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A Note About This Presentation

« General overview of a proposed rule to make changes to the National
Scrapie Eradication Program.

« Thereis additional information on various topics in the “Notes”
section underneath the slides.

 For brevity, the list of proposed changes in this presentation includes
only the major proposed changes and is not comprehensive. Read the
entire proposed rule to review all proposed changes as well as APHIS’
reasons for the proposed changes.


Presenter
Presentation Notes
This presentation provides a general overview of a proposed rule to make changes to the National Scrapie Eradication Program.  Each slide has a notes section under the slide that provides additional information.

The proposed rule has numerous changes, from substantive to minor.  This presentation covers the proposed changes that we believe will have the greatest impact on States and industry, including individual producers.   Interested stakeholders are encouraged to review all proposed changes and APHIS’ reasons for the proposed changes in the proposed rule.


USDA
i

United States Department of Agriculture

Introduction

On September 10, 2015 APHIS published a proposed rule in the
Federal Register.

The proposed rule would make changes to the regulations for the
National Scrapie Eradication Program that will help the U.S. achieve
scrapie freedom.

APHIS is seeking comments on the proposed rule through November
9, 2015. Comments can be submitted online or by mail.

APHIS is also seeking comments on the draft National Scrapie
Program Standards, Vol. 1 through November 9, 2015. The draft
includes the web content referenced in the proposed rule and has
been revised to be consistent with the proposed rule.
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Get a Copy

« A copy of the rule may be obtained by
— Webpage http://www.regulations.gov/#!docketDetail;D=APHIS-2007-0127
— Public reading room

— Dr. Diane Sutton, USDA APHIS Veterinary Services - diane.l.sutton@aphis.usda.gov,

(301) 851-3509 or Dr. Alan Huddleston — alan.r.huddleston@aphis.usda.gov, (301) 851-
3497

« A copy of the draft revised National Scrapie Program Standards, Vol. 1
which incorporates the material that the proposed rule indicates will
be posted on the web along with an extract of this material may be
obtained at:

— http://Iwww.regulations.qgov/#!docketDetail;D=APHIS-2007-0127
— http://www.aphis.usda.gov/animal-health/scrapie

— Dr. Diane Sutton, USDA APHIS Veterinary Services - diane.l.sutton@aphis.usda.qgov,

(301) 851-3509 or Dr. Alan Huddleston — alan.r.huddleston@aphis.usda.gov, (301) 851-
3497



Presenter
Presentation Notes
You may submit comments by either of the following methods:
Federal eRulemaking Portal:  Go to http://www.regulations.gov/#!docketDetail;D=APHIS-2007-0127 .
Postal Mail/Commercial Delivery:  Send your comment to Docket No. APHIS-2007-0127, Regulatory Analysis and Development, PPD, APHIS, Station 3A-03.8, 4700 River Road Unit 118, Riverdale, MD 20737-1238.

http://www.regulations.gov/%23!docketDetail;D=APHIS-2007-0127
mailto:diane.l.sutton@aphis.usda.gov
mailto:alan.r.huddleston@aphis.usda.gov
http://www.aphis.usda.gov/animal-health/scrapie
http://www.aphis.usda.gov/animal-health/scrapie
mailto:diane.l.sutton@aphis.usda.gov
mailto:alan.r.huddleston@aphis.usda.gov
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Comment on the Proposed Rule or
Program Standards

« Comments can be made by

— Federal eRulemaking Portal: http://www.requlations.gov/#!docketDetail;D=APHIS-
2007-0127.

— Postal Mail/Commercial Delivery. Send your comment to Docket No. APHIS-2007-
0127, Regulatory Analysis and Development, PPD, APHIS, Station 3A-03.8, 4700 River
Road Unit 118, Riverdale, MD 20737-1238.

e Please note: Dr. Sutton and Dr. Huddleston cannot take comments on
the proposed rule — comments must be submitted by the methods
described above.


http://www.regulations.gov/%23!docketDetail;D=APHIS-2007-0127
http://www.regulations.gov/%23!docketDetail;D=APHIS-2007-0127
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Commenting on the Proposed Rule

One item APHIS particularly seeks comments on is the effectiveness of 9 CFR
79.2(a)(3), which allows certain livestock facilities to apply official ID on
unidentified animals on behalf of the owner. Should this be continued,

removed, or amended?
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What is Scrapie?

 Degenerative and eventually fatal prion disease
affecting the central nervous system of sheep
and goats.

e Scrapie infected animals appear normal for
several years before they develop signs and die

* First described over 250 years ago in Europe

e First case in the U.S. In 1947
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Why Eradicate Scrapie?

e Economic Reasons

— $10-20 million lost annually due to the presence of
scrapie in this country
» Loss of trade opportunities
* Loss of productivity
» Increased carcass disposal costs

 Public Health

— World Health Organization (WHO) recommends
elimination of all transmissible spongiform
encephalopathies from food producing animals
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Presenter
Presentation Notes
Through the hard work of the Industry, States and APHIS we have gone from 1 scrapie infected cull sheep in 500 in 2002 to less than 1 in 34,000 in FY 2015 (adjusted for face color).
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Infected and Source Flocks
New Statuses by Year - Fiscal Years 1997 to 2015*
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* As of August 31, 2015.


Presenter
Presentation Notes
The number of infected and source flocks has declined steadily since the peak in FY 2005 with only four infected or source flocks (including a goat herd) identified in FY 2015 as of August 31, 2015.
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Percent of RSSS Sheep Samples that Tested Positive

for Classical Scrapie - Weighted by Face Color
Fiscal Years 2003 to 2015*
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* As of July 31, 2015. Adjusted to exclude multiple positive animals from the same flock. Does
not include Nor98-like scrapie cases found through RSSS (2 in FY 2007, 1 in FY 2008, 4 in FY
2010, 1in FY 2011).


Presenter
Presentation Notes
At the end of FY 2014, the percent of cull sheep found positive at slaughter and adjusted for face color* was 0.018 percent and is currently at 0.003 percent for FY 2015 as of July 31.  This measure has decreased by 84 percent compared to FY 2014 and by 98 percent compared to FY 2003. 




*The weighted face color constants incorporate face color distributions in the US sheep population, as estimated by APHIS, Veterinary Services, National Surveillance Unit based on and reported in the NAHMS 2001 Sheep study and the NAHMS 2011 Sheep study.

For FY 2003 through FY 2010, the weighted face color constants were based on the data collected in the NAHMS 2001 Sheep study: 
Black-faced (BF) = 0.111; Mottled-faced (MF) = 0.166; and White-faced-Other* (WF) = 0.723.
The percent positive = 0.111(# positive BF/# valid BF samples) + 0.166(# positive MF/# valid MF samples) + 0.723(# positive WF/#valid WF samples).

For FY 2011 forward, the weighted face color constants were based on the data collected in the NAHMS 2011 Sheep study:
BF = 0.146; MF = 0.082; and WF-Other* = 0.773.
The percent positive = 0.146(# positive BF/# valid BF samples) + 0.082(# positive MF/# valid MF samples) + 0.773(# positive WF-Other/#valid WF-Other samples).

* Starting in FY 2011, the National Scrapie Database was updated to separate out red-faced sheep, gray-faced sheep, and “other” sheep.
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Guiding Principles of the Current Regulations
and Proposed Rule

 Trace back and trace forward
 Flock and animal risk level
« Testing has limits to its practical utility

» Genetic resistance and susceptibility


Presenter
Presentation Notes
Our current scrapie regulations and our proposed changes are guided by four principles.

Trace back
APHIS or the State traces back the past movements of a scrapie positive animal to identify other animals and flocks that may have been exposed to it.
Trace forward
When it is determined that an exposed sheep or goat has left an infected or source flock, APHIS or the State will investigate the movements of the animal to locate it for genetic testing and if susceptible scrapie testing and to identify other animals and flocks that may have been exposed to scrapie through
Lambing of the potentially infected animal; or
Contact with the lambing area of the potentially infected animal.
Flock risk level
Considers the likelihood that a flock is infected based on exposure to a scrapie infected or exposed animal and the genetics of the animals involved.
Testing has limits to its practical utility
Currently there is not live animal test that is sensitive enough to make it practical to test every animal in an infected/source or exposed flock and only remove the positive animals. Therefore, we define animals in such flocks based on exposure risk and genetic susceptibility and in most cases remove the susceptible exposed animals for postmortem testing. Live animal testing is used to determine flock status when the exposed animals are not available for testing.
Genetic resistance and susceptibility
Some sheep genotypes are less susceptible or resistant to classical scrapie.  When assigning risk to an exposed sheep we take this in to account so that genetically less susceptible and genetically resistant sheep can be retained by the flock with minimal restrictions.  At this time there is insufficient scientific understanding of the association between goat genotypes and susceptibility, so all goats are considered genetically susceptible for regulatory purposes.
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What would the proposed rule do?

— Increase goat identification requirements to bring them in line
with those currently in place for sheep

— Update indemnity procedures
— Increase flexibility in investigations
— Adopt genetic-based flock management pilot

— Add flexibility for handling Nor98-like scrapie and other new
types of scrapie that may be identified

— Require States to meet surveillance minimums



Why do we need to increase ID
requirements for goats?
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Presenter
Presentation Notes
There have been 40 scrapie positive goats found on farm since 2002.  In November 2014, the first positive goat found through slaughter surveillance was identified. Based on the goats sampled at slaughter to date, the prevalence of scrapie in U.S. cull goats is 0.004 percent with an upper 95 percent confidence limit of 0.013 percent which is similar to the current prevalence in cull sheep.
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Increase Goat Identification Requirements

— Goat ID requirements would become similar to those for
sheep in interstate commerce

— Low risk commercial goat exemption would be removed

— No change in the consistent State requirements regarding
Identification of goats in intrastate commerce

— Impact
* Facilitate increased slaughter surveillance in goats
» Allow for better tracing of positive and exposed goats


Presenter
Presentation Notes
The first proposed changes we will discuss is goat identification requirements.  Currently we exempt certain classes of goats from official identification requirements in interstate commerce.  Meat and fiber goats that are not scrapie positive, suspect, high-risk, or exposed animals, are not registered or used for show, have not been commingled with sheep, and are not from a State determined to be at a higher risk for scrapie in goats are exempt from official identification in interstate commerce. We propose to make goat identification requirements the same as they currently are for sheep.  In doing so we would remove the low risk commercial goat exemption.

We would not change the Consistent State exemption for certain classes of goats moving in intrastate commerce.

To be a scrapie free country we must demonstrate scrapie freedom in both the sheep and goat populations.  Aligning goat identification requirements with sheep identification requirements will allow us to increase slaughter surveillance in goats and significantly improve traceability when we identify positive and exposed goats.

Note that some States already require official identification for goats upon change of ownership and/or when a goat leaves its flock of birth.
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Adopt Genetic-Based Flock Management

 Already in effect through a pilot project

 Reassigns risk level for genetically less susceptible and
genetically resistant sheep

e Impact
— Adopt the pilot project as a formal regulation

— Keeps the number of animals that need to be indemnified and destroyed in
infected/source and exposed flocks down

— Help keep affected producers in business


Presenter
Presentation Notes
A genetic-based approach to flock management has been in place through a pilot project for several years – the proposed change would formally adopt the approach in the scrapie regulations. This approach has reduced the number of animals that need to be indemnified and destroyed in infected, source and exposed flocks, has helped to keep affected producers in business and has reduced indemnity costs to taxpayers. 
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Update Indemnity

Change definition of “High-risk animal”

Female offspring or embryos of positive female animal
Suspect animals
Genetically susceptible female exposed animals

Others if designated by APHIS based on risk

Impact

Puts into regulation the policies currently implemented as part of a national
genetics based pilot program. Which allows the unrestricted movement of less
susceptible and resistant exposed animals, and decreases the number of

animals eligible for indemnity and costs to taxpayers

18


Presenter
Presentation Notes
We propose to make changes to our current indemnity regulation.  One proposed change is to update the definition of “High-risk animal.”  The proposed change is based on current scientific understanding of the disease.  Sheep with certain genotypes are now known to be less susceptible or resistant to classical scrapie.  Additionally, it appears that male sheep and goats pose a significantly lower risk of transmitting scrapie than female sheep and goats.  Our current definition of high-risk animal does not fully take these factors into consideration. We therefore propose to refine the definition of high-risk animal to: 
Female offspring or embryos of a positive female animal;
Suspect animals – or animals showing clinical signs of scrapie;
Genetically susceptible female exposed animals;
And others if they are designated by APHIS based on certain risk factors such as classical scrapie strain or recurrence of scrapie in a flock. 

This change puts into regulation the policies currently implemented as part of a national genetics based pilot program. The pilot and these changes save flock owners and the U.S. taxpayer money.  Flock owners with infected/source or exposed flocks would be able to keep more animals and removes restrictions on less susceptible and resistant exposed animals in interstate commerce, making it easier for them to stay in business.  Decreasing the number of animals eligible for indemnity reduces overall cost of the scrapie program.
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Increase Flexibility in Investigations

Give more consideration to individual flock epidemiology
determining flock and animal status

Place designation and redesignation guidance on the APHIS
Web page instead of the Code of Federal Regulations

Impact
— Better decisions based on knowledge of the individual flock
— Updates to the guidance easier and faster


Presenter
Presentation Notes
We propose to increase flexibility for management of flock investigations.

The proposed changes gives more flexibility in determining flock and animal status.  We also propose to remove the guidance on making these determinations from the regulations and place them instead on the APHIS Web page as part of the program standards.  This would allow us to make updates to the guidance quicker when there is new scientific information or when clarification is required.
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Increased Flexibility

 Gives the APHIS Administrator authority to determine whether
and how to regulated non-classical forms of scrapie such as
Nor98-like scrapie and the ability to adjust the program based
on new scientific information.

 [Impact
— Adopt an existing pilot project for Nor98-like (atypical) scrapie
— Flexibility to regulate scrapie types differently if warranted by scientific
evidence


Presenter
Presentation Notes
We propose to make explicit that APHIS has the authority to determine what constitutes regulated scrapie.  In 2002 Norwegian scientists reported that they had identified an atypical form of scrapie that appeared to be rare and sporadic, similar to Creudjfeldt-Jacob Disease in humans.  The U.S. has since identified a small number of atypical scrapie cases, referred to in this country as Nor98-like scrapie. Current scientific evidence suggests Nor98-like scrapie is either not transmissible under natural conditions or transmissible at a level were it would not be sustained in the population through lateral transmission.  

In 2009, the World Animal Health Organization (OIE) recognized Nor98-like scrapie as a separate disease from classical scrapie because of differences in laboratory findings, transmissibility, and distribution.  This determination means that Nor98-like scrapie is not a reportable disease to OIE, and should be of no trade concern.

We therefore started a pilot program that no longer requires the depopulation or movement restrictions of Nor98-like scrapie exposed sheep and goats. This proposed change would adopt this pilot program and give APHIS the flexibility to regulate scrapie types if warranted by evolving scientific evidence.
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Use of Tattoos & Implants

Limit the use of tattoos and implants (EIDs) as the only official
ID to animals

— Not in slaughter channels

— Not moving through concentration points where change of ownership
occurs (does not include seedstock sales were there is a transfer of
registration certificates)

Ear tag as second official ID when tattooed animals are moved
through concentration points

— Placed in the ear
— For earless animals placed around the neck on a durable neck strap

Impact
— Improved traceability


Presenter
Presentation Notes
To improve traceability, we propose to limit the use of tattoos and electronic implants as the only official ID to animals that are not in slaughter channels and are not moving through concentration points where transfer of ownership may occur.  Animals in slaughter channels would include all animals sent directly to slaughter (including a custom exempt facility and to an individual for personal slaughter), or indirectly to slaughter through a restricted animal sale, restricted livestock facility or a terminal feedlot.

Such animals must be officially identified with a second official ID, usually an official ear tag either placed in the ear or in the case of earless animal placed around the animal’s neck with a durable neck strap.

Registered animals that are not moving for sale (such as a show) or are accompanied by a completed application for transfer of registration do not require a second official ID

If using a flock ID tattoo the animal must be accompanied by an owner’s statement or if required for the movement a certificate of veterinary inspection

For implants:
accompanied by an implant reader and by an owner’s statement or if required for the movement a certificate of veterinary inspection
Tattooed with “E” ear or “ET” tail indicating the location of the implant
If not registered also tattooed with the flock ID
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Recordkeeping Requirements

o Simplify
— Consolidate existing recordkeeping language
— Clarify who is responsible for maintaining records
— Clarify information to be kept in records

 Remove

— Requirement in many cases to read and record individual identification applied
before a new owner or shipper receives the animal

« Add

— Requirement for an owner/hauler statement for animals in slaughter channels

 Impact
— Increased efficiency in identification and recordkeeping compliance
— Improved traceability


Presenter
Presentation Notes
Our goal in the proposed rule is to increase efficiency in identification and recordkeeping compliance, which will lead to improved traceability.  Currently, the description of recordkeeping requirements is dispersed in several locations in the regulations, including certain definitions, paragraphs (c) and (f) through (h) of 9 CFR § 54.8, and in paragraphs (b) through (d) of 9 CFR § 79.2. To aid clarity, we propose to consolidate and replace the existing recordkeeping language with two new paragraphs addressing recordkeeping requirements in § 79.2. We also propose to add three new paragraphs dealing with removal, loss, and replacement of official identification devices, and situations where use of more than one official ear tag may be allowed.  This language would be added to be consistent with APHIS official identification requirements in 9 CFR part 86, also known as the animal traceability rule.

Finally, the proposed rule would reduce some recordkeeping primarily by eliminating the requirement in many cases to read and record individual identification that was applied before a new owner or shipper receives the animal.
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Simplify Language

Clarify definitions and language found confusing

Make terminology and citations consistent throughout the
regulations

23


Presenter
Presentation Notes
States and members of the public have commented that several definitions and sections of the scrapie regulations are difficult to understand.  We propose several changes in the regulations aimed at clarifying the definitions and confusing areas.  We also propose changes that will make terminology and citations consistent throughout the regulations.
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Survelllance Minimums for Consistent States

 Require States to meet annual sheep and goat sampling
minimums to maintain Consistent State status

« Based on population determined by the USDA National
Agriculture Statistical Service (NASS)

« Determined by APHIS every year and distributed to States by
March 31

e Impact
— Ensure samples are representative of the entire United States
— Increase samples obtained on farm


Presenter
Presentation Notes
In order to find the last remaining cases of scrapie and to demonstrate to the world that we are scrapie free, we must do adequate sampling of the sheep and goat populations.  Adequate sampling includes representation from all parts of the country.  We propose to add a requirement in 9 CFR 79.6, Standards for States to qualify as Consistent States, that each State must meet an annual sampling minimum for both sheep and goats.  The sampling minimums are based on population determined by the USDA National Agriculture Statistical Service’s annual Sheep and Goat Report and the most recent Census of Agriculture.

We calculate the minimums every year, and provide them to the States 6 months before the start of the next Federal fiscal year – or March 31, 2015 for input.

The States have been encouraged to follow this requirement through policy since 2009.  In the last Fiscal Year, over 75% of States met or exceeded their annual sheep sampling minimums, and over 80% met their goat sampling minimum.
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Get a Copy

« A copy of the rule may be obtained by

— Webpage http://www.regulations.gov/#!docketDetail;D=APHIS-2007-0127
— Public reading room

— Dr. Diane Sutton, USDA APHIS Veterinary Services - diane.l.sutton@aphis.usda.gov,

(301) 851-3509 or Dr. Alan Huddleston — alan.r.huddleston@aphis.usda.gov, (301) 851-
3497

« A copy of the draft revised National Scrapie Program Standards, Vol. 1
which incorporates the material that the proposed rule indicates will
be posted on the web and an extract of this material may be obtained
at:

— http://Iwww.regulations.qgov/#!docketDetail; D=APHIS-2007-0127
— http://www.aphis.usda.gov/animal-health/scrapie

— Dr. Diane Sutton, USDA APHIS Veterinary Services - diane.l.sutton@aphis.usda.gov,

(301) 851-3509 or Dr. Alan Huddleston — alan.r.huddleston@aphis.usda.gov, (301) 851-
3497
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Presenter
Presentation Notes
Remember, this is an overview of the major proposed changes in the rule.  To review the proposed rule in full you may obtain an electronic copy on the Internet or you may review a print copy in the reading room.  You may also request an electronic version from Dr. Sutton or Dr. Huddleston.

http://www.regulations.gov/%23!docketDetail;D=APHIS-2007-0127
mailto:diane.l.sutton@aphis.usda.gov
mailto:alan.r.huddleston@aphis.usda.gov
http://www.aphis.usda.gov/animal-health/scrapie
http://www.aphis.usda.gov/animal-health/scrapie
mailto:diane.l.sutton@aphis.usda.gov
mailto:alan.r.huddleston@aphis.usda.gov
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