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Note: This document replaces the June 2, 2005 Scrapie Eradication Uniform Methods and Rules
(UMR). Any State law or regulations that incorporate the Scrapie UMR now reference this
document unless the State law or regulations specifically indicate otherwise.
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that it is epidemiologically linked to a scrapie-positive RR or AA QR sheep or to a scrapie
type to which the Administrator has determined AA QR sheep are not less susceptible; or

2. An exposed sheep or sheep embryo of genotype AV QR, unless the Administrator determines
that it is epidemiologically linked to a scrapie-positive RR or QR sheep, to a flock that the
Administrator has determined may be affected by valine-associated scrapie (based on an
evaluation of the genotypes of the scrapie-positive animals linked to the flock), or to another
scrapie type to which the Administrator has determined AV QR sheep are not less
susceptible; or

3. An exposed sheep or sheep embryo of a genotype that has been exposed to a scrapie type to
which the Administrator has determined that genotype is less susceptible.

In this definition R or Q refers to codon 171 and A or V refers to codon 136, and QQ represents
any genotype other than R at codon 171 and V represents any genotype other than A at codon
136.

Genetically resistant exposed sheep

Any exposed sheep or sheep embryo of genotype RR, unless the Administrator determines it is
epidemiologically linked to a scrapie-positive RR sheep or to a scrapie type to which RR sheep
are not resistant.

Genetically susceptible animal

Any goat or goat embryo, sheep or sheep embryo of a genotype other than RR or QR, where Q
represents any genotype other than R at codon 171 or sheep or sheep embryo of undetermined
genotype.

Genetically susceptible exposed animal

Excluding low-risk exposed animals, any exposed animal or embryo that is also:

1. A genetically susceptible animal;

2. A sheep or sheep embryo of genotype AV QR that the Administrator determines is
epidemiologically linked to a scrapie-positive RR or QR sheep, to a flock that the
Administrator has determined may be affected by valine-associated scrapie (based on an
evaluation of the genotypes of the scrapie-positive animals linked to the flock), or to a
scrapie type to which AV QR sheep are susceptible;

3. A sheep or sheep embryo of genotype AA QR the Administrator determines is
epidemiologically linked to a scrapie-positive RR or AA QR sheep or to a scrapie type to
which AA QR sheep are susceptible; or

4. A sheep or sheep embryo of genotype RR the Administrator determines is epidemiologically
linked to a scrapie-positive RR sheep or to a scrapie type to which RR sheep are susceptible.

In this definition R or Q refers to codon 171 and A or V refers to codon 136, and QQ represents
any genotype other than R at codon 171 and V represents any genotype other than A at codon
136.

Note: AV QR sheep or sheep embryos epidemiologically linked to a positive animal for which
the 136 codon type either cannot be determined or is unavailable at the time of depopulation may
also be removed with the concurrence of the owner.
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Genotypes of sheep

Two locations on DNA that code for prion protein are particularly important for classical scrapie
susceptibility: Codons 136 and 171. Codon 136 may code for the amino acids alanine (A) or
valine (V), and rarely threonine (T). Codon 171 may code for the amino acids arginine (R),
glutamine (Q), histidine (H), or lysine (K). For the purposes of these standards, H, K, or any
amino acid other than R at codon 171 will be treated as equivalent to Q at codon 171 and T or
any amino acid other than A at codon 136 will be treated as V. Sheep that are VV or AV at
codon 136 and RR at codon 171 are very rare and have not been identified in the United States.

QQ sheep
Any sheep that has tested QQ, QK, QH, HK, KK, or HH at codon 171 on an official
genotype test. APHIS may require confirmatory testing before designating a sheep as QQ.

QR sheep
Any sheep that has tested QR, KR, or HR at codon 171 on an official genotype test. APHIS
may require confirmatory testing before designating a sheep as QR.

RR sheep
Any sheep that has tested RR at codon 171 on an official genotype test. APHIS may require
confirmatory testing before designating a sheep as RR.

AA sheep
Any sheep that has tested AA at codon 136 on an official genotype test. APHIS may require
confirmatory testing before designating a sheep as AA.

AY sheep
Any sheep that has tested AV or AT at codon 136 on an official genotype test. APHIS may
require confirmatory testing before designating a sheep as AV.

VYV sheep
Any sheep that has tested VV, VT, or TT at codon 136 on an official genotype test. APHIS
may require confirmatory testing before designating a sheep as VV.

AA QQ sheep

Any sheep that has tested QQ, QK, QH, HK, KK, or HH at codon 171 and AA at codon 136
on an official genotype test. APHIS may require confirmatory testing before designating a
sheep as AA QQ.

AV QQ sheep

Any sheep that has tested QQ, QK, QH, HK, KK, or HH at codon 171 and AV or AT at
codon 136 on an official genotype test. APHIS may require confirmatory testing before
designating a sheep as AV QQ.

VV QQ sheep
Any sheep that has tested QQ, QK, QH, HK, KK, or HH at codon 171 and VV, VT, or TT at
codon 136 on an official genotype test. APHIS may require confirmatory testing before
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Low-risk exposed animal

Any exposed animal to which the Administrator has determined one or more of the following

applies:

1. The positive animal that was the source of exposure was not born in the flock and did not
lamb in the flock or in an enclosure where the exposed animal resided;

2. The Administrator and SAHO concur that the animal is unlikely to be infected due to factors

such as, but not limited to, where the animal resided or the time period the animal resided in

the flock;

The exposed animal is male and was not born in an infected or source flock;

The exposed animal is a castrated male;

5. The exposed animal is an embryo of a genetically resistant exposed sheep or a genetically
less susceptible exposed sheep unless placed in a recipient that was a genetically susceptible
exposed animal; or,

6. The animal was exposed to a scrapie type and/or is of a genotype that the Administrator has
determined poses a low risk of scrapie transmission.

Note: The Administrator has determined that Nor98-like scrapie poses a low risk of scrapie

transmission.

B w

Male animal
A sexually intact male sheep or goat.

Mortgage
Any mortgage, lien, or other security or beneficial interest held by any person other than the one
claiming indemnity.

National Scrapie Database (NSD)

A database designated by the Administrator in which APHIS and State animal health agencies
cooperatively enter data concerning scrapie outbreaks, flocks, and premises affected by scrapie,
individual animal identification and premises identification data, and other data to support the
Scrapie Eradication Program and the Scrapie Flock Certification Program.

Note: the designated database was comprised of the following applications: SCS SCR, VSLS,
MIM, EMRS, and the scrapie program utility of AIMS at time of publication.

National Scrapie Eradication Program (NSEP)
The cooperative State-Federal-industry program administered by APHIS and Consistent States to
control and eradicate scrapie. The NSEP is also referred to in these standards as the “Program”.

National Scrapie Eradication Program Standards (NSEPS)
Volume | of the Scrapie Program Standards, NSEPS is the set of cooperative procedures and
standards adopted by APHIS and Consistent States for eradicating scrapie.

National Veterinary Services Laboratories (NVSL)
The APHIS National Veterinary Services Laboratories and their cooperating and contract
laboratories.
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Official identification number

A nationally unique number that is permanently associated with an animal or group of animals
and adheres to one of the following systems:

1. National Uniform Eartagging System (NUES) (for sheep and goats this is the State postal
abbreviation followed by two alphanumeric characters and four digits);

Animal identification number (AIN);

Location-based number system;

Flock-based number system; or

Any other numbering system approved by the Administrator for the official identification of
animals.

Note: Official identification numbers for sheep and goats are limited to those distributed through
the Scrapie Program application in AIMS or its predecessor TAGMAN, flock 1D production
number tattoos, and grandfathered non-840 RFID implants.

Wk WD

Official test
Any test for the diagnosis of scrapie in a live or dead animal approved by the Administrator for
that use and conducted either at an approved laboratory or at NVSL.

Officially identified
Identified by means of an official identification device or method approved by the Administrator
for use in sheep and goats in accordance with 9 CFR 79.2 (k) or 9 CFR 79.2(a)(2) respectively.

Owner
A person, partnership, company, corporation, or any other legal entity that has legal or rightful
title to animals, whether or not they are subject to a mortgage.

Owner/hauler statement

A signed written statement by the owner or hauler that includes:

1. The name, address, and phone number of the owner and, if different, the hauler;

2. The date the animals were moved;

3. The flock identification number or PIN assigned to the flock or premises of the animals;

4. If moving individually unidentified animals, the group/lot identification number and any
information required to officially identify the animals;
The number of animals;

6. The species, breed, and class of animals. If breed is unknown, for sheep the face color and
for goats the type (milk, fiber, or meat) must be recorded instead; and

7. The name and address of point of origin, if different from the owner’s address, and the
destination.

An existing document that includes the same information that is signed by the owner or the

hauler meets this definition.

Permit

An official document issued in connection with the interstate movement of animals (VS Form 1-
27 or a State form that contains the same information) by an APHIS representative, State
representative, or an accredited veterinarian authorized to sign such permits. A new permit is
required for each change in destination for an animal. A permit lists the owner’s name and
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address; points of origin and destination; number of animals covered; purpose of the movement;
whether the animals are from an exposed flock, flock under investigation, noncompliant,
infected, or source flock; whether the animal is a high-risk, exposed, scrapie-positive, or scrapie
suspect animal; transportation vehicle license number or other identification number; and seal
number (if a seal is used). A permit also lists all official identifications on the animals covered.
Official identifications may include: The eartag number; a registered breed association’s
registration tattoo, brand, or number; a USDA backtag (when applied serially, only the beginning
and ending numbers need to be recorded); or any other form of official identification present on
the animal.

Person
An individual, partnership, company, corporation, or any other legal entity.

Person number

A unique number assigned to an accredited veterinarian, a person authorized to redistribute tags,
or an APHIS or State representative recorded in the NSD for tag allocation, data entry in VSLS,
and identification on documents such as test charts.

Post-exposure management and monitoring plan (PEMMP)

A written agreement signed by the owner of a flock, any accredited veterinarian employed by the
owner, and a State or APHIS representative in which each participant agrees to undertake actions
specified in the agreement to reduce the risk of the occurrence of scrapie. The signers also agree
to monitor for the occurrence of scrapie in the flock for at least 5 years after the last high-risk or
scrapie-positive animal is removed or after the last exposure of the flock to a scrapie-positive
animal, unless the monitoring time is otherwise specified by a State or APHIS representative. As
part of a PEMMP, the flock owner must provide the facilities and personnel needed to carry out
the required elements listed in the plan. The plan must include the requirements in 9 CFR 54.8.

Premises
The ground, area, buildings, and equipment occupied by, or used for, one or more flocks of
animals.

Premises identification number (PIN)

A nationally unique number assigned by a State, Tribal, and/or Federal animal health authority to
a premises that is, in the judgment of the State, Tribal, and/or Federal animal health authority, a
geographically distinct location from other premises. The PIN may be used with a producer's
own livestock production numbering system to provide a nationally unique and herd-unique
identification number for an animal. It may be used as a component of a group/lot identification
number (GIN). APHIS may also maintain historical or State premises numbers and link them to
the PIN in records and databases. Such secondary or historical numbers are typically the State’s
2-letter postal abbreviation followed by a number assigned by the State.

Program
The cooperative State-Federal-industry program administered by APHIS and Consistent States to
control and eradicate scrapie.
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positive animal originated from the flock combined with the absence of records indicating that
the animal was purchased and added to the flock. If DNA from the animal was collected when
the animal resided in the flock of birth by an accredited veterinarian and stored at an approved
genotyping laboratory, or if DNA collection and storage is required for breed registration and the
breed registration has appropriate safeguards in place to ensure the integrity of the banking
process, the owner may request verification of the animal’s identity based on DNA comparison if
adequate records and identification have been maintained by the owner and the repository to
show that the archived DNA is that of the animal that has been traced to the flock. A flock will
no longer be a source flock after it has completed the requirements of a flock plan.

State
Each of the 50 States, the District of Columbia, the Northern Mariana Islands, Puerto Rico, and
all territories or possessions of the United States.

State Animal Health Official (SAHO)
An individual employed by the State as the chief animal health official of the State, often but not
always the State veterinarian.

State representative
An individual employed in animal health activities by a State or a political subdivision of a State
who is authorized by the State or political subdivision to perform the function involved.

Suspect animal

1. A mature sheep or goat (as evidenced by eruption of the first incisor) that has been
condemned by FSIS or a State inspection authority for CNS signs, or that exhibits any of the
following clinical signs of scrapie and has been determined to be suspicious for scrapie by an
accredited veterinarian or a State or USDA representative, based on one or more of the
following signs and the severity of the signs:

a. Weakness of any kind including, but not limited to, stumbling, falling down, or having
difficulty rising, not including those with visible traumatic injuries and no other signs of
scrapie;

Behavioral abnormalities;

Significant weight loss despite retention of appetite or in an animal with adequate

dentition;

Increased sensitivity to noise and sudden movement;

Tremors;

Star gazing;

Head pressing;

Bilateral gait abnormalities such as but not limited to incoordination, ataxia, high

stepping gait of forelimbs, bunny-hop movement of rear legs, or swaying of back end, but

not including abnormalities involving only one leg or one front and one back leg;

Repeated intense rubbing with bare areas or damaged wool in similar locations on both

sides of the animal’s body or, if on the head, both sides of the poll;

j. Abraded, rough, thickened, or hyperpigmented areas of skin in areas of wool/hair loss in
similar locations on both sides of the animal’s body or, if on the head, both sides of the
poll; or
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either a copy of the required owner/hauler statements for animals entering and leaving the
facility or the information required to be on the statements. Records must be made available
for inspection and copying by an APHIS or State representative on request.

Test eligible
An animal that meets a test protocol’s age and post-exposure elapsed time requirements for the
test to be meaningfully applied.

Trace
All actions required to identify the flock of origin or destination of an animal.

Unofficial test

Any test for the diagnosis of scrapie or for the detection of the protease-resistant protein
associated with scrapie in a live or dead animal that either has not been approved by the
Administrator or that was not conducted at an approved diagnostic laboratory.

Veterinary Medical Officer (VMO)
A veterinarian employed by the State or APHIS. Note: This may include accredited veterinarians
when paid by APHIS or the State to perform the specified function.
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2. Sites may be inspected by State or Federal employees or accredited veterinarians who
have been authorized by the AVIC to conduct such inspections.

3. Recommendations for frequency of inspections:

a.

Markets.

1) If handling more than 100 head per sale, at least once every quarter.

2) If handling fewer than 100 head per sale, at least once every 6 months.

Public sales of sheep seed stock (purebred sales and sales specifically for breeding

animals such as bred ewe or replacement ewe sales not held at markets).

1) If handling more than 500 head per sale, at least 75 percent of the sales
conducted during the year.

2) If handling 100 to 500 head per sale, at least 50 percent of the sales conducted
during the year.

3) Ifhandling 50 to 99 head per sale, at least 25 percent of the sales conducted
during the year.

4) Smaller sales should also be inspected if noncompliance is suspected or
resources permit.

5) Alternatively, seed stock sales conducted multiple times a year by the same
management may be inspected on the same schedule as markets.

Dealers and other concentration points.

1) If handling more than 500 head per month, at least once every quarter.,

2) If handling 100 to 499 head per month, at least once every 6 months.

3) If handling 50 to 99 head per month, at least once every year.

4) Lower volume dealers should also be inspected if noncompliance is suspected
or resources permit.

Slaughter establishments.

All slaughter establishments handling mature sheep or goats that are in or have

been in interstate commerce are required to be Regulatory Scrapie Slaughter

Surveillance (RSSS) collections sites. At sites where the establishment or a

contractor collects specimens for RSSS, ID compliance and inspection of

sampling protocol should be conducted at least quarterly. At sites where samples

are collected by VS or State employees, 1D compliance is to be informally

monitored each time collections are made. If inspectors observe problems with ID

compliance, they will conduct and document a formal inspection. Slaughter

establishments should be formally inspected according to the following schedule:

1) If handling more than 500 mature animals per month, at least once every
quarter.

2) If handling 100 to 499 mature animals per month, at least once every 6
months.

3) If handling 2 to 99 mature animals per month, at least once every year.

The AVIC may reduce the frequency of visits once compliance is documented,

but visits should be at least once every 6 months if the facility handles more than

50 animals per month and at least once every year for all others. If a site is

noncompliant, maintain the original schedule until compliance is documented for

at least 6 months.

For General Distribution 28

Guidance documents lack the force and effect of law, unless expressly authorized by statute or
incorporated into a contract. USDA may not cite, use, or rely on any guidance that is not

available through their guidance portal, except to establish historical facts.















Scrapie Program Standards Volume 1 March 2019

3)

4)

5)

unidentified animals that required official identification to their flock of origin
but that could not be identified to their flock of origin, and they have
identified them using official slaughter-only eartags to the consignor and have
given VS the required information.

Persons or other legal entities who self-reported the violation and for whom
there have been no subsequent violations or who have subsequently signed a
compliance agreement with APHIS and are in compliance with that
agreement.

Persons or other legal entities who did not self-report for which there have
been no subsequent violations and who signed a compliance agreement with
APHIS when the violation was brought to their attention and who have been
and are in compliance with that agreement.

Persons or other legal entities who have provided tissues or heads to APHIS
for scrapie testing, voluntarily or in accordance with 9 CFR 71.21, where the
violation would not have been discovered other than through their cooperation
or compliance, and who have had no subsequent violations or have
subsequently signed a compliance agreement with APHIS and are in
compliance with that agreement.

b. To ensure that these mitigating circumstances are considered:

1)

2)

The APHIS Investigative and Enforcement Services Animal Health and
Welfare Enforcement Branch (AHWEB) will review the case to determine
whether the subject meets the criteria, and if necessary, will contact the AVIC
for the State in which the subject does business and request information to
document whether the subject meets the criteria.

The AHWEB will request concurrence from the AVIC who requested the
investigation (the concurring AVIC) before pursuing an enforcement action. If
the concurring AVIC is the AVIC for the State in which the subject does
business, the concurring AVIC will verify whether the subject meets the
criteria. If the concurring AVIC is not the AVIC for the State in which the
subject does business, the concurring AVIC will ask the SGHSE to verify the
determination after consulting with the AVIC in the State where the subject
maintains his, her, or its business and the concurring AVIC.

F. Requirements for Program Personnel Entering Premises

Persons entering a premises to perform activities on behalf of the NSEP must be
employees of the State or APHIS or be authorized by the State or APHIS to carry out
program procedures. While on those premises, they must use established biosecurity
practices to minimize the risk of physically transmitting scrapie and other diseases to the
premises or other premises.

G. Providing Services to Livestock Owners

Program services such as collecting blood or tissue samples, identifying animals, and
other specified activities may be rendered without charge to the livestock owner.
However, owners are responsible for providing facilities and for handling their animals.
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3) Calculating indemnity. For animals under 1 year of age, the owner may be
indemnified for the price per pound from paragraph a(1)(a) or a(1)(g) of this
section for sheep and goats respectively times the greater of 50 pounds or the
actual weight of the animal as determined at a public scale, or an estimate
made using a weight tape or other method acceptable to the owner and
APHIS; except that, for females under 1 year of age not in slaughter channels
when indemnity was offered and were not being fed or raised for slaughter,
the indemnity will equal the per-pound price from paragraph a(1)(c) or a(l)(j)
of this section for sheep and goats respectively if that price is higher. For
sexually intact sheep at least 1 year of age and under 2 years of age, the
indemnity will equal the greater of the price per head from paragraph a(7)(d)
of this section, or the price per pound from paragraph a(7)(b) of this section
times the average mature slaughter weight as reported by NASS.

For sexually intact sheep at least 2 years of age and under 6 years of age, the
basic indemnity will equal the greater of the price per head from paragraph
af1)(e) of this section or the price per pound from paragraph a(1)(b) of this
section times the average mature slaughter weight as reported by NASS. For
sexually intact sheep at least 6 years of age and under 8 years of age, the basic
indemnity will equal the greater of the price per head from paragraph a(1)(f)
of this section or the price per pound from paragraph a(7)(b) of this section
times the average mature slaughter weight as reported by NASS.

For sexually intact sheep 8 years of age or older and castrated animals 1 year
of age or older, the basic indemnity will equal the price per pound from
paragraph a(1)(b) of this section times the average mature slaughter weight as
reported by NASS.

For goats over 1 year of age that are castrated or that were in slaughter
channels at the time indemnity was offered, the owner may be indemnitied for
the price per pound from paragraph a(/)(h) or (i) as applicable times the
actual weight determined at a public scale or a weight estimate made using a
weight tape or other method acceptable to the owner and APHIS. For sexually
intact goats over 1 year of age not in slaughter channels at the time indemnity
is offered and were not being fed or raised for slaughter the owner may be
indemnified for the price per pound from paragraph a(1)(h) or (i) as applicable
or the price from (a)(1)(j), whichever is more, times the actual weight
determined at a public scale or a weight estimate made using a weight tape or
other method acceptable to the owner and APHIS.

4) Premiums in addition to basic indemnity. A premium will be added to the
basic indemnity for certain animals as described in this paragraph; except that,
no premium will be added for animals of any age that were in slaughter
channels or were being fed or raised for slaughter when indemnity was
offered.

a) Premium for registered animals and flock sires. A premium will be
added for each registered animal, equal to $100 for each registered animal
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b)

For General Distribution

under 1 year of age, $200 for each registered animal at least 1 year of age
and under 4 years of age, and $100 for each registered animal at least 4
years of age and under 10 years of age. An additional $50 premium will be
added to the basic indemnity for each flock sire. The owner must provide
adequate records to qualify for these premiums. Any animal owned by the
current owner for less than 12 months and not registered to the current
owner at the time indemnity is first offered, but eligible to be registered in
the current owner’s name, will receive the registered animal premium
reduced by $50. Any animal owned by the current owner for 12 months or
more and not registered to the current owner at the time indemnity is first
offered does not qualify for the premium.

Premium for pregnant animals. For animals in late pregnancy, the owner
may be indemnified for three-fourths of the price of the potential
offspring’s value in paragraphs a(2), a(3) or a(4)(a) of this section for a
50-pound lamb or kid as applicable depending on the type of offspring
(i.e., registerable or not) that would be produced by that animal. A female
animal will be considered to be in late pregnancy if it was exposed to a
ram and has udder development associated with impending lactation. To
estimate the number of offspring the animal is likely carrying, the
documented weaned-offspring rate for the flock’s previous year will be
used to calculate the average number of fetuses being carried by each of
the pregnant animals; however, if this number is unknown, the national
average of lambs born per ewe from NASS will be used. The calculated
weaned-offspring rate will be determined by dividing the number of
offspring weaned by the total number of females exposed to a breeding
male. A 1:1 ratio of male to female offspring will be assumed for
calculating the average value of each lamb. Females not made available
for inventory, assessment of late gestational status, and testing within 30
days of first notice will not qualify for the premium; except that, the
SGHSE or the National Scrapie Program Coordinator may grant an
extension when severe weather or other conditions beyond the owner’s
control prevent a timely evaluation.

Offspring born within 60 days after a written offer of indemnity will be
indemnified at three-fourths of the 50-pound lamb or kid price as
applicable calculated in accordance with paragraphs a(2), a(3) or a(4)(a)
in lieu of receiving the late gestation premium for the dam. Offspring born
more than 60 days after a written offer of indemnity will not be
indemnified unless the SGHSE or the National Scrapie Program
Coordinator determines that severe weather or other conditions beyond the
owner’s control prevent the timely removal of the animals. In such cases
the DSE will provide a written justification for granting an extension to
the SGHSE for consideration. Offspring born after the initial inventory
and before completion of the flock plan must be inventoried at the time of
removal or 60 days after the indemnity offer, whichever occurs first, to
document the animals eligible for indemnity.
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d) The animal is a natural addition born more than 60 days after the owner
was notified he or she is eligible for indemnity, unless the SGHSE or the
National Scrapie Program Coordinator determines the dam could not be
removed within the allowed time as a result of conditions outside the
owner’s control.

e) Animals otherwise eligible for indemnity that die before the owner signs
VS Form 1-23, Appraisal and Indemnity Claim Form.

f) If the owner established or increased his flock for the purpose of collecting
or increasing indemnity.

g) The animals are State or federally owned captive wild/exotic sheep and
goats.

h) Lack of available funds. In this case indemnity may be provided later if
funds become available.

b. State-industry indemnity:

State or industry indemnity, or both, may be paid in addition to Federal indemnity
in accordance with State regulations, industry guidelines, or both as applicable up
to the fair market value of the animal.

5. Indemnity procedures for animals destroyed:
a. Animals for which indemnification is sought must be destroyed.

b. An APHIS representative must monitor the destruction of animals and disposition

of their carcasses and must ensure the carcasses are disposed of in a manner that
prevents their use as feed or food. State personnel may conduct or supervise these
activities, including signing the valuation portion of the VS Form 1-23, Appraisal
and Indemnity Claim Form, when authorized and monitored by APHIS. The
AVIC must review and sign VS Form 1-23. Before the destruction of any animal
for which indemnity will be claimed, the AVIC must submit a request for
indemnity and any associated disposal or other costs and obtain approval from the
SGHSE and have an accounting code assigned. The owner must complete and
sign VS Form 1-23. APHIS may pay, when approved in advance in writing, the
reasonable and customary costs of euthanasia, disposal, or both for indemnified
animals including transport of the animal for euthanasia or of the carcass for
disposal or both. The owner may provide these services if the cost is within
APHIS guidelines or represents the best value bid. If the owner provides these
services, the owner must present to APHIS a copy of either a receipt for expenses
paid or a bill for services rendered.

K. Interstate Certificates of Veterinary Inspection (ICVI) for Sheep and Goats in
Interstate Commerce

L.

Accredited veterinarians are responsible for ensuring both Federal and State ICVI
requirements are met and that the certificate is correctly filled out before signing the
ICVI. As State importation requirements may vary, APHIS advises checking with the

SAHO for importation requirements before signing the I[CVI. APHIS requires ICVIs for
sexually intact sheep and goats not in slaughter channels that cross State lines, except for

sheep and goats moving in cither of the following circumstances:
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representative.

R. Appeals of APHIS Actions

1. The following APHIS actions may be appealed by an owner or authorized
representative of a laboratory, test manufacturer, or eartag manufacturer (9 CFR
79.4(c)(3)):

a. The designation of an animal as a scrapie-positive animal, high-risk animal,
exposed animal, genetically susceptible exposed animal, genetically resistant
exposed sheep, genetically less susceptible exposed sheep, low-risk exposed
animal, or suspect animal.

b. The designation of a flock as an exposed flock, an infected flock, a source flock, a
flock under investigation, or a noncompliant flock.

c. Withdrawal of assigned official ID numbers or denial of a request to issue official
ID numbers.

d. Withdrawal of laboratory or test approval.

¢. Withdrawal of identification device approval.

2. Appeal process
a. The owner must appeal, in writing, to the National Scrapie Program Coordinator
within 10 days after being informed of the reasons for the proposed action:

National Scrapie Program Coordinator
USDA, APHIS, Veterinary Services
4700 River Road, Unit 43

Riverdale, MD 20737

b. The appeal must include all of the facts and reasons on which the owner relies to
show that the reasons for the proposed action are incorrect or do not support the
action.

c. The action under appeal will remain effective pending final determination in the
proceeding unless the National Scrapie Program Coordinator determines such
action is not necessary to prevent the possible spread of scrapie.

d. The National Scrapie Program Coordinator will review the appeal and grant or
deny the appeal in writing as promptly as circumstances permit, and the written
decision will include the reasons for the decision. In the event that the National
Scrapie Program Coordinator made the initial decision the appeal will be
reviewed by the National Scrapie Program Coordinator’s supervisor or his or her
designee.

¢. Ifan owner disputes a material fact or facts leading to the decision on an appeal,
the owner may submit a written request for reconsideration specifying the
material fact or facts in dispute and the basis for disputing the facts to the
National Scrapie Program Coordinator or National Scrapie Program Coordinator’s
supervisor as appropriate within 10 days after being informed of a denied appeal.

f.  The National Scrapiec Program Coordinator or National Scrapie Program
Coordinator’s supervisor, as appropriate, will review any information regarding
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the material fact or facts in dispute, including the owner’s written argument and
supporting documentation, and make a determination with respect to the material
fact or facts as promptly as circumstances permit.

g. The National Scrapie Program Coordinator's or National Scrapie Program
Coordinator’s supervisor decision constitutes final agency action.
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Part II1: Identification Requirements

A. Identification of Sheep and Goats in Commerce

1. Identification requirements:

a.

Animals required to be identified in 9 CFR 79.3, or 9 CFR 79.6 for Consistent
States, must be officially identified to the flock of birth or origin on change of
ownership as required by State regulations or before entering interstate
commerce. No sheep or goat required to be individually identified or group
identified may be sold, disposed of, acquired, exhibited, transported, received for
transportation, offered for sale or transportation, loaded, unloaded, or otherwise
handled in interstate commerce or commingled with any animals that fall into
these categories or be loaded or unloaded at a premises or animal concentration
point (including premises that exhibit animals) where animals have been received
that have been in interstate commerce or from which animals have moved in
interstate commerce or leave the premises on which they currently reside if they
are owned by a person who engages in the interstate commerce of animals unless
each sheep or goat has been officially identified to the flock of birth or, when
allowed, flock of origin. Unless prohibited by State law or regulation, this does
not preclude a person from moving animals as part of a group/lot directly to
another site in the same State where official eartags that have been assigned to the
animal’s flock of origin in the NSD will be applied to the animals, or to an
approved market were the animals will be officially identified.

In cases where the flock of birth cannot be determined, the animal must be
officially identified to the flock of origin (flock in which an animal most recently
resided for breeding). Allowed identification methods are listed in paragraph A.3.

Note: Check with the receiving State to ensure that both State and Federal

requirements are met.

Sheep and goats required to be officially identified (see d. for exceptions) include:

1) All sexually intact sheep and goats not in slaughter channels;

2) All sheep and goats over 18 months of age as evidenced by eruption of the
second incisor;

3) Animals for exhibition, including sexually intact sheep and goats of any age
and wethers 18 months of age and older. There is an exclusion which would
rarely apply for animals that have never been in interstate commerce, that
have not resided on premises where animals have been received that have
been in interstate commerce or from which animals have moved in interstate
commerce and are not owned by persons who engage in the interstate
commerce of animals, that are moved to exhibitions conducted at premises
where animals have not been received that have been in interstate commerce
or from which animals have moved in interstate commerce and where none of
the animals exhibited has been in interstate commerce and where the State and
the exhibit do not require the animals to be identified. Note: Many States and
exhibitions require official identification of all sheep and goats.
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4)

5)
6)

All exposed and high-risk animals, including all low-risk exposed animals,
genetically susceptible exposed animals, genetically less susceptible exposed
sheep, and genetically resistant exposed sheep.

All suspect and test-positive animals.

Sheep and goats from noncompliant flocks.

d. Sheep and goats not required to be individually identified for interstate commerce
that may move with a group/lot ID and an owner hauler statement include (Note:
some States require all sheep and goats to be identified):

1

2)
3)

4)

Sheep and goats under 18 months of age that are in slaughter channels (Note:
The market or seller must note on the bill of sale that the animal was sold for
slaughter and must retain a copy of an owner/hauler statement from the buyer
listing the slaughter establishment, restricted animal sale, restricted livestock
facility, or terminal feedlot where the animal is being moved, or indicating
that the animal was purchased for slaughter for personal use).

Wethers under 18 months of age.

Sheep and goats of any age shipped directly to a slaughter establishment or an
approved market (9 CFR 71.20) that has agreed to act as an agent for the
owner to apply official ID and when all the animals in a section of a truck are
from the same flock of origin and are accompanied by an owner/hauler
statement. (Note: The owner/hauler statement must contain the information
needed for the establishment or market to officially identify the animals.
Slaughter establishments may maintain the identity of the animals to the flock
of origin by slaughtering them by flock of origin in group/lots rather than by
applying eartags if the flock of origin number is correlated with the heads or
samples collected for scrapie testing.)

This includes animals in slaughter channels at 18 months and older (as
evidenced by the eruption of the second incisor) if the animals were kept as a
group on the same premises on which they were born and have not been
maintained in the same enclosure with unidentified animals from another
flock at any time, including throughout the feeding, marketing, and slaughter
process. Such groups must have a group/lot ID that includes the flock of
origin flock ID or PIN/LID. If such a group is subdivided such subdivision
must be noted by adding a hyphen, an “S”, and a sequential number starting
with 1 to the end of the group/lot ID.

Sheep or goats moved for grazing or similar management reasons without a
change of ownership when the animals are moved from a premises owned or
leased by the owner of the animals to another premises owned or leased by the
owner of the animals. The premises must be recorded in the National Scrapie
Database as additional flock premises and commingling must not occur with
unidentified animals born in another flock or any animal not part of the flock.

e. Sheep and goats not required to be officially identified: Sheep or goats that have
only resided on premises and in flocks in the same State and where the animals
and premises are owned by persons who do not engage in the interstate commerce
of sheep or goats and where the sheep or goats are of a class exempted from
official ID by the State while in intrastate commerce.
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3)

is used in this manner, the neck strap or collar with eartag must be treated the
same as an eartag and may not be removed or replaced other than as allowed
in 9 CFR 79.2(h). If moving directly to slaughter, an APHIS approved-
backtag may be applied instead within 3 inches of the poll.

Use of backtags:

a) The SAHO, with concurrence of the AVIC for the State involved, may allow
in a compliance agreement or an approved market agreement the use of
APHIS-approved backtags applied to the back for mature sexually intact male
goats with horns moving direct to slaughter that are considered unsafe to
eartag at a livestock facility or other site. Note: Animals in lots consisting
only of animals from the same flock of origin may be moved through a
restricted sale without individual ID for movement to slaughter as a group/lot
using the flock of origin group/lot ID followed by a dash and an S and a
sequential number indicating any subdivision of the original group/lot. (Note:
The market or seller must note on the bill of sale that the animal was sold for
slaughter and must retain a copy of an owner/hauler statement from the buyer
listing the group lot ID and the slaughter establishment, restricted animal sale,
restricted livestock facility, or terminal feedlot where the animal is being
moved, or indicating that the animal was purchased for slaughter for personal
use).

b) Animals moving direct to slaughter that cannot be ear tagged because of
absent or injured ears, or because the application of an eartag would obscure
an official tattoo, may be officially identified with an APHIS-approved
backtag applied within 3 inches of the poll.

¢) The SAHO and AVIC for the State involved, with concurrence of the National
Scrapie Program Coordinator, may approve other uses of backtags for direct
to slaughter movements on a case-by-case basis in a compliance or approved
market agreement.

b. Allowed official identification methods and restrictions on their use:

1)

2)

Permanent brands and ear notches, registered with an official brand registry, are
allowed for the official identification of sheep and goats allowed to move with
group/lot identification by 9 CFR 79.3 as described in //{.4.3.e when
accompanied by:

a) A brand inspection certificate and an owner statement dated within 30 days,
stating that the animals were born in and have resided throughout their lives in
low-risk commercial flocks, and

b) A veterinarian’s statement issued within 12 months of the movement
indicating that the flock of origin identified in the owner statement was
inspected and met the requirements of a low-risk commercial flock on the date
of issuance.

Registration tattoos, recorded in the book of record of a sheep or goat registry,

may be used to officially identify sheep or goats required to be individually

identified by 9 CFR 79.3, moving without a transfer of ownership or moving after

a transfer of ownership if an application for transfer of registration is completed

and accompanies the animal when it leaves the sale or premises of origin if:

b) The association registry premises or flock tattoo prefix has been linked in the
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g

h)

3

The tattoo is at least 0.3 inches high in the ear or, in the case of earless

animals, the tail fold;

The animal is not in slaughter channels or moving through a concentration

point where a transfer of ownership will occur, such as a livestock market or

buying station, excluding sales of registered animals where an application for
transfer of registration is completed and accompanies the animal when it
leaves the sale or premises of origin;

For registered animals:

e The electronic implant number has been recorded in the book of record of
a sheep or goat registry association and on the registration certificate; and

e The animal is accompanied by a copy of the registration certificate and, if
not in the name of the current owner, a copy of the completed application
for transfer of ownership in the name of the current owner where the sale
occurred within 60 days, or for animals under 60 days of age, a copy of a
completed application for registration.

For animals from flocks listed in the NSD (which may also be used for

registered animals that originate from flocks listed in the NSD):

e The animal is legibly tattooed with the flock identification number in the
ear, or, in the case of earless animals, the tail fold; or, in animals where the
tail fold is too small, the flank;

e The animal is accompanied by an ICVI or, if an ICVI is not otherwise
required, an owner/hauler statement that lists the flock of origin, the flock
ID number, the electronic implant number, and, if required by 9 CFR
79.2(a)(1), the flock of birth.

The animal is accompanied by an implant reader that can read the implant in

the animal and is made available for use by APHIS or State authorities to

verify the implant number in the animal;

The movement is either for exhibition purposes or other movement without

change in ownership, or for change in ownership that includes transfer of the

registration papers, or for change in ownership that may not include transfer
of registration papers but is directly to a flock listed in the NSD and the
animal is tattooed as required in paragraph f) of this section and where the
new owner has a reader that can read the implant in the animal,

The implant is used in accordance with other applicable laws and regulations;

and

The implant complies with [SO 11784 and ISO 11785, or has been approved

as a new device type as described above, and the device was approved under

9 CFR 79.2(k). The implant number must be an Animal Identification Number

(840) issued to the flock of origin in the AIMS module of the NSD or applied

to the animal before March 11, 2015.

d. Animals may be identified with any other official identification method or device
approved by the Administrator for particular circumstances.

e. Group/lot identification: Animals may be identified with a GIN when group/lot
identification is allowed by 9 CFR 79.3 in lieu of individual identification and the
animals are accompanied by an owner/hauler statement. Group/lot identification may
be used for:
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4. Identification requirements for captive exotic sheep and goats, and domestic sheep and
goats maintained in AZA-accredited facilities:

a. For the purposes of 9 CFR parts 54 and 79, all captive animals of the genus Ovis are
considered to be sheep and all captive animals of the genus Capra are considered to
be goats. Therefore, all nontraditional livestock species and captive exotic species in
the genus Ovis and genus Capra are subject to the requirements for sheep and goats
in 9 CFR parts 54 and 79."7

b. Exceptions to identification requirements for sheep and goats housed at AZA-
accredited zoological parks (zoos):

1) Domestic and exotic sheep and goats housed in AZA-accredited zoos may be
identified in accordance with AZA accreditation standards while on exhibit in or
while in transit between AZA-accredited facilities, if the records required in 9
CFR 79.2 are properly maintained and linked to the facilities’ internal
identification systems.

2) Sheep or goats required to be officially identified per 9 CFR 79.3 or the State
moved to or from a facility not AZA-accredited must have official ID.

5. Issuance of official identification devices or numbers:

a. The State or APHIS official responsible for issuing official sheep and goat eartags or
official ID numbers in a State may assign serial numbers of official eartags to
accredited veterinarians, State and APHIS representatives, and persons who own or
handle sheep or goats and may only assign flock ID and production numbers of
official eartags to persons who own breeding flocks. The SAHO or the Administrator
may limit the assignment of official identification devices or numbers to persons for
use on animals that did not originate in a breeding flock owned by them to slaughter-
only devices or numbers.

b. The State or APHIS official responsible for issuing official sheep and goat eartags or
official ID numbers in a State may assign serial numbers of official eartags to other
responsible persons if the SAHO and the AVIC agree that such assignments will
improve scrapie control and eradication within the State, and if appropriate records
are maintained and submitted to the VS Area Office to permit traceback of animals to
the flock of origin and flock of birth. Such serial numbers must be redistributed in
AIMS or SCS SCR.

c. Accredited veterinarians, State and APHIS representatives, and other responsible
persons assigned official identification devices or numbers must have a person record
and be assigned a person number in the NSD.

d. Persons who handle sheep or goats who are assigned official identification devices or
numbers must be assigned premises numbers in the NSD.

¢. Persons who own breeding flocks who are assigned official identification devices or
numbers must be assigned premises and flock ID numbers in the NSD.,

' Mouflon are known to be susceptible to scrapie. Other exotic sheep and goats may also be susceptible to scrapie,
and could transmit the disease to domestic sheep and goats when they are maintained together. Therefore, it is
important to individually identify all animals in the genus Ovis and genus Capra when they are moved or exhibited,
including nontraditional sheep and goat livestock species and sheep and goat species kept at zoos.
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f.  Persons assigned official identification devices or numbers for use on animals not
born in a flock owned by them must provide, if requested, in a manner acceptable to
APHIS, assignment data associating assigned serial sequences to the flock of origin
and, when required, the flock of birth. One such method would be to enter the data
into the online animal identification management system module of the NSD.

g. All official devices must be distributed through the scrapie program application of
AIMS and, if redistributed, redistributed through the scrapie program application of
AIMS or as provided in the User Guides for SCS SCR or a successor APHIS system.

6. Responsibility of the owner of the flock of origin for officially identifying animals:

a. The owner of the flock of origin or his or her agent is primarily responsible for and
must officially identify any animal that requires official identification. This will
enable sheep or goats to be identified to their flock of birth. Animals born on a
premises do not have to be identified when officially identified animals from another
flock of birth are added to the premises.

b. Producers are strongly encouraged to officially identify their animals before the
animals leave their premises to prevent any error from occurring in the later
identification of the animals and to ensure they will meet intra- and interstate
movement requirements.

c. If official identification is required and has not been placed on the animal by the
owner before leaving the flock of origin, the owner must ensure the animal is
officially identified before it is put in the same enclosure with animals from a
different flock of origin and before a change of ownership.

7. Responsibility of persons handling sheep and goats in commerce to identify animals:

a. Although the owner of the flock of origin is the primary person responsible for
officially identifying animals, no person may handle sheep or goats at any point in
interstate commerce before ensuring that all animals requiring identification have
been officially identified to their flock of origin or birth.

b. A person must not buy, transport, receive, deliver or otherwise handle in commerce
an animal required to be identified by 9 CFR or the State that has not been officially
identified.

c. If a person transporting animals is aware of any animal in the shipment that loses its
identification to its flock of origin while in interstate commerce, the person
transporting the animal is required to inform the receiving party of this fact, and it is
the responsibility of the person who has control or possession of the animal on
unloading or delivery to identify the animal or have the animal identified before
commingling it with any other animals.

d. A person who engages in interstate commerce of sheep and goats may not receive a
sheep or goat required to be identified that has not been officially identified, or, when
allowed, officially identified upon unloading, regardless of whether that animal
moved interstate.

8. Restrictions on the application of official identification assigned to flocks:
a. No person will apply a premises or flock ID number, a brand, or an ear notch pattern
to an animal not from the flock of origin to which the number or the brand or the ear
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animals and maintain records linking the official identification to their premises of
birth or origin if they are not already officially identified. (Persons may not sell or
dispose of unidentified animals required to be identified unless arrangements have
been made with the person acquiring the animals to act as his or her agent to identify
the animals, including maintaining records linking the official ID to their premises of
birth or origin. Persons may not purchase or acquire unidentified animals required to
be identified unless they identify them and maintain the required records while acting
as an agent for the person disposing of the animals.)

b. Persons who purchase, acquire, sell, or dispose of sheep and goats, whether or not the
animals are required to be identified, must maintain business records (such as
yarding receipts, sale tickets, invoices, and waybills) for 5 years. These records
must include the information described in 8.3, “Records required of persons who
purchase, acquire, sell, or dispose of animals.”

c. The original tag number or all possible flocks of origin and the new official ID
number must be listed in the record of official identification applied when an animal
loses an eartag while in interstate commerce.

2. Records required of persons who apply official identification to animals:

Persons who apply official individual or group/lot identification to animals must

maintain records for 5 years. The records must include the following information:

a. The flock ID number of the flock of origin, the name and address of the person who
currently owns the animals, and the name and address of the owner of the flock of
origin if different;

b. The name and address of the owner of the flock of birth, if known, for animals born
after January 1, 2002, in another flock and not already identified to flock of birth;

c. The date the animals were officially identified;

The number of sheep and the number of goats identified;

e. The breed and class of the animals. If breed is unknown, for sheep the face color
and for goats the type (milk, fiber, or meat) must be recorded instead;

f.  The official ID numbers applied to animals by species or the GIN applied in the
case of a group/lot;

g. Whether the animals were identified with “Slaughter Only” or “MEAT”
identification devices; and

h. Any GIN with which the animal was previously identified.

3. Records required of persons who purchase, acquire, sell, or dispose of animals:

Persons who purchase, sell, or transfer without sale sheep or goats must maintain normal

business records that include the following information:

a. The number of animals purchased, sold, or transferred without sale;

b. The date of purchase, sale, or other transfer;

c. The name and address of the person from whom the animals were purchased or
otherwise acquired, or to whom they were sold or otherwise transferred,

d. The species, breed, and class of animal, and if breed is unknown, for sheep the face
color and for goats the type (milk, fiber, or meat) must be recorded instead;

e. A copy of the brand inspection certificate for animals officially identified with brands
or ear notches;
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Part I'V: Shows and Sales

A.

For practical purposes sexually intact sheep and goats of any age and wethers 18 months
of age and older that are exhibited require official ID. There is an exclusion which would
rarely apply for animals that have never been in interstate commerce, that do not reside
on premises that engage in interstate commerce of animals, and are not owned by persons
who engage in interstate commerce of animals that are moved to exhibitions conducted at
premises where animals are not received that have been in interstate commerce or from
which animals are moved in interstate commerce and where none of the animals
exhibited has been in interstate commerce. Note: Many States and exhibitions require
official identification of all sheep and goats.

Whenever practical, ewes over 12 months of age (as evidenced by eruption of the first
permanent incisor) should be housed in separate enclosures from animals from different
flocks. Pens used by mature female sheep and goats should be thoroughly cleaned and all
organic material removed before use by an animal from another flock.

All sheep and goats from SFCP-enrolled flocks must be housed and handled to prevent
direct contact with female sheep and female goats from flocks of lower status. Spacing
sufficient to prevent contact or solid partitions may be used to maintain separation. Pens
must be thoroughly cleaned and all organic material removed before use by an animal
from an SFCP flock.

Special arrangements should be made to keep the following animals separate from sheep
and goats from different flocks such that direct contact does not occur and to keep them
in an area that will be properly cleaned and disinfected, if such animals are allowed at a
show:

1. Sheep or goats that are within 30 days of parturition;
2. Sheep or goats that are within 30 days postpartum or since having aborted; and
3. Pregnant sheep and goats that have a vaginal discharge.

Should a lambing or kidding occur at the show, the placenta, placental fluids, and soiled
bedding should be removed immediately and disposed of in a sanitary landfill or by
another method approved by the State. The dam and her offspring should be removed
from the show grounds or separated from sheep and goats from different flocks using
spacing or solid partitions such that direct contact does not occur. The pen should be
thoroughly cleaned and disinfected before use by another animal.
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Who may
redesignate?!

Animals that
may be
redesignated

Conditions for redesignation

New designation

SGHSE

High-risk
animal

1.

A determination that the
animal meets the
definition of a low-risk
exposed animal.

Low-risk
exposed animal

DSE

High-risk
animal

Necropsy testing is done,
including official testing
of obex and lymph node
or tonsil, and no PrPsc is
detected.

The animal’s high-risk
status is waived in
accordance with 9 CFR
79.7(a)(1) for animals in
an approved Scrapie
Control Pilot Project.

Low-risk
exposed animal

DSE (except
that the
SGHSE must
approve any
that are based
ona
determination
of the
Administrator)

High-risk
animal

The animal meets the
definition of a
genetically resistant or
less susceptible exposed
sheep and there are no
additional risk factors
that would preclude
redesignation; or

The animal’s high-risk
status is waived in
accordance with 9 CFR
79.7(a)(1) for animals in
an approved Scrapie
Control Pilot Project.

Genetically
resistant exposed
sheep or
genetically less
susceptible
exposed sheep

DSE

Live suspect
animal that
was classified
suspect based
on clinical
signs of scrapie

Tested with an official
live animal scrapie test
with no PrPsc detected
or there were insufficient
follicles to conduct a
valid test; and

The live animal no
longer exhibits clinical
signs, or it was

No designation

2 If a DSE has not been selected or is temporarily unavailable, a SGHSE, the National Scrapie Program
Coordinator, or the Associate National Scrapie Program Coordinator may perform any of the duties assigned to the
DSE. If a SGHSE has not been selected or is temporarily unavailable, another SGHSE, the National Scrapie
Program Coordinator, or the Associate National Scrapie Program Coordinator may perform any of the duties
assigned to the SGHSE.
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determined that the signs
were not caused by
scrapie.

SGHSE Live suspect 1. Tested with an official No designation
animal live animal scrapie test
classified with no PrPsc detected;
suspect based and
on an 2. The live animal did not
unofficial live or no longer exhibits
animal test clinical signs, or it was
determined that the signs
were not caused by
scrapie.
SGHSE Dead suspect The animal was No designation
animal unavailable for testing
and a reclassification
investigation showed the
animal was not likely to
have been infected.
DSE Dead suspect No PrPsc detected results | No designation
animal from necropsy testing
which included official
testing of obex and
lymph node or tonsil.
DSE Exposed flock |1. The flock has No designation
(including successfully completed a
those that are PEMMP and when
also a required a flock plan
noncompliant following the exposure
flock) or flock and all high-risk animals
under have been removed; or
investigation  |2. A flock reclassification
investigation shows the
flock is not likely to be
infected and all high-risk
animals have been
removed.*
DSE Exposed flock | A flock reclassification Infected or
or flock under | investigation shows the source flock
investigation flock to be infected or

source.

22 However, the DSE shall also designate the flock as a noncompliant flock if the owner does any of the following:
Fails to make his or her records available when requested; fails to make animals available for testing within 60 days
of notification, within 60 days of becoming test eligible, or as mutually agreed by the DSE and the owner; or fails to

submit required postmortem samples.
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DSE or Exposed flock | A flock reclassification Noncompliant
SGHSE or flock under | investigation could not be and exposed

investigation conducted because the flock
owner did not provide the
necessary records or did not
make the selected animals
available for testing within
60 days of becoming test
eligible.

SGHSE Infected flock | The SGHSE for the States No designation
or source flock | involved or the National unless female
or a flock Scrapie Program genetically
pending Coordinator may authorize | susceptible
designation as | a DSE to conduct a exposed animals
a source or classification or have been
infected flock | reclassification retained, in

investigation of a source or | which case the
infected flock or a flock flock is an
pending designation as a exposed flock.
source or infected flock. If

the reclassification

investigation reveals, based

on epidemiology or testing?

in the flock, that the flock is

not an infected or source

flock, it may be

redesignated or not

designated.

DSE Noncompliant | The flock has complied with | Former flock

flock any pending required testing | designation, or
or no longer meets the new flock
definition of a noncompliant | designation if
flock. indicated by test
results.

DSE Exposed An epidemiological No designation
animal, investigation determines the
exposed flock, | exposure was limited to a
or infected scrapie-positive male
flock animal not born in the flock,

23 The DSE will select all exposed sheep for scrapie susceptibility genotyping. All genetically susceptible exposed
animals will be tested for scrapie unless a 95 percent confidence of detecting scrapie at a prevalence of 1 percent can
be achieved by testing fewer animals. In this situation, the DSE will preferentially select those animals at greatest
risk of being scrapie infected. If there are insufficient genetically susceptible exposed animals to provide this level
of confidence with live animal testing, those animals that cannot be tested using a live animal test or that do not give
a valid result will be selected for necropsy testing. If 95 percent confidence at a prevalence of 1 percent cannot be
achieved in this manner, the DSE may require necropsy testing of all genetically susceptible exposed animals.
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*These sheep/goats may be limited to

contemporary lambing groups, if large enough (at
least 30 susceptible animals), and to animals under

60 months. If no contemporary or subsequent

groups are available, ewes or does present when
the high-risk animal lambed may be tested with the

SGHSE’s approval.

High-risk female is
missing

Y

-

Can you verify through
records that the animal did
not lamb?

Officially ID with 2 eartags animals born in the

flock in the same or subsequent lambing
season(s) that the missing high-risk animal

lambed* and for sheep genotype. (Note: if the

animal already has an 1D that is unique in the
flock, one official tag may be used.)

v

A

March 2019

v

Close Flock Under
Investigation program

Test at slaughter or submit all QQ
for necropsy. Note: See Part
Vil.F.12 for limitations on
indemnity.

IS

(.

Live animal test all such QQ sheep and goats when

they reach 14 months

v
I B
Negative or
insufficient
- vy
'a l N
DSE: Need more No
testing?
A J
Yes

GaSic PEMMP-including a list of \

animals required for testing. For all QQ
ewes and goats identified for testing,
live animal test at 14 months of age,
negative live animal test before sale,
and require necropsy test of all animals
required for testing that are culled or
found dead at over 14 months or after
they have lambed.

y

All tests negative for 5

years

Close PEMMP and Close Flock
Under Investigation program

For General Distribution

Close Flock Under
Investigation program
(Basic PEMMP)

Negative

y

Close Flock Under
Investigation program
(Basic PEMMP)

Retest or submit animals with

Hold all too young to test for
testing or send to slaughter

insufficient follicles for necropsy.

Negative

All QQs identified

\ J for test are negative

Positive

Infected flock

Close Flock Under

Investigation program.

(Basic PEMMP)
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or infected flock is currently infected, the flock may be tested to determine whether
the flock should be designated as a source or infected flock. Such flocks not
designated source or infected flocks will be placed on PEMMPs.

2. When the potential exposure to a flock was the result of a purchased positive female
animal possibly lambing in the flock, genetically susceptible animals born after the
positive animal might have lambed and female animals present during the lambing
seasons in which the positive female animal resided on the premises will be tested
first. Such female animals must be tested at least 18 months after the last possible
lambing of the infected animal and at over 14 months of age.

3. To detect disease at 1 percent prevalence with 95 percent confidence by IHC of the
third eyelid or rectal mucosa or by necropsy, it is necessary to test, at a minimum,
specific numbers of genetically susceptible animals depending on overall flock size.
Table 2 provides the number of animals to test for various flock sizes. Sheep that are
not of the QQ genotype may be tested only by necropsy. The number of valid
diagnostic samples required is the same as the number of necropsies required when
necropsy is used instead of live animal testing. Due to a 10 percent average non-
testable rate when conducting the live-animal test, 10 percent more animals have been
added to each sample size. Use rectal biopsy unless multiple samples did not yield a
valid result.
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Table 2—Determining the Number of Animals to Test

March 2019

Number of goats* and QQ
sheep greater than 14
months in the flock

Number of valid results
required**

Estimated number of animals
to sample using rectal biopsy
to achieve the required
number of valid results

<215 AllF** All
215-300 217 237
301-400 239 263
401-500 256 282
501-1,000 293 322

* (Goats may be tested by necropsy or rectal biopsy; if rectal biopsy is used, all goats should be

tested due to lower apparent sensitivity of the test in goats.

**If needed to achieve the required number of valid tests, retest using a live test, test additional
animals not previously tested, or necropsy animals that have invalid live animal test results.

**% Sensitivity = 87 percent for sheep and specificity = 100 percent are assumed for sheep. The
confidence level in small flocks (fewer than 300) will be less than 95 percent.
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3)

4)

5)

6)

7

8)

9)

b) All test positive and suspect animals; and
¢) All female offspring of positive female animals (regardless of genotype,
unless the genotype proves it could not be the offspring of the positive
animal).
Owners should be advised that exposed QQ rams and bucks are unlikely to
transmit scrapie and exposed QR sheep are unlikely to either contract or
transmit scrapie. However, retaining QQ rams for breeding will increase the
risk of scrapie recurrence by increasing the genetic susceptibility of their
offspring to any residual environmental contamination.
APHIS encourages removing exposed QQ rams and bucks and strongly
encourages removing AVQQ and VVQQ rams, due to their increased
susceptibility, but does not require it. These animals may be removed at the
owner’s request. Exposed QQ rams and buck goats not removed may only
move for destruction on a permit.
Animals not designated genetically susceptible exposed animals may also be
removed when requested by the SGHSE and when agreed to by the owner to
provide animals or tissues for study.
Any animals removed may qualify for indemnity. These animals must be
euthanized or moved to a quarantine facility for research. Slaughter may not
be used to dispose of indemnified animals and the carcass may not be used for
human or animal food.
Confirmed genetically resistant and genetically less susceptible exposed sheep
and low-risk exposed animals may be retained or sold without restriction after
they have been officially identified as described in /0, and entered in the
NSD.
Flocks whose owners complete a flock plan where all genetically susceptible
exposed female animals are removed will not be considered exposed flocks.
In unusual cases where producers need to keep genetically susceptible
exposed ewes, a genetics-based flock plan that includes live animal testing
and genetic selection will be used.

10) Exposed animals will be identified with an official tamper-evident/resistant

eartag, and if a suitable secondary ID is not already in place another official

identification device will be added to prevent loss of identity while the flock

plan is being completed.

a) The eartag number and the genotype will be recorded in the NSD.

b) High-risk animals and sexually intact genetically susceptible exposed male
animals that are not removed will also be identified with electronic
implants, official tattoos, or another form of permanent official ID and a
yellow metal restricted animal tag to ensure that the animal can be
accounted for until submitted for necropsy testing.

11) Flocks where all genetically susceptible exposed female animals are not

removed will be designated as exposed flocks. Accordingly, until the PEMMP
is completed, these flocks will have movement restrictions placed on these
animals and all other genetically susceptible female animals (and in some
cases less susceptible female animals) residing in the flock, including such
animals born or brought into the flock. During the annual PEMMP inspection
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and whether a particular depopulation will enhance scrapie eradication. The DSE

should recommend whole-flock depopulation for further consideration for:

1) Flocks for which the cost of depopulation is less than the cost of conducting
another type of flock plan and PEMMP;

2) Any flock in which an RR sheep is determined to be infected with classical
scrapie;

3) Goat herds;

4) Flocks where infection has recurred in animals born on the premises after a
flock plan was completed and where the owner agrees not to restock with
sheep or goats on the premises for at least 5 years; and

5) When requested by the owner, when the owner agrees not to restock with
sheep or goats on the premises for at least 5 years.

4. The DSE must review and approve the flock plan and the PEMMP.

a. The PEMMP may include enrollment in the SFCP with the subsequent
requirements for exposed flocks. The flock plan, the PEMMP and, when it is a
part of the PEMMP, the SFCP application, must be signed by the flock owner and
a State representative and/or an APHIS official (this depends on the delegation of
duties within the State).

b. A flock plan program and status will be entered in the NSD. Being in a flock plan
program means that a flock plan and PEMMP have been signed and the owner is
in compliance with the plans.

c. All high-risk, exposed, suspect animals, and all animals under a plan will also be
entered in the NSD animal inventory, including the genotype of all exposed sheep
and any other testing.

d. If the infected animal was not born in and did not lamb in the flock, cleaning and
disinfection can be waived.

5. Before releasing the flock’s plan and infected or source programs?® in SCS SCR, a
VMO must verify completion of the flock plan requirements through an inspection,
inventory, and records review, and the PEMMP must be signed. In general the
PEMMP should be signed at the same time as the flock plan so that the owner knows
what he or she is agreeing to up front. On verification, some or all of the movement
restrictions may be removed and the flock’s plan and infected or source programs in
SCS SCR will be closed. Any remaining movement restrictions must be documented
in the PEMMP and in SCS SCR. Restrictions are removed from animals in SCS SCR
that are not high-risk animals, animals required for test, or genetically susceptible
exposed intact male animals. Restrictions will remain on any high-risk animals and
any retained sexually intact genetically susceptible male animals throughout their
lives and on animals required for test until testing is completed. A PEMMP program
and status will be entered.

6. Actions required during a PEMMP inspection.
a. Animal inspection and inventory
1) Inspection.

26

Programs in SCS SCR are equivalent to the former Animal Health and Surveillance Management statuses.
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a)
b)

Inspect all animals currently in the flock for signs of scrapie.

Confirm with the owner that all animals exhibiting signs of scrapie or
found dead at over 14 months of age were reported in a timely manner to
the State or VS Area Office (if any such animals were not reported, notify
the DSE immediately).

2) Inventory.

a)

b)

Perform a head count of the mature and immature animals present in the
flock or herd, and reconcile the count with the numbers from the previous
year. If the head counts do not reconcile with the records of animals
disposed of and acquired, or there is any other reason the inspector
believes that the flock records are not being accurately maintained or that
dead animals are not being recorded, or animals that require official ID are
not officially identified, the inspector will do an individual animal
inventory and ensure that the animals that require official ID are
identified. If the inventory indicates noncompliance notify the DSE
immediately. The inspector will attach the complete inventory to the
inspection report noting any discrepancies with the flock or tagging
records, animals identified during the inspection, and any evidence that
found dead animals were not sampled.

If the flock is on a PEMMP that allowed the owner to retain high risk
animals, confirm the status of each retained high-risk animal. If any are
missing or cannot be accounted for (e.g., died, sold, or missing without
scrapie testing), notify the DSE immediately.

b. Records review (see VS Form 5-19C, Scrapie PEMMP Inspection Report, for the
information to be reviewed).

c. Confirm that the producer has additional identification devices available for
additions to the flock or herd. If none are available, assist the producer with
obtaining them to ensure additions are properly identified.

d. Complete VS Form 5-19C, Scrapie PEMMP Inspection Report, or equivalent
State form, have the owner sign the form, and turn in the signed form to the DSE
within 30 days of the inspection.
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Appendix A: Approval of Laboratories to Conduct Official
Genotype Tests

A. Background

Genotype testing for susceptibility to scrapie is a key element of the NSEP. Resources to
conduct large-scale genotype testing to fulfill the needs of this program are not available
at NVSL. The regulations at 9 CFR 54.11 provide guidelines for approving laboratories
to conduct official genotype testing for program purposes. This appendix describes the
requirements for laboratories requesting such approval and the procedures for APHIS
units to follow when responding to such requests.

B. Laboratory Responsibilities

1. All initial requests for a laboratory approval should be made in writing to the NVSL
Director. A laboratory may request approval to conduct one or more types of
genotype tests on one or more types of tissue.

2. Application package: Once an initial request for approval is submitted to the NVSL
Director, NVSL will send a copy of this appendix to the laboratory. A laboratory
must send the NVSL Director an application package electronically in pdf format (or
other format acceptable to NVSL) containing the information listed below.

a. Name and address of the laboratory;

b. Name of the legally responsible official and, if different, the director of the
laboratory;

¢. A description of the laboratory facilities and equipment that will be used in
performing genotype tests;

d. A list of the types of samples that will be tested;

e. The SOP for each test to be used, including methods, materials, equipment, and
other relevant information;

f. A list of the names of individuals performing specific tests and a detailed
statement of each individual’s qualifications;

g. A detailed description of the procedures used to satisfy the recordkeeping
requirements of the NSEP. (Note: To satisfy these requirements, the approved
laboratory must retain records of all tests performed and all DNA samples for 5
years.);

h. A description of the specific procedures used for reporting test results. (Note: The
results must be reported to the person submitting the sample, as well as to persons
designated by NVSL, within 2 working days of completing the test.);

i. The laboratory quality assurance manual; and

J- A statement authorizing APHIS to inspect the laboratory, without prior notice,
during normal business hours. The inspection may include, but is not limited to,
reviewing and copying records, observing tests, and interviewing personnel.
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C. NVSL and National Scrapie Program Coordinator Responsibilities

I. Onreceiving a request for laboratory approval, the NVSL Director will inform the
National Scrapie Program Coordinator, the District Director, and the AVIC.

2. The NVSL Director will provide the requesting laboratory a copy of this appendix
and discuss the requirements for laboratory approval with the laboratory director or
other appropriate individuals.

3. Onreceiving an application package (see B.2), authorized NVSL personnel will
review the package to ensure satisfactory completion. If the application package is
determined to be deficient, it will be returned to the laboratory with a statement
giving the reasons for denying approval, and inviting the laboratory to remedy the
deficiencies and resubmit the package.

4. After receiving a satisfactory application package (see B.2), authorized NVSL
personnel will schedule and conduct a site visit. An authorized NVSL employee will
inform the District Director and the AVIC of the site visit. During the site visit,
authorized NVSL personnel will again review the requirements for laboratory
approval, review the test procedures the laboratory intends to use, and confirm the
information in the application package is correct.

5. [If'the application process is satisfactory, the National Scrapie Program Coordinator
(or designee) will notify the director of the laboratory requesting approval that the
laboratory will be approved to conduct the specific tests listed in the package,
provided the laboratory:

a. Satisfactorily completes laboratory proficiency testing; and

b. Demonstrates the ability to electronically receive a submission and transmit a
sample set of results in the prescribed format as specified by APHIS, and to enter
data and results into the VSLS system from hard copy forms.

1) APHIS contract laboratories may be required to demonstrate receipt of
electronic test charts, entry of results in the appropriate fields of the
submission files, and transmittal of the resulting file to VSLS. APHIS contract
laboratories would also need to receive and process Web submissions and
hard copy forms and transmit the results to or enter the results in VSLS.

2) Approved laboratories that are not contract laboratories will have the option of
entering the results through a Web page rather than using electronic
messaging.

Note: Nearly all Federal and State funded program specimens will be submitted in
VSLS. Privately funded official program-approved testing specimens will, for the
most part, continue to be submitted using hard copies of VS Form 5-29. This will
require the genotyping laboratory to enter all the information supplied on the
submitted VS 5-29 into VSLS. This reporting system is not used for unofficial
privately funded testing.
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6. If the laboratory proficiency testing is unsatisfactory, the NVSL Director will indicate

the deficiencies in writing and send this information to the laboratory director
requesting approval and to the National Scrapie Program Coordinator. The laboratory
must submit a report detailing the cause of the error and the steps implemented to
prevent a recurrence to reapply for approval. Those steps must be incorporated into
the relevant documents that make up the application package. A corrected application
package in pdf format (or other format acceptable to NVSL), must be submitted
electronically to the NVSL Director, and a copy forwarded to the National Scrapie
Program Coordinator. If the report and the corrected package are satisfactory, the
laboratory may repeat the proficiency testing.

D. Changes to Laboratory Approval

L.

A laboratory must notify NVSL of any changes in the information contained in the
application package (see B.2). Amendments to the package must be submitted to
NVSL electronically in pdf format (or other format acceptable to NVSL)).

The amendments will be reviewed for approval as in section B of this appendix.

NVSL may elect to forgo conducting a new site visit or requiring additional
proficiency testing.

E. Maintaining Laboratory Approval

1.

Laboratory proficiency tests. To maintain approval, laboratories are required annually
to demonstrate satisfactory completion of proficiency tests (or as deemed necessary
by NVSL). Proficiency test results will be forwarded to the National Scrapie Program
Coordinator by NVSL.

Annual inspections. To maintain approval, laboratories will undergo inspections by
NVSL or a designee annually or as deemed necessary by NVSL. Among other items,
the inspector will review:

a. Records;

b. Maintaining of archival samples;

c. Compliance with standard operating procedures; and

d. Compliance with 9 CFR and this appendix.

F. Removal of Laboratory Approval

1.

The NVSL Director may withdraw or suspend approval of a laboratory for any of the

reasons listed below.

a. Failure to meet any of the conditions stated in this appendix (9 CFR 54.11).

b. One or more criteria for approval or for maintaining approval are no longer being
met.

c. Submission by the approved laboratory of a request for withdrawing approval.
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Appendix B: Approval of Laboratories to Conduct Official
Program-Approved Diagnostic Tests for Scrapie in Sheep and Goats

A. Purpose
Following are the procedures for approval of laboratories to conduct diagnostic tests for
scrapie in accordance with 9 CFR 54.11.

B. Definitions

1. Official test:

A program-approved test for the diagnosis of scrapie conducted at a laboratory
approved by VS to conduct the test, NVSL, or another laboratory to which NVSL has
referred a case for confirmatory testing.

2. Program-approved test:

A test kit or test method for the diagnosis of scrapie in a live or dead animal approved
for use in the NSEP or the SFCP or both in accordance with 9 CFR 54.10, or that was
approved by APHIS for the diagnosis of scrapie before September 20, 2001.
3. Confirmatory test:
A test for the diagnosis of scrapie in a live or dead animal; conducted by NVSL or a
laboratory to which NVSL has referred a case for such testing. Confirmatory testing
may include any of the following methods, used alone or in combination:
immunohistochemistry (IHC); Western Blot; histopathology; enzyme
immunoassay/enzyme-linked immunosorbent assay (EIA/ELISA) test, if different
from the EIA/ELISA test originally performed on the sample and the results are in
agreement; or animal inoculation studies (i.e., bioassay). The results of a
confirmatory test may be used to designate an animal in accordance with 9 CFR 79.4.
C. General

1. Only State, Federal, and university laboratories (as required in 9 CFR 54.11) that are
also members of the National Animal Health Laboratory Network (NAHLN) will be
approved to conduct official scrapie diagnostic testing.

2. Only program-approved tests conducted in approved laboratories, at NVSL, or at
another laboratory to which NVSL has referred a case for confirmatory testing, are
considered to be official diagnostic tests for scrapie.

3. The approved laboratory must submit all specimens with an initial positive, suspect,
repeat, or inconclusive test result, and all specimens from clinically suspect animals
to NVSL for confirmation within 5 business days.
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d. A description of recordkeeping procedures. Approval requires that records from
all specimens be retained for at least 1 year, and records pertaining to cases with
positive, suspect, repeat, or inconclusive test results be retained for at least 5
years.

e. A description of sample/tissue holding and retention procedures.

E. NAHLN Responsibilities

1.

On receiving a request for laboratory approval, the NAHLN Coordinator will inform
the NVSL Director, NVSL Reference Laboratory, and the National Scrapie Program
Coordinator as well as the appropriate APHIS District Director and AVIC, based on
the location of the laboratory. The NAHLN Coordinator will consult with the NVSL
Reference Laboratory and National Scrapie Program Coordinator to determine if
additional testing capacity is needed.

The NAHLN Coordinator or designee will give the requesting laboratory a copy of
this document and discuss requirements for laboratory approval with the laboratory
director or other appropriate individuals. The NAHLN Coordinator, after consultation
with the NVSL Reference Laboratory and National Scrapie Program Coordinator,
will advise the requesting laboratory whether capacity is needed at that time.

On receiving an application package as described in D.2, appropriate NAHLN
program and NVSL Reference Laboratory personnel will review the submitted
materials.

F. Recommendation for Approval

1.

If the laboratory meets all requirements, the NAHLN Coordinator will notify the
NVSL Director, the NVSL Reference Laboratory, the National Scrapiec Program
Coordinator, and the laboratory director regarding the laboratory’s ability to conduct
the specific tests on the specified tissues (as listed in the NAHLN Checklist).
Approval will be granted if the laboratory:

a. Completes proficiency testing for the specific test, as directed by NVSL.
Satisfactory performance requires that the laboratory correctly identify the scrapie
status of 100 percent of samples in the test panel.

1) If discrepant results are obtained, NVSL, the participating laboratory, and
others as required will investigate the cause.

2) If the apparent cause of discrepant results is determined and rectified to
NVSL’s satisfaction, no additional corrective actions may be needed.

3) AtNVSL’s discretion, the laboratory may need to train additional personnel
or may need additional proficiency testing. NVSL can deny laboratory
approval for the specific test after a second proficiency test failure.

4) The NVSL reference laboratory will forward proficiency test results to the
National Scrapie Program Coordinator and the NAHLN program office.
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b. Demonstrates the ability to receive submission information and transmit test
results by the following methods:

1) Access submission information entered previously by field
collectors/submitters and enter submission information for other specimens
not submitted electronically on the appropriate VSLS Web site; and

2) Enter test results on the appropriate VSLS Web site or submit test results via
electronic messaging to the VS database, as directed; and

3) Supply submission information and test results using a spreadsheet or other
NVSL-provided format for tests not supported by VSLS.

2. If the results of a laboratory’s proficiency testing are unsatisfactory or the laboratory
cannot sufficiently demonstrate its ability to electronically receive and transmit test
results, the NVSL reference laboratory will document the deficiencies in writing and
send this information to the laboratory director, the NAHLN program office, and the
National Scrapie Program Coordinator.

a. Laboratories may reapply for approval by contacting the NAHLN program office
and the NVSL reference laboratory to discuss retraining and retaking the
proficiency test and/or re-evaluation of the laboratory’s ability to receive and
transmit data electronically. The NVSL reference laboratory may require the lab
to submit a satisfactory report detailing the cause of the error or errors and the
steps implemented to prevent recurrence before allowing the lab to retake the
proficiency test.

b. Failure of the subsequent proficiency test or electronic data transmission test will
be ground to deny laboratory approval.

1) A laboratory denied approval as a result of failed proficiency testing as
described in / may be required to wait until the next scheduled round of
proficiency testing to complete the testing and submit a new application
package.

2) A laboratory denied approval as a result of a failed electronic data
transmission test may be approved, within 12 months of a successful
diagnostic proficiency panel, after a successful electronic data transmission
test. Laboratories failing to demonstrate electronic data transmission
proficiency within 12 months must submit a new application package.

3) The new application package must detail the factors associated with the denial
of the previous application and the actions implemented to prevent
recurrences.

G. Changes to Laboratory Approval

1. A laboratory must notify the NVSL Director and the NAHLN program office of any
changes in the information contained in the application package within 30 days of the
effective date of the change. Changes in procedures or equipment must be approved
in advance. Changes in personnel requiring notification include individuals serving as
the responsible laboratory official, laboratory director, and the responsible individual
for technical issues regarding scrapie testing or their contact information.
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2. The amendments will be reviewed for approval as described in section E of this

appendix. The NAHLN program may conduct a new site visit or may require

additional proficiency testing before approving the amendment, depending on the

nature and scope of the requested change.

a. Ifthe amended application is approved, the NAHLN Coordinator will notify the
NVSL Director and the National Scrapie Program Coordinator.

b. If the amended application is not approved, the NAHLN Coordinator will give the
laboratory director, NVSL Director, and the National Scrapie Program
Coordinator a statement giving the reasons for denying approval. The laboratory
can address the deficiencies and resubmit the amendment.

H. Maintaining Laboratory Approval

L.

Approved laboratories are required to submit a NAHLN Qualification Checklist
annually for re-approval. Continued participation is contingent on approval from the
NAHLN Coordinator, National Scrapie Program Coordinator, and NVSL Reference
Laboratory.

To maintain approval, laboratories must satisfactorily complete proficiency tests
annually or as NVSL deems necessary. A final score of 100 percent correctly
identified samples is considered a satisfactory score. The procedure described in F.1
will be used if discrepant results are obtained.

As stated in the NAHLN Qualification Checklist, approved laboratories may be
required to undergo inspections or audits, or both, as designated by the NAHLN
program.

L Removal of Laboratory Approval

1.

The NVSL Director, acting on behalf of the Administrator, may withdraw or suspend

approval of a laboratory for any of the following reasons:

a. Failure to meet any of the conditions stated in this appendix or in 9 CFR 54.11.

b. One or more criteria for obtaining or maintaining approval are no longer being
met.

¢. Submission by the approved laboratory of a request for withdrawal of approval.

d. Unsatisfactory performance on regular samples submitted for testing or required
proficiency tests as defined in section H.1I of this appendix.

e. A finding of unsatisfactory conditions or procedures at the laboratory.

f.  Failure to accurately input test data and report results in the manner and within the
time frames specified in this appendix, the SOP provided by NVSL, in a contract,
blanket purchase agreement, or other binding agreement.

g. Loss of NAHLN approval.

The NVSL Director, acting on behalf of the Administrator, may withdraw or suspend
a laboratory’s approval to conduct a specific test kit or method on any or all tissues
approved to be tested using the kit or method based on proficiency test failures on any
tissue using the kit or method. For example, a laboratory that fails a second
proficiency test for approval to conduct the IHC test on the obex may also have its
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Appendix C: Program Approval of Diagnostic Tests for Scrapie in
Sheep and Goats

A. Purpose

Following are the procedures for approving new test kits or test methods for diagnosing
scrapie in the NSEP or the SFCP, or both. This appendix also provides guidance for
implementing the regulations in 9 CFR 54.10).

B. Definitions

1. Official test:
A program-approved test for the diagnosis of scrapie conducted at a laboratory VS
approves to conduct the test, NVSL, or another laboratory to which NVSL has
referred a case for confirmatory testing.

2. Program-approved test:
A test kit or test method for diagnosing scrapie in a live or dead animal approved for
use in the Scrapie Eradication Program or the SFCP, or both in accordance with 9
CFR 54.10, or approved by APHIS for diagnosing scrapie before September 20,
2001.

3. Confirmatory test:
A test for diagnosing scrapie in a live or dead animal conducted by NVSL or a
laboratory to which NVSL has referred a case for such testing. Confirmatory testing
may include any of the following methods, used alone or in combination:
immunohistochemistry (IHC); Western Blot; histopathology; enzyme
immunoassay/enzyme-linked immunosorbent assay (EIA/ELISA) test, if different
from the EIA/ELISA test originally performed on the sample and the results are in
agreement; or animal inoculation studies (i.e., bioassay). The results of a
confirmatory test may be used to designate an animal in accordance with 9 CFR 79.4,

C. General

1. Routine laboratory diagnosis of scrapie is accomplished by detecting the protease-
resistant form of the prion protein, PrP™, in CNS or lymphoid tissue, or both.

2. Asnew test kits or test methods are developed for diagnosing scrapie, APHIS must
evaluate their characteristics and intended uses to determine if they are suitable for
use in the Scrapie Eradication Program or the SFCP.

3. Only program-approved tests performed in approved laboratories, at NVSL, or at
another laboratory to which NVSL has referred a case for confirmatory testing, are
considered official diagnostic tests for scrapie.
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D. Request for Program Approval of Tests

1.

Initial requests for program approval of a test kit or test method should be made in
writing to the NVSL Director (or his or her designee). Once an initial request for
approval is submitted, a copy of this appendix will be sent to the requestor.

Program evaluation of tests may also be initiated by the NVSL.

Application package: The requestor must submit the following information
(electronically in pdf or other format acceptable to NVSL) to the NVSL Director.
This information will be referred to as the application package.

a. A standardized test protocol that includes a description of the test, a description of
the reagents, materials, and equipment used for the test, the specific tissue or
tissues on which the test is to be performed, the test methodology, and any control
or quality assurance procedures.

b. A description of the intended use of the test including if it will be used to test
sheep, goats, or both; or live or dead animals or both (i.e.,
antemortem/postmortem test) for scrapie.

c. Data to support repeatability (i.e., the ability to reproduce the same result
repeatedly on a given sample).

d. Data to support reproducibility (i.e., data to show that similar results can be
produced when the test is run at other laboratories).

e. Data to support the diagnostic sensitivity and specificity of the test and data to
support the analytical sensitivity and specificity for assays, as appropriate.

f. A summary of the advantages offered by the new test kit or test method relative to
the methods currently approved for a similar use.

g. The NVSL Director may request additional data or information at any time during
the review process to determine the suitability of the test for program use. This
may include but is not limited to past performance, cost of test materials and
equipment, ease of test performance, generation of waste, and potential use of
existing equipment.

h. APHIS-licensed test kit manufacturers may use the data submitted to obtain
licensure to support their applications for program approval.

E. NVSL and National Scrapie Program Coordinator Responsibilities

1.

On receiving a request for program approval, the NVSL Director will inform the
National Scrapie Program Coordinator.

2. The NVSL Director, or designee, will provide the requestor a copy of this appendix
and discuss the requirements for program approval of a test with the requestor or
other appropriate individuals.

3. Ifthe application package is complete and the test kit or test method warrants further
consideration, authorized NVSL personnel will coordinate a review of the submitted
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materials with the National Scrapie Program Coordinator and, if appropriate, other
scientists.

The NVSL Director may decline to evaluate any test kit for program approval that has
not been licensed for the intended use. The Director may also decline to evaluate any
test kit or test method unless the requestor demonstrates the new method offers a
statistically significant advantage over currently approved methods, or is likely to
provide a savings that will offset the cost of evaluation. If the Director declines
further evaluation of the test, the application package will be returned to the requestor
with a written statement providing the reason or reasons for the denial. The requestor
may address the deficiencies identified and resubmit the application package.

F. Evaluation Criteria for Program Approval of Tests

1.

The approval or disapproval of a test for use in the Scrapie Eradication Program or
the SFCP will be based on APHIS” evaluation of the submitted application package
and testing at NVSL. APHIS may use outside scientists during the evaluation process,
as appropriate. APHIS will use the following evaluation criteria:

a. The test must be able to be readily and successfully performed at NVSL.

b. The test must have a reliable, timely, and cost-effective method of proficiency
testing.

c. A test, or combination of tests, may be approved for the identification of suspect
animals, for the identification of scrapie-positive animals, or for other purposes,
such as flock certification.

1) Test approval for the identification of scrapie-positive animals requires that
the test demonstrate a diagnostic specificity comparable to or greater than that
of current program-approved tests.

2) Test approval for the removal of high-risk, exposed, or suspect animal
designations requires that the test demonstrates a sensitivity comparable to or
greater than that of current program-approved tests used for the stated
purpose.

3) Test approval for a live animal screening test to identify suspect animals
requires that the test be reliable but need not be definitive for diagnosing
scrapie.

d. Test kits that are not USDA-licensed will be approved only if they offer an
advantage over other test methods as determined by NVSL or have a limited use
(i.e. such as Western Blot test kits used for discriminatory or confirmatory
testing).

¢. Test procedures must be consistent with established scientific principles and
practices for diagnostic testing for scrapie.

The NVSL Director may request additional data or information at any time during the
review process to facilitate the evaluation of the test’s suitability for program
approval.
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3. VS may provisionally approve a test method or test kit to allow additional evaluation

of its performance during field use.

After determining that the test kit or test method meets the criteria for program
approval or provisional approval, the National Scrapie Program Coordinator will draft
VS Guidance for approval of the test.

Specific guidelines for the use of program-approved tests within the Scrapie
Eradication Program or the SFCP will be published in the VS Guidance approving the
test and may subsequently be incorporated in the NSEPS. These guidelines will be
developed according to the characteristics of the test, including specificity,
sensitivity, and predictive value in defined groups of animals.

If the test kit or test method does not meet the criteria for program approval, the
application package will be returned to the requestor with a statement giving the
reasons for denying approval. The requestor may address the deficiencies and
resubmit the application package.

G. Changes to Test Methodology

The requestor must notify the NVSL Director of any changes or modifications to the
test protocol from that contained in the application package. Amendments to the
package must be submitted in writing (electronically in pdf or other format acceptable
to NVSL) to the NVSL Director.

2. The amendments will be reviewed by NVSL to determine if the proposed changes are
approved, disapproved, require additional information or testing before approval, or
require a full evaluation for program approval as a new test.

a. If the amended protocol does not require full evaluation, the NVSL Director will
notify the requestor and the National Scrapie Program Coordinator regarding
approval of the modification, additional information needed, or testing required
before approval.

b. If the amended protocol requires full evaluation, the NVSL Director will notify
the requestor and the National Scrapie Program Coordinator that a reapplication is
necessary for approval.

H. Removal of Program Approval for a Test

1. The NVSL Director, acting on behalf of the Administrator, may withdraw or suspend
approval of any test kit or test method for the following reasons:

a. Failure to meet any of the conditions stated in this document or in
9 CFR 54.10.

b. The test kit or test method does not perform as expected following program
approval.

c. A more effective test kit or test method is subsequently approved.
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2. The NVSL Director, acting on behalf of the Administrator, will give written notice of
the proposed withdrawal to the director of the laboratories using the test or method, or
in the case of test kits, to the manufacturer, and will give the director or manufacturer
an opportunity to respond. A hearing will be held to resolve conflicts regarding any
material fact concerning the reason for withdrawal.

3. The NVSL Director, acting on behalf of the Administrator, may suspend approval by
notifying the laboratory or the kit manufacturer.
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j.

back leg.

8) Other CNS signs.

The animal shows signs of intense rubbing, abrasions, or rough, thickened, and/or

hyperpigmented skin:

1) Repeated intense rubbing with bare areas in similar locations on both sides of
the animal’s body or, if on the head, both sides of the poll; and/or

2) Abraded, rough, thickened, or hyperpigmented areas of skin in areas of wool
or hair loss in similar locations on both sides of the animal’s body or, if on the
head, both sides of the poll.

The animals are scrapie-exposed animals not in source or infected flocks (i.e.,

those identified with a yellow “Exposed” eartag or received on a VS 1-27 permit).

Any goat or sheep, including hair sheep, that is 2, 3, 4, or 5 years of age as

evidenced by examination of the teeth.

Condemned postmortem for emaciation.

Animals of higher risk than the general population or needed to achieve State

sampling minimums as determined by the SGHSE.

Sheep or goats identified with an SFCP tag.

3. Note:

a.

b.

Below is the list of options for age in VSLS:

AGE DESCRIPTION

12 to < 18 months | First permanent incisor erupted, but lower than remaining
deciduous teeth

18 to <24 months | First permanent incisor level with or extends above
remaining deciduous teeth; second permanent incisor erupted

2 years Second permanent incisor erupted and level with first
permanent incisor; third permanent incisor not erupted

3 years Third permanent incisor erupted; fourth permanent incisor
not erupted

4 years Fourth permanent incisor erupted; no dental wear on fourth
incisor

Full mouth — min. | Animal has full mouth, all incisors fully erupted, with
minimal dental wear

Full mouth — mod. | Animal has full mouth; all incisors fully erupted, with
moderate dental wear. No broken, missing or markedly
splayed teeth

Full mouth —sev. | Animal has full mouth; all incisors fully erupted, with severe
dental wear. Teeth may be broken, missing, or markedly
splayed

In plants where the collector does not see the live sheep or goat, arrangements
should be made with the FSIS inspector in charge to identify the heads from
animals meeting the clinical signs criteria.

The targeted groups may be revised based on ongoing analysis of RSSS data.
Reminder: Unlike other sheep and goats, all mature sheep that have a black face
should be sampled regardless of traceability and “Do Not Collect™ list status so
that the NSEP can accurately measure program effectiveness.
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b. To clean dry surfaces, apply a 2 percent available chlorine solution®*” (equivalent to
about 20,000 p/m; available chlorine: 50 ounces or 6-1/4 cups of normal strength
(5.25 percent) bleach) to enough water (78 ounces. or 9 ¥% cups) to give 1 gallon of
solution) at room temperature (at least 65 °F) for 1 hour.

Note: Bleach is caustic and can be hazardous if swallowed, gets in the eyes, is
breathed in, or is left on the skin. Further, care must be taken to prevent
contamination of water from runoff and to comply with any environmental
regulations for use of this product. Read the material safety data sheet before use and
use appropriate personal protective equipment or hire trained personnel to do the
work.

¢. To clean dry surfaces, apply a 1-molar solution of sodium hydroxide*® (approximately
4-percent solution (5 ounces sodium hydroxide dissolved in | gallon water)) at room
temperature (at least 65 °F) for at least 1 hour. Synonyms for sodium hydroxide are
caustic soda, soda lye, and sodium hydrate.

Note: Sodium hydroxide is caustic and can be hazardous if swallowed, gets in the
eyes, is breathed in, or is left on the skin. Further, care must be taken to prevent
contamination of water from runoff and to comply with any environmental
regulations for use of this product. Read the material safety data sheet before use and
use appropriate personal protective equipment or hire trained personnel to do the
work.

Use of chlorine and sodium hydroxide must be reported to scrapie(@aphis.usda.gov or directly to
the designated individual for compilation into a report for submission to EPA.

39 40 CFR part 152 declares prions a pest under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA).
Accordingly, only products registered with the EPA specifically for the reduction of prion infectivity can be used to
disinfect these sites. Currently there are no EPA-registered products available; EPA has therefore granted APHIS an
exemption for the use of chlorine and sodium hydroxide for use in its prion control and eradication programs. These
instructions conform to those provided in the exemption labels.
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