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Comments by Japan on the proposed amendment on the BSE Codein December 23,
2003

1 Article 2.3.13.1
Comment

Risks associated with the following commodities are assumed to be appropriately mitigated if the

prescribed conditions bellow are met;
he followi . I ol :

1) without BSE related restrictions and regardless of the BSE status of the country:

a) milk and milk products;

b) semen and in vivo derived cattle embryos collected and handled in accordance with the
recommendations of the International Embryo Transfer Society;

¢) hides and skins (excluding hides and skins from the head);

d) gelatin and collagen prepared exclusively from hides and skins (excluding hides and skins from
the head);

2) subject to the prescribed conditions relating to the BSE status of the cattle population of the
exporting country or zone:

a) cattle;

b) fresh meat and meat products;

c) gelatin and collagen prepared from bones;

d) tallow and tallow derivatives, and dicalcium phosphate.

Add the following paragraph as Article 2.3.13.3. 3), 2.3.13.4. 3), 2.3.135. 3), 2.3.13.6. 4), 2.3.13.13.
5), 2.3.13.17. 10).

upon notification prescribed in Article 2.3.13.10. 3), Article 2.3.13.11. 4), Article 2.3.13.12. 4) and
Article 2.3.13.13. 5), the cattle identified in te notification should be located, and if alive in the
country or zone, permanently identified, their movements controlled, and when slaughtered or at

death, are completely destroyed.

Add the following paragraph as Article 2.3.13.10. 3), 2.3.13.11. 4), 2.3.13.12. 4), 2.3.13.13. 6).
when exported cattle are retrospectively identified by the permanent identification system

prescribed in 2) (*the number should be replaced in accordance with each article) as followings,

notification has to be made with sufficient information to identify the destination within the

importing country.

- progeny of the affected female cattle (including cattle found affected outside the exporting

country or zone) born within 2 years prior to and after clinical onset of the disease.




- all cattle which, during their first year of life, and which investigation showed consumed the same

potentially contaminated feed during that period as the affected cattle (including cattle found

affected outside the exporting country or zone)

- where the results of the investigation are inconclusive, all cattle born in the same herd as, and
within 12 months of the birth of, the affected cattle (including cattle found affected outside the
exporting country or zone).

Japan opposes to the new provision whi ch defines cattle or other products as “ can
be safely traded” even though there is no new scientific evidence introduced.
More suitable description of the state of these products in this Chapter would be
“ risks associated with these products are assumed t o be appropriately mitigated” .

Before concluding “ risks are mitigated’ , the deficiency of the current BSE Code
should be cured. Specifically, the current Code requires the progeny and cohorts

of the affected cattle to be destroyed when they are indigenous. On the contrary,
the cohorts of the affected cattle , which are demonstrated to be imported, are not
necessarily required to be destroyed. However, risks associated with the cohorts
of the affected cattle whether indigenous or imported are equivalent. Before
concluding “ risks are mitigated” , therefore, the Code should clarify that all the
progeny and the cohorts of the affected cattle should be internationally notified and
destroyed. (See the attached figure.)

2 Prohibition of the importation of MBM ( 2.3.13.18)

1) Ruminant-derived meat-and-bone meal or greaves, or any commodities containing such
products, which originate from countries with a minimal, moderate or high BSE risk should not be
traded between countries.

2) Veterinary Administrations of a country where the ban on feeding ruminants with

meat-and-bone meal and greaves derived from ruminants is effectively enforced may prohibit

the importation of ruminant-derived meat-and-bone meal or greaves, or any commodities

containing such products, which originate from a BSE free or BSE provisionally free country or

Zone.

As the current BSE code assumes certain level of incompleteness such as
surveillance standard in Appendix 3.8.4, even a BSE free or a provisionally free
country or zone cannot be confir med as literally BSE free. BSE agent might be




included in the ruminant -derived MBM or greaves originate from these countries.

Simultaneously, according to the Dr. Matthews’ update, an oral dose of as low as
0.01g of BSE infected bovine brain can successfully infect calves.

Therefore, the importation of the MBM or grieves from a BSE free or a provisionally
free country can cause BSE, by cross contamination all through the distribution
channel or at the farm level, even though the feed ban is effectively enforced.

Moreover, a BSE incidence in a BSE free country or a provisionally free country
directly harms the BSE status of the country which has imported the MBM from
such country.

Therefore, at least, the country where the effective feed ban is implemen ted and
enforced should be allowed to prohibit the importation of MBM and grieves from a
BSE free and provisionally free country.

1)From cattle of any age originating from a country or zone with a minimal, a moderate

or a high BSE risk, the following commodities, and any commodity contaminated by
them, should not be traded for the preparation of food, feed, fertilisers, cosmetics,
pharmaceuticals including biologicals, or medical devices: tonsils and intestine (from

a_country or zone where the other parts of intestine is demonstrated to be

appropriately separated from distal ileum, distal ileum in stead of intestine), and

protein products derived from them. Food, feed, fertilisers, cosmetics,
pharmaceuticals or medical devices prepared using these commodities should also not
be traded.

2)From cattle originating from a country or zone with a minimal, a moderate or a high

BSE risk, that were at the time of slaughter over 6 £2-months of age, the following
commodities, and any commodity contaminated by them, should not be traded for the
preparation of food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals,
or medical devices: brains, eyes, spinal cord, skull and vertebral column and protein
products derived from the preceding. Food, feed, fertilisers, cosmetics,

pharmaceuticals or medical devices prepared using these commodities should also not




be traded.

Intestine as SRM

According to the explanation of the OIE, rationales behind the inclusion of whole

intestine as SRM are:

) it is difficult to clearly separate at the slaughterhouse the distal ileum, which
has already been shown to contain BSE infectivity, from other parts.

ii) Sections of intestine other than the distal ileum may contain lymphoid and
neural tissues which may be contaminated, although studies to date have not
shown infectivity.

Firstly, unlike dorsal root ganglia which are almost inseparable from vertebral
column, distal ileum can be clearly separated from the other parts of intestine as
far as established procedures are followed.

Secondly, in Japan, the western blotting tests have been conducted to detect
the PrP>¢ within several parts of a naturally affected bovine. In this experiment,
while PrP3¢ was confirmed to exist in distal ileum, no PrP *° was detected in
intestine other than distal ileum.

These facts can be the case against concluding that intestine other than distal
ileum is a risk material.

Therefore, intestine demonstrated to be appropriately separated from distal
ileum should be excluded from SRMs.

Age of cattle for removal of SRM
According to the explanation of the OIE, scientific basis of raising lower limit of
the target age from 6 month to 12 month is the continuing experi ment showing
that CNS collected at 26 month post oral exposure had not transmitted BSE to




the intracerebrally challenged calves, while CNS collected at 32 month had
demonstrated transmissibility.

In Japan, however, accumulations of PrP ¢ within the brainstem of naturally
affected cows of 21 month of age and 23 month of age have been observed. The
National Institute of Animal Health , which is designated as a reference laboratory
of the OIE, is now conducting the bioassay. The current lower limit of the age
should be maintained at 6 month at least until this bioassay is concluded.

SRM of the BSE minimal risk country
Based on the minimum requirement of the current surveillance standard, there
would be only two BSE cases in Japan. However, as a result of truly rigorous
surveillance, we have found 11 BSE cases. (See the attached table) The
minimum requirement indicated in the current surveillance standard is too
generous to monitor the extent and evolution of the epizootic. Consequently,
BSE affected cattle are not likely to be detected especially in relatively low
prevalence countries.

Distinction between the minim al risk countries and the moderate countries is
made primarily based on the detection of BSE cases. Detection of BSE cases,
in turn, depends not on the prevalence of BSE but on rigorousness of the
surveillance as illustrated above. Therefore, as far as the current surveillance
standard is maintained, distinction of the minim al and moderate risk countries is
of no use.

To conclude that risks associated with the commaoditi es originate from the
minimal risk countries are appropriately mitigated as proposed in the amendment
of Article 2.3.13.1, range of the SRMs of the minimal risk countries should be
coordinated with that of the moderate risk countries, i.e., the lower limit of the
age applied to the CNS related SRM s should be lowered from 30 months to 6
month, as well as tonsil and distal ileum of cattle of all age should be designated
as SRM even when import ed from BSE minimal risk countries.

4 Surveillance
As Japan has already commented in the context of the simplification of the category,
the current surveillance standard bears the fundamental problem, which is, the more
rigorously the surveillance is conducted, the worse the status of the country



becomes. On the contrary, countries without such effort s to seek for the accurate
risk level of BSE can maintain their status preferable. This problem must be
fundamentally resolved in the course of the simplification of the category next year,
where countries are grouped into categories” solely based on the outcome of a risk

assessment and when supported by a strong surveillance system '

Having clarified the basic position, Japan would support the proposed amendment of

surveillance standard as the clarification of the required sample number of the
second and the third group of targeted cattle conform s to the direction Japan is
seeking for, even though supporting scientific evidence is not clear.

5 Procedure for the future amendment of the BSE Code

1) Article 2.3.13.1 of t he BSE Code defines itself as* intended to manage the human
and animal health risks” . Establishment or amendment of the Code addressing
the zoonosis such as BSE would require the transparency an d accountability to
the stakeholders especially consumers.

Accordingly, Japan propose s the following new procedure s to be adopted:

i) For the sake of transparency, details of the discussion (especially scientific
evidences and rationales behind the amendment of the code) and the comments
submitted by member countries sho uld be open to the public.

ii) Risk communication should be strengthened in such a way as by introducing the
system to answer the question s raised by the consumers and other stakeholders
through the OIE website and in cooperation with the Veterinary Administration
of the member countries.

2) Participation of the experts of the human health is indispensable. Specifically,
pertinent WHO experts should be invited to the A d Hoc Committee and the Code
Committee.

3) Members should admit that the BSE Code is no | onger the compilation of pure
scientific knowledge. Rather it has now turned into the trade rule which is
expected to reflect the various countries trade policies. Under such condition s,
the traditional OIE process, to which only limited members have acc ess, rather
harms the transparency of the proce ss. Japan proposes to amend the general
rule to allow participation of the experienced government officials in charge of risk
management from any willing countries in the Code Committee.
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BSE Cases in Japan

Date of Age Clinical signs Confirmatory
confirmation | (months) diagnosis

2 21/11/2001 67 No clinical signs WB+, IHC+, HP-
3 2/12/ 2001 68 No clinical signs WB+, IHC+, HP+
4 | 13/5/ 2002 /3 Muscular split of left forelimb | WB+, IHC+, HP+
5 23/8/2002 80 Hip joint dislocation WB+, IHC+, HP-
6 20/1/2003 83 Dystasia WB-+, IHC+, HP+
7 23/1/2003 81 No clinical signs WB+, IHC+, HP-
8 6/10/2003 23 No clinical signs WB+, IHC-, HP-
9 4/11/2003 21 No clinical signs WB+, IHC-, HP-
10 22/2/2004 95 Dystasia, hip joint dislocation WB+, IHC+, HP+

Only the first and the last cases would have been detected if the surveillance
had been based on the minimum requirement prescribed in the Appendix 3.8.4.
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2 21/11/2001 67 WB-+, IHC+, HP-
3 2/12/ 2001 68 WB+, IHC+, HP+
4 13/5/ 2002 73 WB+, IHC+, HP+
5 23/8/2002 80 WB-+, IHC+, HP-
6 20/1/2003 83 WB+, IHC+, HP+
7 23/1/2003 81 WB-+, IHC+, HP-
8 6/10/2003 23 WB-+, IHC-, HP-
9 | 4/11/2003 21 WB+, IHC-, HP-
10 22/2/2004 95 WB+, IHC+, HP+
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