in free drculaion within the
Community);

provide flexibility to update the requirements for trade with Finland and Sweden,
provide a mechaniam for establishing Smilar temporary requirements in respect of
trade with other Member States with national control programmes exceeding the
minimum Community requirements concerning sdmondla 14

5420/1/03REV 1 ADD 1 SIC/tk
DGBI



Fexibility (Article 10)

The Council agrees that an Article should provide flexibility for Member States to adopt
nationa measures adapting the detailed requirements laid down in Annex |1, if this does
not compromise the objectives of the Regulation. It also agrees thet it is gppropriate to
enhance the transparency of the procedure through which Member States would
exercise thisflexibility, to ensure that al envisaged measures undergo a proper review.
The common position therefore contains provisons identica to those in the common

position on the Regulation on the hygiene of foodstuffs.15

A recita would make clear that the structura and hygiene requirements laid down in the
Regulation would gpply to dl types of establishments, including smal businesses and
mobile daughterhouses. The generd provisions on flexibility mean thet there is no need

to have a specific reference to mobile daughterhouses in the body of the Regulation.16

The common position would dso make clear that Member States could maintain or
establish gppropriate health measures concerning raw milk and raw cream intended for

direct human consumption.

Date of application (Article 18)

The Council agrees that the scae of the reform of food hygiene legidation requires
there to be a reasonable delay between adoption of the new rules and their application.1”
It isaso necessary to ensure that al dements of the hygiene package take effect at the

sametime.

The common pogition therefore provides for the Regulation to gpply eghteen months
after the date on which al elements of the package are in force, but not before 1 January
2006.
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J. HACCP (Annex Il, Section I)

The Regulaion on the hygiene of foodstuffs contains generd requirements on hazard
andyss and critical control points (HACCP). The Commisson’'s proposal for the
Regulation on officid controls specified key outcomes that the implementation of
HACCP procedures in daughterhouses should achieve. To ensure the internd
coherence of the different dements of the hygiene package, the Council has moved the
requirements for daughterhouse operators to the Regulation laying down specific
hygiene rules for food of animd origin.

K. Food chain information (Annex Il, Section I11)

The common pogtion includes requirements for daughterhouse operators concerning
food chain information. These rules are necessary to complement the requirements for
primary producers under the Regulation on the hygiene of foodstuffs and for competent
authorities under the Regulation on officid controls.

The rules provide considerable flexibility to avoid unnecessary bureaucracy18 and to
reflect the fact that thisis new system that it will be necessary to review and to adapt in
the light of experience.
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L. Emergency daughter (Annex 11, Section |, Chapter VI)

The common position would considerably strengthen the rules on emergency daughter.

It would, in particular:

limit the emergency daughter procedure to animas that were hedthy before
auffering an accident;

provide for meet from animals having undergone emergency daughter to bear a
specid mark;

restrict the placing on the market of such meet to the Member State of daughter
(subject to nationd rules, which may impose additiona regtrictions); and

oblige food business operators to follow any requirements that the officid

veterinarian may impose concerning the use of such mest.

M. Wild game (Annex Il1, Section V)

The Council supports the introduction of minimum Community reguirements for the

traning of hunters. It agrees, however, that these requirements should gpply to
commercid hunters only, that Member States need not organise the training themsalves,
and that the list of topics that training should cover should be a recommendation only.19

In addition to darifying these points, the common position incorporates a number of
changes amed a smplifying and darifying the hygiene requirements for large and
amdl wild game20 In particular, it clarifies which body parts must (and which need not)
accompany the animd to the game handling establishment for post-mortem inspection.
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Minced meat, meat preparations and MSM (Annex 111, Section V)

Regulation (EC) No 999/2001 bans the use of certain ruminant materiad to produce
mechanicaly separated meat (MSM) to prevent the spread of transmissible
spongiform encephalopathies. The Council does not believe that it would be desirable
or gppropriate to repesat thisban. It is clear from Article 1 that it takes precedence over
the rules of the Regulation.21

The common position would establish generd requirements for raw materia used to
manufacture meat prepar ations. These are aufficiently flexible to make it unnecessary

to provide for national derogations.

The common position would set differentid rules for the production and use of MSM,
depending on the nature of the manufacturing process. Modern manufacturing methods
do not ater the Structure of the bones used as raw materid and produce MSM with a
cacium content not significantly higher than that of minced mest.

Smplified requirements would apply to MSM manufactured usng such modern

methods. It would be possible to use such MSM in mest preparations, under certain
conditions. Stricter requirements would gpply to MSM manufactured using more

intensve methods.

Member States would have the option of imposing labelling requirements on products
that are not currently in free circulation within the single market, to enable consumersto

make an informed choice.
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Milk and dairy products (Annex |11, Section IX)

The common position would smplify the requirements for heat-treated milk.

There would be no reference to commercid standards for hesat-treated milk (such as
pagteurisation). Insteed, the Regulation would smply lay down the hygiene
requirements necessary to safeguard public hedth, including specific requirements for
heet-trestment to supplement the generd requirements of the Regulation on the hygiene
of fooddtuffs.

The common position aso makes clear that “raw milk” does not include milk that has
been heated to more than 40 °C or undergone any treatment that has an equivaent
effect.22

Gdatine and callagen (Annex 11, Sections X1V & XV)

The common pogtion would maintain the current requirement for a document to
accompany raw materias destined for the production of gelatine during transport. This
is dedrable to ensure traceability in a sector that involves both food businesses and
undertakings manufacturing technical products from anima by-products. It would not
lay down any quality requirements for gelatine, since these are not appropriate in a
Regulaion on food hygiene.

The common postion aso incorporates rules on collagen derived from the rules that
Commission Decision 2003/42/EC added to Directive 92/118/EEC.
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Q. Other
The common position would require the Commission:

to consult EFSA when necessary; and
to report on the implementation of the Regulation after five years.23

The common pogtion does not reflect those of the Parliament’s amendments that the
Commission was not able to accept.24

V. CONCLUSION

The Council is pleased to note that the Commission acceptsits common postion and that the
draft Regulation is condstent with many of the amendments that the European Parliament
adopted at firgt reading. It hopes that this will permit the rapid adoption of the Regulation and
of the remainder of hygiene package.
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24

The Committee of the Regions decided not to provide an opinion.

In December 2002, the Council adopted Directive 2002/99/EC laying down animd health
rules governing the production, processing, distribution and introduction of products of
animd origin for human consumption, on the basis of the Commisson’s fourth proposd.
These include changes cons stent with the aims of EP amendments 1 to 4, 6, 14, 111 and 120.
These include changes consistent with the aims of EP amendments 20, 23 and 47.

These include changes consistent with the aims of EP amendments 11, 12, 22, 24 to 27, 30,
32,43, 52, 56, 62, 67 and 128.

These include changes consistent with the aims of EP amendments 16, 18, 19, 42, 45, 49, 83,
84 and 117.

These include changes cons stent with the aims of EP amendments 34, 35, 37, 40, 46, 50, 51,
54, 59, 60, 62 to 64, 66, 68, 70 to 76, 79, 80, 100, 103 to 109, 111 to 115, 118, 122 to 124,
133 and 134.

The common position is therefore congistent with the aim of EP amendments 82, 97 and 129.
The common position is therefore cons stent with EP amendment 5.

The common position is therefore congstent with the am of EP amendment 6.

The common position is therefore consstent with the aim of EP amendments 7, 57, 77, 98,
102, 110 and 125.

Conseguently, the common position is not consstent with EP amendments 8 and 58.

The common position is thus cons stent with EP amendments 28 and 29.

The common position is therefore partidly consistent with EP amendments 10 and 61.

The common position is congstent with EP amendments 31 and 53 and with part of
amendment 9.

As aresult, the common postion is consstent with the am of EP amendments 41 and 81.
The common position is therefore conagtent with the am of EP amendment 15.

The common position is therefore cons stent with the aim of EP amendments 47 to 51 on the
Regulation on officid controls.

The common pogition is therefore congstent with the am of EP amendments 83 and 84.

The common position is therefore consstent with the aim of EP amendments 85 to 90, 92 to
96 and 132.

Conseguently, the common position is consistent with only part of EP amendment 107.
Consequently, the common position is congstent with the objective of EP amendment 21.

The common pogtion is therefore partialy consstent with EP amendment 13.

Amendments 8, 17, 33, 38, 44, 55, 58, 65, 69, 101 and 116.
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