SCOFCAH 12 October 2010
Point 15
Modifications to document SANCO/7066/2010 – consolidated
(1)
New wording:

(20)
Directive 97/78/EC exempts animal by-products which are intended for exhibitions, provided that they are not intended to be marketed, and animal by-products intended for particular studies or analyses from veterinary checks in the border inspection post of entry into the Union. That Directive allows for the adoption of implementing measures for those exemptions. In this Regulation, appropriate conditions should be set out for the import of animal by-products and derived products intended for exhibitions and particular studies or analyses, to ensure that no unacceptable risks to public or animal health are spread where such products enter the Union. In the interests of coherency of Union legislation, and in order to provide legal certainty to operators, those conditions and the implementing measures for Directive 97/78/EC should be laid down in this Regulation.

(2)
New wording:
(38)
Since waste from the photographic industry which uses certain animal by-products such as bovine vertebral column does not only pose risks to public and animal health, but also risks to the environment, it should either be disposed of or exported to the third country of origin of the animal by-products in accordance with Regulation (EC) No 1013/2006 of the European Parliament and of the Council of 14 June 2006 on shipments of waste
.

(3)
New wording:

Article 3
End point in the manufacturing chain for certain derived products

The following derived products may be placed on the market, other than imported, without restrictions, as provided in Article 5(2) of Regulation (EC) No 1069/2009:
[…]

(f)
feathers and down, which fulfil the specific requirements for the end point for those products set out in point D of Chapter VII of Annex XIII;

(4)
New wording:

Article 6
Disposal by incineration and co-incineration 

(5)
New wording:

Article 7
Landfilling of certain Category 1 and 3 materials

By way of derogation from Article 12 and Article 14(c) of Regulation (EC) No 1069/2009, the competent authority may authorise the disposal of the following Category 1 and 3 materials in an authorised landfill: 

[…]

(b)
Category 3 material referred to in Article 10(f) and (g) of Regulation (EC) No 1069/2009, provided that:

[…]

(ii)
at the time when they are destined for disposal, the materials:

· referred to in Article 10(f) of that Regulation must have undergone processing as defined in Article 2(1)(m) of Regulation (EC) No 852/2004; and

(6)
New wording:

Article 10
Requirements regarding the transformation of animal by-products and derived products into biogas and composting

1.
Operators shall ensure that establishments and plants under their control comply with the following requirements for the transformation of animal by-products into biogas or for composting set out in Annex V:

(7)
New wording:

Article 11
Special rules on research and diagnostic samples
[…]

3.
Operators may dispatch research and diagnostic samples […]:

[…]

(b)
processed animal protein derived from Category 3 material. 

(8)
New wording:

Article 12 
Special rules on trade samples and display items
[…]

3.
Operators may dispatch trade samples […]:

[…]

(b)
processed animal protein derived from Category 3 material.

(9)
New wording:
Article 19
Requirements concerning certain approved establishments and plants handling animal by-products and derived products
(10)
New wording:
Article 20
Requirements concerning certain registered establishments 
and plants handling animal by-products and derived products

[…]

4.
The competent authority may exempt the following operators from the obligation to notify, referred to in Article 23(1)(a) of Regulation (EC) No 1069/2009:

 (a)
operators handling or generating game trophies or other preparations referred to in Chapter VI of Annex XIII hereto for private or non-commercial purposes;

(b)
operators handling or disposing research and diagnostic samples for educational purposes.

[point (c) deleted]
(11)
New wording:

Article 24
Petfood and of other derived products 

(12)
New wording:

Article 27
Importation and transit of research and diagnostic samples

1.
The competent authority may authorise the importation and the transit of research and diagnostic samples, comprising derived products or animal by-products, including the animal by-products referred to in Article 25(1), in accordance with conditions which ensure the control of risks to public and animal health. 

(13)
New wording:

Article 33
Re-approval of plants and establishments after the grant of a temporary approval
[…]

2.
Where a plant or establishment approved for the processing of Category 2 material is subsequently granted temporary approval for the processing of Category 1 material, in accordance with Article 24(2)(b)(ii) of Regulation (EC) No 1069/2009, it shall be prohibited from recommencing the processing of Category 2 material, without first obtaining the approval of the competent authority to recommence processing of Category 2 material in accordance with Article 44 of that Regulation.

(14)
New wording:

Article 34
Restrictions on the placing on the market of certain animal by-products and derived products for reasons of public and animal health

The competent authority shall not prohibit or restrict the placing on the market of the following animal by-products and of the derived products for public health or animal health reasons other than the rules laid down in Union legislation, and in particular those laid down in Regulation (EC) No 1069/2009 and in this Regulation […]

(15)
New wording:


Article 36
Transitional measures

[…]

2.
For a transitional period until 31 January 2012, consignments of animal by-products and of derived products accompanied by a health certificate, declaration or commercial document, which has been completed and signed in accordance with the appropriate model set out in Annex X to Regulation (EC) No 1774/2002 shall continue to be accepted for importation into the Union, provided that such certificates, declarations or documents were completed and signed before 30 November 2011. 
(16)
(ANNEX I – DEFINITIONS)


New wording:
3.
‘feed material’ means those feed materials, as defined in Article 3(2)(g) of Regulation (EC) No 767/2009, that are of animal origin, including processed animal proteins, blood products, rendered fats, egg products, fish oil, fat derivatives, collagen, gelatine and hydrolysed proteins, dicalcium phosphate, tricalcium phosphate, milk, milk-based products, milk-derived products, colostrum, colostrum products and centrifuge or separator sludge from milk processing;

New wording:

42.
‘incineration’ means the disposal of animal by-products or derived products as if they are waste, in an incineration plant, as defined in point 4 of Article 3 of Directive 2000/76/EC;
(17)
(ANNEX V - TRANSFORMATION OF ANIMAL BY-PRODUCTS AND DERIVED PRODUCTS INTO BIOGAS, COMPOSTING)

(CHAPTER I - REQUIREMENTS APPLICABLE TO PLANTS)

(Section 1 - Biogas plants)

New wording:

2.
By way of derogation from point 1, a pasteurization / hygienisation unit shall not be mandatory for biogas plants that transform only: 
[…]

(c)
Category 3 material that has undergone pasteurisation/hygienisation in another approved biogas plant;
(18)
(ANNEX VI – SPECIAL RULES ON RESEARCH ETC.)


New wording:
CHAPTER IV

DISPOSAL BY OTHER MEANS

By way of derogation from Article 14 of Regulation (EC) No 1069/2009, Member States may authorise the collection, transport and disposal of the Category 3 materials referred to in Article 10(f) of that Regulation by means other than burning or burial on site provided that:

(a)
The materials do not exceed a volume of 20 kg per week from the establishment or plant where the materials are collected, regardless of the species of origin of the materials;

(b)
The materials are collected, transported and disposed of by means which prevent the transmission of unacceptable risks to public and animal health;

(c)
The competent authority carries out regular checks, including checks on the records kept by operators, in the establishments or plants where the materials are collected, to ensure compliance with the provisions of this Section. 

Member States may decide to increase the volume referred to in point (a) to a maximum of 50 kg per week, provided that they present a detailed justification to the Commission and to the other Member States in the framework of the Standing Committee on the Food Chain and Animal Health referred to in Article 52(1) of Regulation (EC) No 1069/2009, which specifies the nature of the activities for which the volume is to be increased, the species of origin of the animal by-products concerned, and an explanation of the reasons why it is necessary to increase the volume, in view of the adequate system for the handling and disposal of animal by-products and derived products on their territory, as referred to in Article 4(4) of that Regulation.
(19)
(ANNEX VIII – COLLECTION, TRANSPORT AND TRACEABILITY) 

(CHAPTER III – COMMERCIAL DOCUMENTS ETC)

New wording:

(f)
The original of the commercial document must be completed and signed by the responsible person. 
The commercial document must specify:

[…]

(iii)
the quantity of the material, in volume, weight or number of packages; 

[…]

(vi)
the name and the address of the receiver and, if applicable, its approval or registration number, which has been issued under Regulation (EC) No 1069/2009 or Regulations (EC) No 852/2004, No 853/2004 or No 183/2005, as applicable;
(20)
(ANNEX IX – REQUIREMENTS APPLICABLE TO CERTAIN APPROVED AND REGISTERED ESTABLISHMENTS AND PLANTS)

(CHAPTER IV – REGISTERED OPERATORS)

New wording:

1.
Operators of registered plants or establishments or other registered operators shall handle animal by-products and derived products under the following conditions:

(a)
premises must be constructed in a way permitting their effective cleaning and disinfection, where appropriate;
(b)
premises must have appropriate arrangements for protection against pests, such as insects, rodents and birds;
(c)
installations and equipment must be kept in hygienic condition, where necessary;
(d)
animal by-products and derived products must be stored under conditions preventing contamination.
(21)
(ANNEX XI – ORGANIC FERTILISERS OR SOIL IMPROVERS)

(CHAPTER I - REQUIREMENTS FOR UNPROCESSED MANURE ETC)

(Section 1 – Unprocessed manure)

New wording:

2.
Trade in unprocessed poultry manure between Member States shall be subject to the following conditions, in addition to the consent of the Member State of destination referred to in Article 48(1) of Regulation (EC) No 1069/2009:
[…]

(c)
a health attestation in accordance with the model set out in point 3 shall be added to the commercial document which accompanies the consignment of manure.

[…]

Box I.25 – intended use:




I.25. Commodities certified for:



Technical use (
(22)
(ANNEX XI – ORGANIC FERTILISERS OR SOIL IMPROVERS)

(CHAPTER I - REQUIREMENTS FOR UNPROCESSED MANURE ETC)

(Section 2 – Guano from bats, processed manure etc.)

New wording:

The placing on the market of processed manure, derived products from processed manure and guano from bats shall be subject to the following conditions, in addition to the consent of the Member State of destination referred to in Article 48(1) of Regulation (EC) No 1069/2009:

(a)
They must come from a plant for derived products for uses outside the feed chain,from a biogas or a composting plant or from a plant for the manufacturing of organic fertilisers and soil improvers.
 (23)
(ANNEX XI – ORGANIC FERTILISERS OR SOIL IMPROVERS)
(CHAPTER II - REQUIREMENTS FOR ORGANIC FERTILISERS ETC)
(Section 1 – Conditions for the production)


New wording:

1.
Organic fertilisers and soil improvers, other than manure, digestive tract content, compost, milk, milk-based products, milk-derived products, colostrum, colostrum products and digestion residues from the transformation of animal by-products or derived products into biogas, shall be produced by:

(a)
applying processing method 1 (pressure sterilisation), when Category 2 material is used as starting material;

(b)
by using processed animal protein which has been produced from Category 3 material in accordance with Section 1 of Chapter II of Annex X, or materials which have been subject to another treatment, where such materials may be used for organic fertilisers and soil improvers in accordance with this Regulation; or
(c)
by applying any of the processing methods 1 to 7, as set out in Chapter III of Annex IV, when Category 3 material is used as starting material which is not used for the production of processed animal protein.
(24)
(ANNEX XIII – PETFOOD ETC)


New wording:

CHAPTER I – SPECIFIC REQUIREMENTS FOR PETFOOD, INCLUDING DOGCHEWS
(25)
(ANNEX XIII – PETFOOD ETC)
(CHAPTER VI – GAME TROPHIES ETC)

New wording:
2.
Game trophies or other preparations, other than those referred to under points B and C(1), which come from animals originating in an area subject to restrictions as a result of the presence of serious transmissible diseases to which animals of the species concerned are susceptible, may be placed on the market, provided that:


[…]

(b)
in case of game trophies or other preparations consisting solely of hides or skin,

(i)
they have been:
· dried;

· dry- or wet-salted for a period of at least 14 days before the date of dispatch; or
· subject to a preservation process other than tanning;

(26)
(ANNEX XIII – PETFOOD ETC)
(CHAPTER XI – FAT DERIVATIVES)

New wording:


2.
Fat derivatives produced in accordance with this Chapter may only be placed on the market:

(a)
for uses other than in feed, cosmetics and medicinal products;

(27)
(ANNEX XIV – IMPORTATION, EXPORT AND TRANSIT)

(CHAPTER I – SPECIFIC REQUIREMENTS … FOR USES IN THE FEED CHAIN)

(Section 2 – Imports of processed animal protein)

New wording:
2.
By way of derogation from point 1, when six consecutive tests on bulk consignments originating in a given third country prove negative, the competent authority of the border inspection post may carry out random sampling of subsequent bulk consignments from that third country. 
(28)
(ANNEX XV – MODEL HEALTH CERTIFICATES)

(CHAPTER 11 – GELATINE AND COLLAGEN)


New wording:

II.6.
in the case of gelatine:
(2)
either …[the product does not contain…]



[…]


II.7.
in the case of gelatine:
(2)
in addition as regards TSE: […]

(29)
(ANNEX XV – MODEL HEALTH CERTIFICATES)

(CHAPTER 13 – APICULTURE BY-PRODUCTS)


Box I.25 – intended use:


New wording:



Technical use (
(30)
(ANNEX XVI – OFFICIAL CONTROLS)

(CHAPTER III –SPECIFIC REQUIREMENTS FOR OFFICIAL CONTROLS)


(Section 10 – Standard format for applications …)


In the box "intended use": "


New wording:







"(
Petfood* 
"

New footnote: "*
in the case of petfood produced with Category 1 material comprising animal by-products derived from animals which have been submitted to illegal treatment as defined in Article 1(2)(d) of Directive 96/22/EC or Article 2(b) of Directive 96/23/EC"
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