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The Group reviewed the steps that bones should be subjected to for the preparation
of gelatine and collagen as described in current Article 11.4.15. point 2.b. The Group
considered a report from EFSA and agreed that the steps listed in point 2.b. were
sufficient to ensure that “the relative human exposures due to gelatine produced
from bones including the skull and vertebral column sourced from cattle of any age
are very low (< 103) and do not support the continuation of the restriction prohibiting
the inclusion of skull and vertebral column”. The Group therefore determined that
the provision of exclusion in current Article 11.4.15. point 2.a. (i.e., “vertebral
columns from cattle over 30 months of age at the time of slaughter and skulls have

been excluded” ) could not be justified.

Furthermore, the Group considered that the steps of the process described in point
2.b. were common industrial practices and were not specifically directed against BSE.
Therefore, the Group contemplated whether, in light of the definition of safe
commodities provided in the Glossary of the Terrestrial Code and of the provisions
of Chapter 2.2. of the Terrestrial Code, gelatine and collagen prepared from bones
and intended for food or feed, cosmetics, pharmaceuticals including biologicals, or
medical devices could be considered safe commodities provided they are subjected to

the processes currently described in point 2.b. of Article 11.4.15. After seeking advice
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from the Code Commission, the Group remained uncertain whether or not this would
be fully consistent with Chapter 2.2. As a result, the Group proposed to maintain
this provision in draft Article 11.4.15. at this stage and to refer the proposal to
include it in the list of safe commodities to the Code Commission for further

deliberation.
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The Code Commission reviewed recommendations of the ad hoc Groups as to
whether gelatin and collagen prepared from bones could meet the criteria for safe
commodities in accordance with Article 2.2.2. Given that point (2)(a) of the current
Article 11.4.15 was considered unjustifiable and that point (2)(b) describes industrial
practices that are not specifically directed against BSE, the Code Commission agreed
to include ‘gelatin and collagen’ in Article 11.4.1bis and to delete the draft article on
recommendations for importation of gelatin and collagen prepared from bones and
intended for food or feed, cosmetics, pharmaceuticals including biologicals, or

medical devices.
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Chapter 11.4.

Bovine spongiform encephalopathy (£

CHAPTER 11.4.
BOVINE SPONGIFORM
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Article 11.4.15.

Recommendations for the importation
of gelatine and collagen prepared from

bones and intended for food or feed,

cosmetics, pharmaceuticals including

biologicals, or medical devices

Veterinary Authorities of importing
countries should require the
presentation of an international
veterinary certificate attesting that:
1. the commodities came from a
country, zone or compartment posing a
negligible BSE risk;
OR
2. they originate from a country, zone
or compartment posing a controlled or
undetermined BSE risk and are
derived from cattle which have passed
ante- and post-mortem inspections; and
that
a. vertebral columns from cattle over
30 months of age at the time of
slaughter and skulls have been
excluded;
b. the bones have been subjected to a
process which includes all of the
following steps:

1. degreasing,

11. acid demineralisation,

ENCEPHALOPATHY (ZH 5)

Article.11.4.2

Safe commodities

When authorising the importation or
transit of the following commodities
derived from bovines, Veterinary
Authorities should not require any
conditions related to BSE, regardless of
the BSE risk posed by the bovine
population of the exporting country,
zone or compartment:

1. milk and milk products;

2. semen and in vivo derived bovine
embryos collected and handled in
accordance with the relevant chapters
of the Terrestrial Code;

3. hides and skins;

4. gelatine and collagen;

5. tallow with maximum level of
insoluble impurities of 0.15% in weight
and derivatives made from this tallow;
6. dicalcium phosphate (with no trace
of protein or fat);

7. fetal blood.

Other commodities of bovines can be

traded safely if in accordance with the




111. acid or alkaline treatment,

iv. filtration,

v. sterilisation at >138°C for a
minimum of 4 seconds,
or to an equivalent or better process in
terms of infectivity reduction (such as

high pressure heating).
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relevant articles of this chapter.
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