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Introduction:

TAFS was founded in response to the world-wide crisis in the late 1990s that followed the
confirmation that the outbreak of BSE in the U.K. had given rise to disease in humans. The
scientific understanding of all TSE diseases and their prion basis was in a state of high
uncertainty at the time, and continues to be so. Especially uncertain was the relationship
between animal prion diseases, such as BSE, scrapie and CWD, and similar prion diseases
(CJD) in human beings. Because of well-founded concerns about the potential risk that the
BSE outbreak posed to human health, and because of the significant gaps in the scientific
understanding of the diseases and the links between them, TAFS brought together leading
scientists, government and industry food safety experts, and others skilled in risk assessment,
management and communication, with the objective of providing science-based, but
precautionary recommendations to governments and industry for the protection of animal and
human health, where such advice was deemed necessary. Reassessment of existing risk
management measures was key to the debate, as was the clarification of issues for those that
remained confused by the multiple conflicting messages arising from political, scientific and
media sources.

TAFS thus set about achieving several objectives, among which were the following:

1) To review the best and most current science relating to prion diseases and assess their
implications for health risk,

2) To advise risk managers and the public on the most reasonable means of managing the
diseases and the risks to human health while the gaps in scientific understanding were
being filled in,

3) To identify the gaps in the scientific understanding of TSE’s and propose areas of
scientific research.

TAFS met these objectives through regular scientific meetings and conferences, the
dissemination of position papers, and other means. As an independent scientific organization,
TAFS was in a position to raise questions about food safety that, if raised by others, could
result in unwarranted fears and/or severe economic repercussions in the food industry. TAFS
was active in supporting precautionary measures that were previously controversial, but
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which in retrospect have largely been judged to have been effective risk reduction measures.
There have been other measures which have been debated as not necessary, however these
were the most reasonable courses of action at the time.

Since the BSE crisis has abated, TAFS has expanded its scope to other transmissible animal
diseases that are of concern to human health. It is particularly concerned with how to manage
potential serious zoonotic diseases, like BSE, where lack of scientific certainty appears to
compromise understanding of routes of exposure, and the willingness and ability of
authorities to implement formal control plans. TAFS™ major objective is to adopt socially
responsible, but scientifically founded, risk management options that can be taken to prevent
infections in animal as well as protect public health. MAP is one particular organism where
precautionary action appears appropriate. By recognizing the gradual accumulation of
evidence, and acknowledging the possibility of a future confirmation of a link between MAP
and human health, it aims both to minimize risk to consumers and to prevent a food related
crisis before it arises.

Background:

Paratuberculosis (pTB?) is an animal disease that fits the profile outlined above. pTB has
emerged as a common and economically significant infectious disease of food producing
animals.  Scientific evidence indicates that the cause of pTB, Mycobacterium avium
subspecies paratuberculosis (MAP)? is spilling out of its natural host, ruminants, and into the
environment and the food chain and thus resulting in exposure of humans. In humans, MAP
has been associated with diseases such as inflammatory bowel disease (IBD) and type 1
diabetes mellitus (TLDM), but the extent to which MAP is a contributing factor, or cause, of
any human disease remains unknown and is the subject of continuing scientific research.

The purpose of this position paper is to provide recommendations for risk management
(mitigation) strategies that will serve to:

a) improve animal health and welfare;

b) promote sustainable agriculture;

c) lessen the burden of MAP in the food chain and consequent exposure of humans to MAP,
as a precaution in case MAP is proven to be a human pathogen.

Principles:

¢+ This document is a response to what TAFS considers as an important issue requiring
Imminent measures;

¢+ The measures proposed are consistent with supporting a sustainable agriculture since
interventions to control MAP will offer a long-term improvement in animal health and
welfare as well as production profitability and sustainability;

¢+ The measures proposed are based on the principle of placing as many cost-effective
hurdles between the sources of MAP and consumers as economically feasible.

! pTB: paratuberculosis, also known as Johne’s disease.
2 MAP: Mycobacterium avium subspecies paratuberculosis

2
TAFS



Facts upon which this risk management plan is based:

X/
L X4

X/
L X4

X/
L X4

MAP is an obligate animal pathogen, i.e., it is not able to replicate itself to any
significant extent outside its host;

The primary reservoir of MAP is infected domestic ruminants that serve as sources of
food for humans.

The prevalence of pTB at the animal and herd level® has increased wherever it has
been studied in detail (USA based on USDA-APHIS-VS surveys) and is having a
negative impact on agriculture.

Assumptions:
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Foods of animal origin, (e.g. milk and meat) are sources of MAP. MAP contaminated
water, or fruits and vegetables exposed to such water, may also be sources of MAP
exposure of humans;

The implementation of on-farm pTB control* measures will result in lower MAP
levels (bioburden) in raw food products such as meat and milk and contamination of
the environment;

On-farm pTB control measures are needed to help achieve sustainable dairy and beef
farming because pTB decreases productivity and longevity of animals.

On-farm pTB control measures serve also to control transmission of other fecal-oral
transmitted pathogens;

Existing food processing and manufacturing practices significantly decrease the level
of viable MAP in food products; although surveys of food products, as well as
laboratory studies simulating commercial milk processes, seem to indicate that
sometimes survival is possible.

Uncertainties:

7
°e

The role of MAP in human disease is at this time a matter of scientific uncertainty,
and this document should not be construed as implying that it has been established as
the cause of any human disease;

The routes by which humans are exposed to MAP, including non-food routes, are not
known in their entirety and the relative importance of different exposure routes is also
unknown;

In case MAP is confirmed to be a human pathogen, the risk posed by organisms
surviving the processing, if any, can at this stage not be evaluated as the minimal
infectious dose of MAP is currently not known.

Risk management measures at the international level

The World Animal Health Organization (OIE) should update recommendations regarding
pTB testing in relation to trade in livestock. Countries basing animal trade on herd-level tests
for pTB should not be considered excessively restrictive, in comparison with those relying on
single animal testing. There is also a need to facilitate the evaluation and standardization of
tests to be used both for trade and herd management purposes. In order to ensure consistency

% Herd: a population of animals; synonymous with flock for sheep.

* Control: lower infection prevalence to acceptable levels.
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of approach, there is also a need for guidance on the action to be taken in the face of positive
test results.

Risk management measures at the national or regional level

1. Education programs or literature targeted to producers and veterinarians or other
professional farm advisors should be offered on a regular basis by multiple methods,
e.g. face-to-face courses, print and electronic-based materials. Educational materials
should include the biology of pTB as well as the rules and regulations regarding
national or regional pTB programs, and convey the understanding that effective pTB
control takes many years;

2. Laboratory quality assurance programs should be maintained to ensure the integrity of
the pTB testing programs;

3. A system for certifying herds as low risk for MAP infection should be established
along with a mechanism for informing buyers of the availability of animals from such
low risk herds.

Risk management measures at the herd level

1. Veterinarians or other farm advisors specifically trained with respect to the biology
and control of MAP should perform an on-farm situation analysis and recommend
changes to management practices, consistent with local conditions and animal
husbandry practices, which limit opportunities for MAP transmission among animals
and bring the producer in line with improved farming practices.
The following management strategies are essential to control MAP infection:

a. Birthing of animals in clean facilities.

b. Hygienic collection of colostrum if fed to newborns manually; colostrum
should be obtained from pTB test-negative animals; pooling of colostrum
should be avoided.

c. Ensuring that milk, feed and water supplied to young livestock are clean (i.e.
free of manure contamination); ideally only pasteurized milk, such as milk
replacer, should be fed to neonates until weaning;

2. A regular herd testing program should be implemented, using validated diagnostic
tests in competent laboratories, when prescribed by a herd veterinarian or farm
advisor, or where such testing is mandatory under local regulations. The testing
program should be applied at least once per year to every adult animal in the herd.
The tests do not need to be applied to every animal in the herd simultaneously.
Rather, they can be applied to each animal at a particular stage in its production cycle,
e.g., two weeks after giving birth. The testing program must be accompanied by a
written plan of action developed in consultation with a herd veterinarian or farm
advisor consistent with the farm situation analysis; and:

a. Herd replacements or additions should come from low risk herds (see national
risk management measures);

b. Animals diagnosed with pTB by a veterinarian should be excluded from the
herd as quickly as possible;

TAFS



Risk management measures at the food processor level

1. Ideally and where feasible, milk and animals for meat should be sourced from herds of
lowest possible risk for MAP infection.

2. Pasteurization of all milk for human consumption, including milk to be used for
cheese, should continue;

3. Hyagienic practices directed at limiting fecal contamination of raw foods should
continue to be strengthened and promoted.
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