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Annex 20
USA COMMENTS
CHAPTER 11.4.

Bovine spongiform encephalopathy
[bookmark: article_bse.1.]Article 11.4.1.
General provisions
1)	The recommendations in this chapter are intended to mitigate the human and animal health risks associated with the presence of the bovine spongiform encephalopathy (BSE) agents in cattle only. BSE manifests in two main forms: classical BSE and atypical BSE. Atypical BSE is a condition that occurs at a very low rate and is assumed to occur spontaneously in any cattle population. Oral exposure to contaminated feed is the main route of transmission of classical BSE. Given that cattle have been experimentally infected by the oral route with a low molecular weight type of atypical BSE (L-type BSE,), atypical BSE is also potentially considered capable of being recycled in a cattle population if cattle are orally exposed to contaminated feed.
2)	BSE primarily affects cattle. Other animal species may be naturally and experimentally susceptible to BSE, but they are not regarded as being epidemiologically significant, particularly when feeding ruminants with ruminant-derived protein meal is not practiced.
3)	For the purposes of the Terrestrial Code:
1a)	BSE is an invariably fatal neurological prion disease of cattle caused by a misfolded form of the prion protein (PrPBSE), which including includes both classical (C-type BSE) and atypical strains (H- and L-type BSE). for respectively having a protease-resistant PrPBSE fragment of higher and lower molecular mass than classical BSE). The term ‘BSE’ includes both classical and atypical forms, unless otherwise specified. 
2b)	The occurrence of a BSE case is defined by the immunohistochemical (IHC) or immunochemical detection of PrPBSE in brain tissue of a bovid of the species Bos taurus or Bos indicus., with dDiscrimination between atypical and classical BSE strains is based on the Western immunoblot banding pattern, as described in the Terrestrial Manual. 
Rationale: Editorial for clarity.
4)	For the purposes of this chapter:
3a)	‘Cattle’ means a bovids of the species Bos taurus or Bos indicus.
4b)	‘Protein meal’ means any final or intermediate solid protein-containing product, obtained when animal tissues are rendered, excluding blood and blood products, peptides of a molecular weight less than 10,000 daltons and amino-acids.
5)	When commodities are imported in accordance with this chapter, the BSE risk of the importing country or zone of destination is not affected by the BSE risk of the exporting country, zone or compartment of origin.
6)	Standards for diagnostic tests are described in the Terrestrial Manual. 
……. 
Article 11.4.3.
Negligible BSE risk
[bookmark: article_bse.4.]The BSE risk of the cattle population of a country, zone or compartment can be considered to be negligible if the following conditions for the cattle population are met for at least the preceding eight years:
1)	A risk assessment as described in Article 11.4.2. that has which identifies identified all potential risk factors associated with the occurrence of BSE, has been conducted, and the Member Country has demonstrated through documented evidence that the likelihood risk of BSE agents being recycled in the cattle population has been negligible as the result of:. 
Rationale: Sentence structure is now in the present tense, rather than the past tense, and accommodates future changes.
EITHER:
a)	livestock industry practices ensuring that protein meal derived from ruminants has not been fed to ruminants;
OR
b)	effective and continuous mitigation of each identified risk ensuring that protein meal derived from ruminants has not been fed to ruminants.
2)	The surveillance provisions as described in Article 11.4.2018. have been implemented.
3)	EITHER: 
a)	there has been no case of BSE or, if there has been a case, every case of BSE has been demonstrated to have been imported or has been diagnosed as atypical BSE as defined in this chapter; 
OR
b) 	if there has been an indigenous case of classical BSE:
EITHER:
i)	all cases were born at least eight years ago;
OR
ii)	where a case was born within the preceding eight years, subsequent investigations have confirmed that the likelihood risk of BSE being recycled within the cattle population has continued to be negligible.
4)	Any cases of BSE that have been detected have been completely destroyed or disposed of to ensure that they do not enter the animal feed chain.
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The country or the zone will be included in the list of countries or zones posing a negligible risk for BSE in accordance with Chapter 1.6. Retention on the list requires annual confirmation of the conditions in points 1 to 4 above. Documented evidence should be resubmitted annually for points 1 to 4 above. 
Any changes in the epidemiological situation or other significant events should be notified to the OIE in accordance with Chapter 1.1.
……
Article 11.4.7.
General comment: The merging of cattle movement requirements from countries with “negligible” status and “controlled ” status seems to devalue the benefit of country’s efforts to obtain a negligible risk status compared to a controlled risk status. 
Recommendations for importation of cattle from a country, zone or compartment posing a negligible or controlled BSE risk
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
Annex 20 (contd)
1) 	the cattle selected for export:
[bookmark: _Hlk32396902]1) 	came from a country, zone or compartment posing a negligible or controlled BSE risk and are identified through an animal identification system enabling each animal to be traced throughout its lifetime; 
AND EITHER:
2) 	the cattle selected for export were born in the country, zone or compartment during the period when the likelihood risk of the BSE agents being recycled in the cattle population has been demonstrated to be negligible; 
OR
3) 	
a)	are identified by a permanent individual identification system from birth enabling each animal to be traced throughout its lifetime; and and are identified through an animal identification system enabling each animal to be traced throughout its lifetime
b)	are	it is demonstrated as having that the cattle selected for export have not been fed protein meal derived from ruminants.
Rationale: The essential risk mitigation measure is that animals have not been fed protein meal derived from ruminants. The requirement to have individual animal identification places an undue burden on countries that have reached insignificant risk. There are alternatives other than individual animal identification that allow countries to demonstrate that animals intended for export have not been fed meat or bone meal derived from ruminants.
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