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Canada’s response(s) to supplemental questions raised by the Food Safety
Commission Expert Prion Committee ~ June 10, 2005.

The Canadian government’s respounse to reconunendations of the international
investigation team

As part of Canada’s comprehensive investigation of the first indigenous case of bovine
spongiform encephalopathy (BSE) in North America, the Canadian Food Inspection Agency
invited four internationally recognized BSE specialists to evaluate Canada’s BSE response and
provide recommendations for future policy development.

The evaluation team consisted of Prof. U. Kihm (Switzerland), Prof. W. Hueston (USA), Dr. D.
Heim (Switzerland) and Dr. §. MacDiarmid (New Zealaud). Canada provided an overview of
the epidemiological investigation, the actions taken to date, and the scope of options and
measures being considered to adjust the domestic policies to address the confirmation of BSE in
Canada and within the broader North American context.

The evaluation team acknowledged the openness, full disclosure and access to personnel
provided by Canada, not only to the evaluation team, but also to the international community
and public at large. The team recognized that the approach to sharing of information and
communication demonstrated by Canada is a model to be emulated.

In addition to acknowledging the comprehensive scope, level of analysis and thoroughness of
the investigation, the evaluation team also confirmed that the measures previously implemented
by Canada to address potential BSE risk had achieved their designed outcome, sighting the
identification of the positive animal in a manner which precluded its entry into the human food
chain as an example, Furthermore the team acknowledged that the suite of risk management
measures that had been implemented by Canada, over a number of years, have reduced the risk
of spread and amplification of the disease within the national herd.

Nonetheless, the evaluation team was of the view that confirmation of a first indigenous BSE
case requires that Canada review its existing BSE policies and in this context the team
recommended that any revisions be developed to achieve the following objectives;

» reduce the public health risk for consumer protection

« further limit the potential for recycling and amplification of the BSE agent

» establish a benchmark for the effectiveness of measures through surveillance

« prevent any inadvertent introduction of BSE from abroad in the future

« contribute to the prevention of the spread of the epidemic worldwide.

Within the framework established by the previous objectives the team identified a number of
measures which should be given priority for adoption. However, the team also recognized that
depending on the evolution of BSE in Canada, and within the broader North America,
modification of the recommended measures may be appropriate.
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1/ Prohibition of Specified Risk Materials (SRM)

The evaluation team emphasized that the implementation of an SRM ban is the most critical and
valuable ceniral measure for public health protection and food safety. The list of material
considered as SRM and the age of animals included must be based on science to ensure that
potentially infected material does not enter the feed and food chains. The list of SRM must be
based on knowledge derived from the extensive studies on cattle, which have demonstrated that
BSE infectivity may be present in brain, spinal cord, trigeminal ganglia, dorsal root ganglia,
terminal ileum, eyes and tonsils. The age of the cattle included in the ban should be determined
by science and practical aspects of implementation must also be considered. The timely and full
national implementation of this measure should be a priority.

Additional measures (o avoid contamination with SRM at slaughter and during processing
should also be considered (e.g. stunning techniques).

After consultation with industry stakeholders, international trading partners and sub-national
governments, the Government of Canada implemented an SRM ban, effective from 24 July
200312 in federally registered establishments and from 23 August, 2003 in all other
establishments. SRMs are defined in regulations under both the Food and Drugs Act:and Health
of Animals Actz as skull, brain, trigeminal ganglia, eyes, tonsils, spinal cord and dorsal root
ganglia of cattle aged 30 months or older, and the distal ileum of cattle of all ages. Until such
time as suitable techniques are developed to ensure that the dorsal root ganglia can be entirely
removed from the vertebral column, the Government of Canada’s Meat Hygiene Directives
issued under the Meat Inspection Regulations, mandates that the vertebral column from all cattle
aged 30 months or older must be removed and disposed of as inedible product. The directive
also stipulates that the vertebral column of these cattle cannot be used in the preparation of
mechanically separated meat or finely textured meat from advance meat recovery systems. In
addition, to ensure the complete removal of the distal ileum, the entire small intestine of all
cattle regardless of their age must be removed and disposed of as inedible product. This latter
requirement is under review and could be changed by defining distal ilenm and allowing the
remainder of the simall intestine to be harvested for human consumption.

Operators are responsible for the development, implementation, and maintenance of control
programs (including HACCP plans where appropriate) that address all components of this
Specified Risk Material (SRM) removal policy.

Furthermore, the Meat Hygiene Manual of Proceduresq, in Section 4.4.5 explicitly prohibits the
stunning of animals using a penetrative percussion device that injects air into the cranial cavity.

The use of a pithing rod is also prohibited.

2/ Advanced Meat Recovery / Mechanically Recovered Meat

In Canada, the skull from any food animal species is prohibited from use as a source material in
meat recovery systems that use pressure fo separate muscle tissue from bones. In addition, the
spinal cord of any red meat species (i.e. livestock species) must be removed from the vertebral
column on the slaughter floor and therefore would not be present if the vertebral column were
used as a source of material in meat recovery systems. These requirements predate the

_]1_.



occurrence of BSE in Canada in May 2003.

As noted above, the vertebral column of cattle aged 30 months or older cannot be used in the
preparation of mechanically recovered meat (MRM) or in advanced meat recovery (AMR)
systerns.

These measures effectively exclude raw materials containing potentially infectious tissues (skull
and vertebral column) from the human food chain :

3/ Control of SRM, AMR and MRM

In June 2003, the Canadian Food Inspection Agency implemented a monitoring program to
verify the absence of tissue from the spinal cord and dorsal root ganglia in AMR and MRM
products. Each lot being tested must be held until the results are known and any that test positive
are directed to inedible rendering.

4/ Surveillance
The review team acknowledged that adjustments to Canada’s BSE surveillance are warranted in

order to provide an accurate estimate of the prevalence of the disease and to judge the
effectiveness of measures implemented over time.

The team also emphasized that the BSE surveillance continue to focus on the highest risk
populations of adult fallen stock and dead stock, cattle demonstrating clinical signs compatible
with BSE and downer cattle. Furthermore, in accordance with the investigations carried out by
the Canadian Food Inspection Agency, specific geographic and temporal risk groups within the
national cattle population have been identified. Targeted surveillance activities to encompass
this cohort of animals is to be encouraged.

Canada implemented a targeted BSE surveillance program beginning in 1992 and introduced
measures to further enhance BSE surveillance in January 2004. The enhanced BSE surveillance
program continues to focus on the highest risk subpopulations of adult cattle, consistent with the
recommendations of the evaluation team and of the World Organization for Animal Health
(OIE). Furthermore, it is designed based on the demographics of the Canadian cattle population
to ensure that a representative sample of animals are from all regions of the country. Since
January 2004 over 53,000 samples have been evaluated, and over 23,500 of these were derived
from animals associated with the geographic risk group identified during the initial
epidemiological investigation. This enhance BSE surveillance has resulted in the detection of
two additional BSE cases. Details of Canada’s enhanced BSE surveillance program, including
the test results, are available at the Canadian Food Inspection Agency website:

www.inspection.gc.ca .

Currently either the Prionics® Check Western blot or the BioRad TeSeE elisa is used to evaluate
samples for the presence of BSE. Confirmatory testing is performed at Canada’s National BSE
Reference Laboratory and utilizes an immunohistochemistry procedure that has been designed to
be as sensitive as possible. The Canadian IHC test method protocol employs at least 10 different
monoclonal antibodies on approximately 30 to 40 tissue sections. Also, serial sections from 5 to-
10 different levels of the obex (brain stem) are examined for histopathology.
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5/ Feed Restrictions

The review team strongly endorsed the exclusion of specified risk materials from the feed chain
as an effective means to reduce infectivity in meat and bone meal (MBM). Inclusion of any
ruminant derived meat and bone meal in ruminant feed rations should be avoided and
opportunities for possible cross contamination eliminated.

Canada introduced regulations prohibiting the use of raminant derived MBM in ruminant rations
in 1997, and on December 11,2004 the Canadian Food Inspection Agency proposed regulatory
amendments to the Feeds Act, Fertilizers Act, Health of Animals Act, and the Meat Inspection
Act to prohibit the use of protein derived from specified risk material, dead stock and animals
condemned at antemortem inspection in the preparation of all animal feed. The proposed
regulatory amendments, including the regulatory impact analysis statement is available for
viewing on the Canadian Food Inspection Agency websites. The comment period for this
proposed regulatory amendment has now closed and the Canadian Food Inspection Agency is
considering the merit of comments received, after which the proposed regunlatory amendment
will be finalized.

6/ Identification Preservation and Traceability Systems
The evaluation team reinforced the need for continuous investment, improvement and extension

of the cattle identification system.

Implemented in 2001, the Canadian Cattle Identification Program requires the individual
identification of all cattle moving beyond their herd of origin. A Canadian Cattle Identification
Agency (CCIA) approved ear tag with a unique identification number, the number in a bar code
or radio frequency identification (RFID) code, and the CCIA logo must be applied to each
animal prior to the animal leaving its herd of origin. The unique number of each individual
animal is maintained to the point of carcass inspection where the carcass is approved for human
consumption or is condemned. The CCIA number is then retired from the CCIA database and

the tag is destroyed.

Caitle identification is being improved by requiring that those producers currently using bar
coded ear tags change to radio frequency identifiers by the fall of 2006. In addition a series of
software enhancements to the database have been completed or are in progress. These
enhancements include the addition of modules for age verification, premises identification, radio
frequency identification, animal movements and sightings, group and lot identification, value -
added and zoning. Some of these enhancements will also support the identification and

traceability requirements of other sectors such as pigs.

The reporting of date of birth information is a voluntary, industry driven initiative, which
became available to producers in March 2005, and facilitates capture of date of birth information

in those calves born after Janvary 1, 2004.

The livestock identification program has been further expanded to include mandatory
identification of sheep beginning January 1, 2004.
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Additional information regarding Canada’s national cattle identification program can be found
at: http://www.canadaid.com/index.shtml ' :

7/ Import Policies

The evaluation team was of the view that import policies should be subject to ongoing review to
address continued global risks and to ensure that products entering the country fully meet the
same stringent standards for health protection prescribed domestically.

The Canadian Food Inspection Agency has reviewed Canada’s BSE import policies and on the
basis of this review is proposing regulatory amendments. The proposed amendments are fully
consistent with the World Organization of Animal Health (OIE) and with the substance of the
North American BSE import standard agreed to by officials from Canada, Mexico and the
United States. The proposed draft BSE import policy for bovine animals and their productss and
an accompanying consultation paperr have been broadly distributed to stakeholders with an
invitation to provide comments on the proposed policy revisions.

8/ Export
In accordance with its responsibilities as recommended by the World Organization for Animal
Health (OIE), the Government of Canada suspended the export certification of meat and bone

meal immediately following the detection of BSE in May 2003.

The Meat Inspection Act prohibits the exportation of meat products unless they are certified by
the Canadian Food Inspection Agency that they meet the requirements of the importing country.
As a minimum standard, all meat products destined for export must at least comply with
Canadian domestic standards, which prohibits SRM from the human food supply.

The Healih of Animals Act prohibits the exportation of live ruminant animals unless certified by
the Canadian Food Inspection Agency that the animal meets the conditions prescribed by the
importing country.

9/ Education
The evaluation team emphasized the critical need for ongoing education and awareness, at all

levels of the industry, to ensure compliance with BSE controls is maintained. The Canadian
Food Inspection Agency, other federal and provincial government departments and industry
stakeholders have ongoing education and awareness activities to ensure that all stakeholders and
the general public are fully aware of the measures Canada has taken, or are proposing, to
mitigate the risk of BSE and to protect human and animal health, This includes risk
communication, extensive consultation and general public awareness activities to ensure that
there is a broad based understanding of the nature of BSE and the safety of consuiner products.
There is extensive nse of the internet as well as the local and national print media, 1 - 800 call
centres, and the commitment of the CFIA and other government departments and industry
leaders to providing factual, science based information diectly to interested parties through
public meetings etc. In addition there have training sessions targeting veterinarians, livestock
owners, anction market and abattoir workers and inspection staff. The activities of government
is further angmented by the involvement of both national and regional industry groups which
provide an active forum for the dissemination of information to their memberships.
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10/ Future Case Investigations -

Consistent with the recommendations of the evaluation team, in all future case investigations
Canada has adopted the World Organization for Animal Health (OIE) culling policy, as
described in the OIE Terrestrial Animal Health Code, BSE Chapter.

11/ Enforcement (control of implementation) : _

In concert with Canada’s announcement to require the removal of SRM from the food chain, to
enhance surveillance and enhance animal identification, the Canadian Food Inspection Agency
(CFIA) developed a Results Based Management Accountability Framework (RMAF) for BSE
programming. The RMAF includes performance indicator that speak not only to activities (e.g.
number of inspections, samples collected, etc.) but also their impacts (e.g. CFIA interventions
which achieved or improved the level of compliance). Implicit within the RMAF is the
development of compliance and enforcement strategies that guide CFIA inspectors in the
systemic and on-site measurement of compliance to the new requirements and their response to
non-compliance situations.

12/ Infrastructure

Canada recognizes the importance of a good veterinary infrastructure in support of diagnostic

capability, surveillance and policy considerations. Canada is committed to maintaining the
“current infrastructure and has expanded capacity in the area of laboratory diagnostics,

surveillance, and regulatory enforcement.

While Canada’s veterinary infrastructure was able to respond to the challenges presented by the
May 2003 diagnosis of BSE the response did require significant reallocation of resources. As
noted by the international team, enhancements were needed to ensure that the efforts against
BSE could be sustained without compromising other animal health priorities. In recognition of
this, the Government of Canada has approved the allocation of more that $120 million over five
years to the CFIA’s budget to enable hiring of additional staff for BSE related activities,
including verification of SRM removal and disposition, surveillance, animal identification and

export certification.

References:

1 Regulations amending the Food and Drug Regulations (1389 - Specified Risk Material), J uly 24, 2003,
http:// www.hc-sc.ge.caffood-aliment/friia-raaii/food_drugs -aliments_drogues/part -partie_11/e_1389.html .

2 Regulations amending the Health of Animal Regulations (SOR/2003-264), August 13, 2003.
hutp://www.inspection.ge.cafen glishfreg/approe. shtml

3 Meat Hygiene Directive (2003-18), effective from July 24, 2003.
hltp:l/www.inspcction.gc.calenglishlanima/meavia/mnlopmmlw/dirccUZOOBIdireclI8(3.shlml

4 Meat Hygiene Manual of Procedures ‘
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5 Regulations amending certain regulations administered and enforced by the Canadian Food Inspection Agency
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