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Revised Testing Protocol for the BSE Surveillance Program
July 1, 2005

ALl USDA (and contract laboratory) personnel must strictly adhere to the BSE testing

protocol for any and all samples. USDA personnel will not deviate from this protocol
in any way without the explicit prior approval of the Deputy Administrator of

Veterinary Services.

1.

A USDA-approved network laboratory or USDA’s National Veterinary
Services Laboratories (NVSL) receives a bovine brainstem sample submitted as
part of the BSE surveillance program. If the sample is not usable (that is, if the
brain stem is not recognizable), it is not tested.

If the sample is usable (if the brain stem can be recognized), the rapid screening
test 1s completed in accordance with the manufacturers protocol and defined
SOP (GPPISOP0030.02).

If the sample is negative for BSE on the completed screening test (as defined in
manufacturer’s instructions and NVSL SOP GPPISOP0032.03), no further
action is taken. If the sample is reactive for BSE on the completed screening
test (as defined in manufacturer’s instructions and NVSL SOP
GPPISOP0032.03), it is considered inconclusive and will undergo confirmatory
testing at NVSL and USDA’s National Animal Disease Center (NADC).*
NVSL receives tissue samples from the contract laboratory and immediately
transfers at least 2 grams of brain stem tissue to NADC. A chain of custody
will be documented and maintained by NVSL and NADC personnel. NVSL
and NADC personnel will ensure that the samples are maintained in such a way
50 as to ensure their integrity.

NVSL repeats the screening test on a new piece of brain stem and re-runs the
homogenate from the contract laboratory.

If the sample is suitable for IHC testing, IHC is run at NVSL. The sample will
be considered positive by IHC if criteria in NVSL SOP GPPISOP27 are met as
interpreted by the section head or laboratory chief. Concurrent with IHC testing
at NVSL, SAF Immunoblot (Western blot) is run at NADC. The sample will be
considered positive by SAF Immunoblot if the requirements of the OIE Manual
of standards criteria are met as interpreted by the lead scientist or research.
leader. (If the sample is not suitable for IHC, it will be tested only by SAF
Immunoblot).**
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7.  If'the sample is negative on both SAF Immunoblot and IHC, it is negative for
BSE. No further action is taken.

8.  Ifthe sample tests positive on either THC or SAF Immunoblot, if is positive for
BSE.

9.  Ifthe sample tests positive on either IHC or SAF Immunoblot (or if test results
conflict), further testing for the purposes of characterization and/or research
may be performed only after consultation with the Secretary of Agriculture.
Recommendations for further testing will be conveyed through the Deputy
Administrator. If further testing is requested, NVSL will provide the Deputy
Administrator with a specific testing protocol together with a written
explanation of that protocol.

*Collection personnel that ship samples directly to NVSL for screening and possible
confirmatory testing must send fresh tissue to NVSL; fresh tissue must be received at
NVSL within 48 hours. If it is not possible for fresh tissue to arrive at NVSL within
48 hours, collection personnel should send the entire sample frozen.

** Although fresh tissue is to be sent to Ames when possible, if frozen tissue must be
sent, testing of that frozen tissue will proceed according to this protocol. However, if
the frozen tissue cannot be tested using IHC (that is, if the brain stem is not
recognizable), it will be tested only by SAF Immunoblot.

.
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To date, 9,245 animals have not been tested by ELISA (and
were only subject to IHC). Please note that the number
posted on the web for the total of BSE tests under the enhanced
surveillance program is only for those animals subjected to the
ELISA.

This group of 9,245 animals subjected to the THC is in addition
to the weekly web total.
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For the first positive, the initial read value at the State
laboratory where it was tested was 0.133. It was tested again at
the State laboratory with a value of 0.197.

For the second positive, the read value at the State laboratory
where it was tested was 0.367.
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FEDERAL MEAT INSPECTION ACT
TITLE 21 - FOOD AND DRUGS
. CHAPTER 12 - MEAT INSPECTION
SUBCHAPTER I— INSPECTION REQUIREMENTS; ADULTERATION AND
' MISBRANDING

§603. Inspection of meat and meat food products.

{a) Examination of animals before slaughtering; diseased animals slaughtered
separately and carcasses examined

For the purpose of preventing the use in commerce of meat and meat food products which are
adulterated, the Secretary shall cause tc be made, by inspectors appointed for that purpose, an
examinatior: and inspection of all cattle, sheep, swine, goats, horses, mules, and other equines
before they shall be allowed to enter into any slaughtering, packing, meat-canning, rendering, or
similar establishment, in which they are to be slaughtered and the meat and meat food products
thereof are to be used in commerce; and all cattle, sheep,-swine, goats, horses, mules, and other
equines found on such inspection to show sympioms of disease shall be set apart and
slaughtered separately from all other cattle, sheep, swine, goats, horses, mules, or other equines,
and when so sfaughtered the carcasses of said catile, sheep, swine, goats, horses, mules, or
other equines shall be subject to a careful examination and inspection, all as provided by the
rules and regulations to be prescribed by the Secretary, as provided for in this subchapter.

{b) Humane methods of slaughter

For the purpose of preventing the inhumane slaughtering of livestock, the Secretary shall cause
to be made, by inspectors appointed for that purpose, an examination and inspection of the |
method by which cattle, sheep, swine, goats, horses, mules, and cther equines are slaughtered
and handled in connection with slaughter in the slaughtering establishments inspected under this
chapter. The Secretary may refuse to provide inspection {0 a new slaughtering establishment or
may cause inspection to be temporarily suspended at a slaughtering establishment if the
Secretary finds that any cattle, sheep, swine, goats, horses, mules, or other equines have been
slaughtered or handled in connection with slaughter at such establishment by any method not in
accordance with the Act of August 27, 1958 (72 Stat. 862; 7 U.S.C. 1901-1906) until the
establishment furnishes assurances satisfactory to the Secretary that all slaughtering and
handling in connection with slaughter of livestock shall be in accordance with such a method.
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Pt. 309

PART 309—ANTE-MORTEM
INSPECTION

ec.,

309.1 Ante-mortem inspection in pens of of-
ficial establishments,

308.2 Livestock suspected of being diseased
or affected with certain conditions; iden-
tifying suspects: disposition on post-
mortem inspection or otherwise.

309.3 Dead, dying. disabled, or diseased and
similar livestack.

309.4 Livestock showlng symptoms of cer-
tain metabelic, toxic, nervous, or cir-
culatory disturbances, nutritional imbal-
ances, or infectious or parasitic diseases,

309.5 Swine; disposal because of hog cholera.

309.6 Epithelioma of the eye.

309.7 Livestock affected with anthrax;
cleaning and disinfection of infected live-
stock pens and driveways.

309.8 Cattle affected with anasarca and gen-
eralized ederna.

309.9 Swine erysipelas,

309.10 Qnset of parturition,

309.11 Vaccine livestocle. -

308.12 Emergency
prior to.

308.13 Disposition of condemned livestock.

309.14 Brucellosis-reactor goats.

309.15 Vesicular diseases,

308.16 Livestock suspected of having bio-
logical residues.

309.17 Livestock used for research,

309.18 Official marks and devices for pur-
poses of ante-mortem inspection.

AUTHORITY: 2] U.5.C, 60I-6%5; 7 CFR 2.17,
2.55.

Source: 35 FR 15563, Oct. 3. 1970, unless
otherwise noted.

slaughter; inspection

5309.1 Ante-mortem inspection in pens
of official establishments.

{a) All livestock offered for slaughter
in an official establishment shall be ex-
amined and inspected on the day of and
before slaughter unless, because of un-
usual circumstances, prior arrange-
ments acceptable to the Administrator
have been made in specific cases by the
circuit supervisor for such examination
and ipspection to be made on a dif-
ferent day before slaughter.

() Such ante-mortem inspection
shail be made in pens on the premises
of the establishment at which the live-
stock are offered for slaughter before
the livestock shall be allowed to enter
into any department of the establish-
ment where they are to be slaughtered
or dressed or in which edible products
are handled. When the helding pens of

9 CFR Ch. Jll (1-1-04 Edition)

an official establishment are located in
a public stockyard and are reserved for
the exclusive use of the establishment,
such pens shall be regarded as part of
the premises of that establishment and
the operator of the establishment shall
be responsible for compliance with al}
requirements of the regulations in this
subchapter with respect to such pens.

§309.2 Livestock suspected of being
diseased or affected with certain
conditions; identifylng suspects;
disposition on_post-mortem inspec-
Hon or otherwise.

{8) Any livestock which, on ante-
mortem inspection, do not clearly
show, but -are suspected of being af-
fected with any disease or condition
that, under part 311 of this subchapter,
may cause condemration of the carcass
on post-mortem inspection, and any
livestock which show, on ante-mortem
Inspection, any disease or condition
that, under part 311 of this subchapter
would cause condemnation of only part
of the carcass on post-mortem inspec-
tion, shall be so handled as to retain
its identity as a suspect until it is
given final post-mortem inspection,
when the carcass shall be marked and
disposed of as provided in parts 316 and
311 of this subchapter, or until it is dis-
posed of as otherwise provided in this

part.

(b) All seriously crippled animals and
animals commonly termed ‘‘downers,”
shall be identified as U.S. Suspects and
disposed of as provided in §311.1 of this
subchapter unless they are required to
be classed as condernned under §309.3.

(c) Livestock which have reacted to a
test for leptospirosis, or anaplasmosis,
but which show no symptoms of the
disease, shall be identified as U.S. Sus-
pects and disposed of as provided in
§311.10 of this subchapter.

{d} Livestock which are known to
have reacted to the tuberculin test
shall be identified as U.S. Suspects and
disposed of as provided in §311.2 of this
subchapter, except that livestock bear-
ing an officlal “USDA Reactor” or
similar State reactor tag shall not be
tagged as U.S. Suspects.

(e} Any cattle found on ante-mortem
inspection to he affected with
epithelioma of the eye or of the crbital
region to a lesser extent than as de-
scribed in §309.5 shall be identified as a
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U.S. Suspect and disposed of as pro-
vided in §311.12 of this subchapter.

{f} Cattle found on ante-mortem in-
spection to be affected with anasarca
to a lesser extent than as described in
§309.8 shall be identified as U.S. Sus-
pects and disposed of as provided in
§311.8 of this subchapter or paragraph
() of this section.

{g) Any livestock suspected of being
affected with anasarca may be set
apart and held for treatment under
Program or other responsible official
supervision approved by the area super-
visor. If at the expiration of the treat-
ment period the livestock upon exam-
ination Is found to be free from disease,
it may be released for any purpose.
Otherwise, it shall be identified as U.S.
Suspect and disposed of as provided in
§311.8 of this subchapter or condemned
and disposed of as provided in §309.3,
whichever is appropriate.

(h} All hogs suspected on ante-
mortem inspection of being affected
with swine erysipelas shall be identi-
fied as U.S. Suspects and disposed of as
provided in §311.5 of chis subchapter or
paragraph (i} of this section.

A hog suspected of being affected
with swine erysipelas may be set apart
and held for treatmnent under Program
or other responsible official super-
vision approved by the area supervisor.
If at the expiration of the treatment
period the animal upon examination is
found to be free from disease, it may be
released for any purpose. Otherwise, it
shall be !dentified as U.S. Suspect and
disposed of as provided in §311.5 of this
subchapter, or condemned and disposed
of as provided in §309.13, whichever is
appropriate.

() Any livestock which iz affected
with vesicular exanthema or vesicular

stomatitis, but which has recovered to-

the extent that the lesions are in proc-
ess of healing, the temperature is with-
in normal range, and the livestock
shows a return to normal appetite and
activity, shall be identified as U.S.
Suspect and disposed of as provided in
§311.32 of this subchapter, except that
if desired, such livestock may be set
apart and held under supervision of a
Program employee or other official
designated by the area supervisor for
treatment. If the livestock is set aside
for treatment, the U.5. Suspect identi-

§309.2

fication device will be removed by a
Program employee, following such
treatment, if the livestock is found to
be free from any such disease. Such
livestock found to be free from any
such disease may be released for
slaughter or for purposes other than
slaughter, provided that in the latter
instance, the operator of the official
establishment or the owner of the ani-
mal shall first obtain permission from
the local, State, or Federal livestock
sanitary official having jurisdietion
over the movement of such livestock,

(k) Livestock which are offered for
ante-mortem inspection under this
part, and which are regarded by the in-
spector as immature, shall be identi-
fied as U.S, Suspects and, if slaugh-
tered, the disposition of their carcasses
shall be determined by the post-
mortem findings in connection with
the ante-mortem conditions. If not
slaughtered as suspects, such livestock
shall be held under supervision of a
Program employee or other official
desigmated by the area supervisor, and
after sufficient development may be re-
leased for slaughter or may be released
for any other purpose, provided they
have not been exposed to amy infec-
tious or contagious disease. If such ex-
posure occurs, permission should be ob-
tained from the nearest Veterinary
Services unit of the Animal and Planc
Health Imspection Service prior to re-
lease of such livestock.

(I3 Livestock previously condemned
for listeriosis, if released for slaughter
under §303.13{b) shall be identified as a
U.S. Suspect in accordance with
§309.13(c).

(m) Each animal required by this
part to be treated as a U.S. Suspect
shall be identified as such by or under
the supervision of a Program employee
with an official device in accordance
with §309.18. No such device shall be re-
moved except by a Program ernployee.

(n) Each animal identified as a U.S,
Suspect on ante-mortem inspection
shall be set apart and shall be slaugh-
tered separately from other livestock
at that establishment unless disposed
of as otherwise provided in this part.

(0} Each animal identified as a U.S.
Suspect on ante-mortem inspection,
when presented for slaughter shall be
accompanied with a form MP 402-2 on
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§309.3

which the inspector at the establish-
ment shall record the U.S. Suspect
identification number and sny other
identifying tag numbers present and a
brief description of the animal and of
the disease or condition for which the
animal was classed as a ‘suspect, in-
cluding its temperature when the tem-
perature of such animal might have a
bearing on the disposition of the car-
cass on post-mortem inspection.

(p) When any animal identified as a
U.S. Suspect is released for any pur-
pose of reason, as provided in this part,
the official identification device shall
be removed only by a Program em-
ployee and he shall report his action to
the area supervisor. When a suspect is
to be released under the provisions of
this part for a purpose other than
slaughter, the operator of the official
establishment or the owner of the ani-
mal shall first obtain permission for
the removal of such animal from the
loeal, State or Federal livestock sani-
tary official having jurisdiction.

[35 FR 15583, Oct. 3, 1970, as amended at 38 FR
25214, Oct. 23, 1973; 39 FR 35000, Oct. 17, 1574)

§2309.3 Dead, dying, disabled, or dis-
cased and similar livestock.

(a} Livestock found to be dead or ina
dying condition on the premises of an
official establishment shall be jdenti-
fied as U.8. Condemnned and disposed of
in accordance with §395.13.

) Livestock plainly showing on
ante-mortem inspection any disease or
condition that, under part 311 of this
subchapter, would cause condemnation
of their carcasses on post-mortem in-
spection shall be identified as U.S. Con-
demned and disposed of in accordance
with §309.13.

(c) Any swine having a temperature
of 106 °F. or higher ‘and any cattle,
sheep, goats, horses, mules, or other
equines having a temperature of 105 °F.
or higher shall be identified as U.S.
Condemned. In case of doubt as to the
cause of the high temperature, or when

for other reasons a Program employee-

deems such action warranted. any such
Hvestock may be held for a reasonable
time under the supervision of a Pro-
gram employee for further observation
and taking of temperature before final
disposition of such livestock is deter-
mined. Any livestock so held shall be

9 CFR Ch. NI (1-1-04 Edition)

reinspected on the day it is slaugh-
tered. If, upon such reinspection, or
when not held for further observation
and taking of termperature, then on the
original inspection, the animal has a
temperature of 106 °F. or higher in the
case of swine, or 105 °F. or higher in the
case of other livestock, it shall be con-
demned and disposed of in accordance
with §309.13.

(d) Any livestock found in a coma-
tose or semicomatose condition or af-
fected with any condition mnot other-
wise covered in this part, which would
preclude release of the animal for
slaughter for human Food, shall be
identified *U.S. Condemned” and dis-
posed of in accordance with §309.13, ex-
cept that such animal may be set apart
and held for further observation or
treatment under supervision of a Pro-
gramn employee or other official des-
ignated by the area supervisor and for
final disposition in accordance with
this part.

§3094 Livestock showing symptoms of
certain metabolic, toxic, ntervous, or
circulato disturbances, nutri-
tional imbalances, or infectious or
parasitic diseases.

(a) All livestock showing, on ante-
mortem inspection, symptoms of
anaplasmosis, ketosls, leptospirosis,
listeriosis, parturient paresis,
pseudorables, rabies, scrapie, tetanus,
grass tetany, transport tetany, stran-
gles, purpura hemorrhagica, azoturia,
infectious equine encephalomyelitis,
toxic encephalomyelitis (forage poi-
soning), dourine, acute influenza, gen-
eralized osteoporosis, glanders (farcy),
acute inflamnmatory lameness or exten-
sive fistula shall be identified as U.S.
Condernned and disposed of in accord-
ance with §309.13. -

(b) If any equine is suspected on ante-
mortem inspection of being infected
with glanders or dourine, the nearest
Veterinary Services unit of the Animal
and Plant Health Inspection Service
shall be so informed by a Program em-
Ployee. Tests shall be performed by
said unit to determine whether the ani-
mal is, in fact, infected with such dis-
ease, If it Is found on such tests to be
infected, the animal shall be disposed
of in accordance with paragraph (a} of
this section. Qtherwise, the animal
shall be identified as a US. Suspect
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and disposed of as provided in §3i1.10 of
this subchapter.

[35 FR. 15563, Oct. 3, 1970 as amended at 38 FR
25214, Oct, 23, 1973]

§309.5 Swine; disposal because of hog
cholera.

(a) All swine found by an inspector to
be affected with hog cholera shall be
identified as U.S. Condemned and dis-
posed of in accordance with §309.13. Im-
mediate notification shail be given by
the inspector to the official in the Vecr-
erinary Services unit of the Animal
and Plant Health Inspection Service
who has responsibility for the control
of swine diseases in the State where
the swine are located.

(b} All swine, even though not them-
selves Identified as U.S. Suspects,
which are of lots in which one or more
animals have been condemned or iden-
tified as U.S. Suspect for hog cholera,
shall, as far as possible, be slaughtered
separately and apart from all other
livestock passed on ante-mortem in-
spection.

[40 FR 27225, June 27, 1975}

§309.6 Epithelioma of the eye.

Any animal found on ante-mortem
inspection to be affected with
epithelioma of the eye and the orbital
region in which the eye has been de-
stroyed or ohscured by neoplastic tis-
sue and which shows extensive infec-
tion, suppuration, and necrosis, usually
accompanied with foul odor, or any
animal affected with epithelioma of
the eye or of the orbital region which,
regardless of extent, s accompanied
with cachexia shall be identified as
U.S. Condemned and disposed of in ac-
cordance with §309.13.

§309.7 Livestock affected with an-
thrax; cleaning and disinfection of
infected livestock pens and drive-
ways.

(a) Any livestock found on ante-
mortem inspection to be affected with
anthrax shail be identified as U.S. Con-
demned and disposed of in accordance
with §309.13.

{b) No other livestock of a lot in
which anthrax is found on ante-
mortem inspection shall be slaughtered
and presented for post-mortem inspee-

§309.7

tion until it has been determined by a
careful ante-mortem inspection that no
anthrax infected livestock remains in
the lot.,

(&) Apparently healthy livestock
{other than hogs) from a lot in which
anthrax is detected, and any appar-
ently healthy Iivestock which have
been treated with anthrax biologicals
which do not contain living anthrax or-
ganisms, may be slaughtered and pre-
sented for post-mortem inspection if
they have been held not less than 21
days following the last treatment or
the last death of any livestock in the
lot. Alternatively, if desired, all appar-
ently healthy livestock of the lot may
be segregated and held for treatment
by a State licensed veterinarian under
supervision of a Program employee or
other official designated by the area
supervisor. No anthrax vaccine (live or-
ganisms) shall be used on the premises
of an official establishment.

{d) Livestock which have been in-
Jected with anthrax vaccines (live or-
ganisms) within 6 weeks, and those
bearing evidence of reaction to such
treatment, such as inflammation, tu-
mefaction, or edema at the site of the
injection, shall be condemned on ante-
mortem inspection, or such animals
may be held under supervision of a Pro-
pram employee or other official des-
ignated by the area supervisor until
the expiration of the 6-week period and
the disappearance of any evidence of
reaction to the treatment.

{e) When livestock are found on ante-
mortem inspection to be affected with
anthrax, all exposed livestock pens and
driveways of the official establishment
shall be cleaned and disinfected by
promptly and thoroughly removing and
burning all straw, litter, and manure.
This shall be followed immediately by
a thorough disinfection of the exposed
premises by soaking the. ground,
fences, gates, and all exposed material
with a 5 percent solution of sedium hy-
droxide or commercial lye prepared as
outlined in §310.9(e)(1) of this sub-
chapter, or other disinfectant that may
be approved in specific cases by the Ad-
ministrator specifically for this pur-
pose.
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§309.8

§309.8 Cattle affected with anasarca
and generalized edema.

All cattle found on ante-mortem in-
spection to be affected with anasarca
in advanced stages and characterized
by an extensive and generalized edema
shall be identified as U.S. Condemnesd
and disposed of in accordance with
§309.13.

§309.9 Swine erysipelas.

All hogs plainly showing on ante-
mortem inspection that they are af-
fected with acute swine erysipelas shall
be identified as U.S. Condemmned and
disposed of in accordance with §309.13.

§309.10 Onset of parturition.

Any livestock showing signs of the
onset of parturition shall be withheld
from slaughter until after parturition
and passage of the placenta. Slaughter
or other disposition may then be per-
mitted if the animal is otherwise ac-
ceptable.

§309.11 Vaccine livestock.

Vaccine livestock with unhealed le-
sions of vaccinia, accompanied with
fever, which have not been exposed to
any other infectious or contagious dis-
ease, are not required to be slaughtered
and may be released for removal from
the premises.

§309.12 Emergency slaughter; inspec-
tlon prior to.

In all cases of emergency slaughter,
except as provided in §311.27 of this
subchapter, the animals shall be in-
spected immediately before slaughter,
whether theretofore inspected or not.
When the necessity for emergency
slaughter exists, the establishment
shall notify the inspector in charge so
that such inspection may be made.

§309.13 Disposition of condemned live-
stock.

{2) Except as otherwise provided in
this part, livestock identified as U.S,
Condemned shall be killed by the offi-
cial establishment, if not, already dead.
Such animals shall not bhe taken into
the official establishment to be slaugh-
tered or dressed; nor shall they be con-
veyed inte any department of the es-
tablishment used for edible products;
but they shall be disposed of In the

9 CFR Ch. il (1~1-04 Edition)

manner provided for condemned car-
casses in part 314 of this subchapter.
The official U.S. Condemned tag shall
not be removed from, but shall remain
on the carcass until it goes into the
tank, or is otherwise disposed of as pre-
scribed in part 314 of this subchapter,
at which time such tag may be re-
moved by a Program employee only.
The number of such tag shall be re-
ported to the veterlnary medical offi-
cer by the inspector who affixed it, and
also by the inspector who supervised
the tanking of the carcass.

(b) Any livestock condemned on ac-
count of ketosis, swine erysipelas, ve-
sicular diseases, grass tetany, trans-
port tetany, parturient paresis,
anasarca, anaplasmosis, leptospirosis,
listeriosis, or inflammatory condition
including pneumonia, enteritis, and
periteonitis may be set apart and held
for treatment under supervision of a
Program employee or official des-
ignated by the area supervisor. The
U.8. Condemned identification tag will
be removed by 2 Program employee fol-
lowing treatment under such super-
vision if the animal is found to be free
from any such disease.

{€) Livestock previously affected
with listeriosis, including thase re-
leased for slaughter after treatment
under paragraph (b) of this section,
shall be {dentified as U.S. Suspeer.

(d) When livestock under the provi-
sions of this section s to be released
for a purpose other than slaughter, the
operator of the official establishment
or the owner of the livestock shall first
obtain permission for the movement of
such livestock from the local, State, or
Federal livestock sanitary offiecial hav-
ing jurisdicrion.

§309.14 Brucellosis-reactor goats.

Goats which have reacted to a test
for brucellosis shall not be slaughtered
in an official establishment.

§309.15 Vesicular diseases.

(a) Immediate notification shall be
given by the inspector to the local,
State, and Federal livestock sanitary
officlals having jurisdiction when any
livestock is found cto be affected with a
vesicular disease.
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{b) No livestock under quarantine by
State or Federal livestock sanitary of-
ficials on account of a vesicular disease
will be given ante-mortem inspection,
If no guarantine is invoked, or if quar-
antine is invoked and later removed,
upon ante-mortem inspection, any ani-
mal found to be affected with vesicular
exanthema or vesicular stomatitis in
the acute stages, as evidenced by acute
and active lesicns or an elevated tem-
perature, shall be identified as U.S.
Condemned and disposed of inn accord-
ance with §309.13.

§308.16 Livestock suspected of having
biological residues.

(a) Except as provided by paragraph
{d) of this section, livestock suspected
of having been treated with or exposed
to any substance that rmay impart a bi-
ological residue which would make the
edible tissues unfit for human food or
otherwise adulterated shall be handled
in compliance with the provisions of
this paragraph. They shall be identified
at offictal establishments as *U.S. Con-
demned.” These livestock may be held
under the custody of a Program em-
ployee, or ather official designated by
the Administrator, wuntil metabolic
processes have reduced the residue suf-
ficiently to make the tissues fit for
human food and otherwise not adulter-
ated, When the required time has
elapsed, the livestock, if returned for
slaughter, must be re-examined on
ante-martem inspection. To aid in de-
termining the amount of residue
present in the tissues, officials of the
Program may permit the slaughter of
any such livestock for the purpese of
collecting tissues for analysis for the
residue. Such analysis may include the
" use of inplant screening procedures de-
signed to detect the presence of anti-
microbial residues in any specles of
livestock.

(b) All carcasses and edible organs
and other parts thereof, in which are
found any blological residues which
render such articles adulterated, shall
be marked as "'U.S. Condemned” -and
disposed of in accordance with §314.1 or
§314.3 of this chapter.

(¢} [Reserved]

(d) Calves shall not be presented for
ante-mortem inspection in an official

§300.16

establishment except under the provi-
sions of this paragraph.

(1) Definitions. For purposes of this
paragraph, the following definitions
shall apply: |
. (D) Calf, A calf up to 3 weeks of age or
up to 150 pounds.

(if) Certified calf. A calf that the pro-
ducer and all other subsequent
custodians of the calf certify in writing
has not been treated with any animal
drug while in his or her custody or has
been treated with one or more drugs in
accordance with FDA approved label
directions while in his or her custody
and has been withheld from slaughter
for the period(s) of time specified by
those label directions.

(iii) Healthy calf. A calf that an in-
spector determines shows no visual

* signs of disease or treatment of disease

at ante-mortem inspection.

(iv) Producer. The owner of the calf at
the time of its birth.

(v) Sick calf. A calf that an inspector
on ante-mortem inspection determines
has either signs of treatment or signs
of disease.

(vi} Veterinary medical officer. An in-
spector of the Program that has ob-
tained a Doctor of Veterinary Medicine
degree which is recognized by the Pro-

Tarm.

& (2) General requirements. (i) The iden-
tity of the producer of each calf pre-
sented for ante-mortem inspection
shall be made available by the official
establishment to the inspection prior
to the animal being presented for ante-
mortem inspection.

(ii) The inspector shall segregate the
calves presented for ante-mortem in-
spection at the establishment and iden-
tify each calf as one of the following:
(a) Certified, (B) noncertified, or (C)
previous residue condemnation.

3) Certifled group, (i) For a calf to be
considered certified, the producer and
all other subsequent custodians of the
calf must certify in writing that while
the calf was in his or her custody, the
calf was not treated with animal drugs
or was treated with one or more drugs
in accordance with FDA approved label
directions and was withheld from
slavghter for the period(s) of time spec-
ified by those label directions. All prior
certifications must be presented with
the animal at the time of slaughter.
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The certifications shall contain a list
of the calves with accompanying iden-
tification numbers, as required by
paragraph (d)(3)(if) of this section, fol-
lowed by the following language:

I hereby certlfy that, while in my custody,
from to (time period of cus-
tody), the above-listed calf or calves have
not been treated with drugs, or have been
treated with one or more drugs In accord-
ance with FDA approved label directions and
have been withheld from slaughter for the
period(s) of time specified by those label di-
rections. I certify that, to the best of my
knowledge and belief, all information con-
tained herein is true, that the information
may be relled upon at the official establish-
ment, and that T understand that any wiltful
falsification of this certification is a felony
and may result in a fine of up to $250,000 for
an individual or up to $500,000 for an organl-
zation, or imprisonment. for not more than 5
years, or both (21 U.S.C, 677, 18 U.5.C. 1001
and 3571).

Executed on
{date of certification)

{signature of certifier)

{typed or printed name and address of cer-
tifier} -

(business of certifier)

(i) Each calf must be identified by
use of backtag, eartag, or other type of
secure identification which displays a
number which shall be recorded on all
written certifications.

(ii) The Inspector shail have seg-
regated for veterinary medical officer
examination any certified calf which
he or she determines to show any sign
of disease or which is not identified in-
dividually. Such animal will be tagged
as “ULS, Suspect” and its carcass will
be retained on post-mortem inspection.
and handled in accordance with §310.21
(c) and (d@).

(iv} The Inspector shall handle the re-
maining carcasses of healthy animals
in accordance with §310.21(c) and (d).

() Noncertified group, On ante-
mortem inspection, the inspector shall
have segregated for veterinary medical
officer examination any calf which he
or she determines to show any sign of
disease. Such animal will be tagged as
“U.8. Suspect” and its carcass will be
retained on post-mortem inspection
and handled in accordance with

9 CFR Ch, li {1-1-04 Edition)

§310.21{c). The inspector shall handle
the remaining carcasses of healthy ani-
mals in accordance with §310.21(c).

(5) Calves from producers with previous
residue condemnadion. On ante-mortem
inspection, the inspector shall have
segregated for veterinary medical offi-
cer examination any calf which he or
she determines to show any sign of dis-
ease. Such animal will be tapged as
‘“U.8. Suspect” and its carcass will be
retained on post-mortem inspection
and handled in accordance with
§310.21(e). The inspector shall handle
the remaining carcasses of healthy ani-
mals in accordance with §310.21(e).

(e) The narne of each and all person(s)
who sold or consigned each swine to
the establishment shall be made avail-
able by the establishment to any Pro-
gram employee or other authorized em-
ployee of the United States Depart-
ment of Agriculture upon that employ-
ee's request and presentation of his or
her official credentials. Swine identi-
fication, by means approved by the
Animal and Plant Health Inspection
Service, USDA, under part 71 of this
title, must. be maintained throughout
post-mortem inspection, in accordance
with §310.23(a) of this subchapter,

(Recordkeeping requiréments approved by
the Office of Management and Budget under
control number 0583-0053)}

[36 FR 24928, Dec. 24, 1971, as amended at 44
FR 45606, Aug. 3, 197%; 4¢ FR 58499, Oct. 15,
1879; 47 FR 746, Jan. 7, 1982; 47 FR 4133, Sept.
2D, 1982; 5D FR 22184, Ang. 8, 1985; 50 FR 53127,
Dec. 30, 1985; 52 FR 2104, Jan. 20, 1987: 53 FR
40387, Oct. 14, 1888; 55 FR 7474, Mar. 2, 1930)

$309.17 Livestock used for research,

(a) No livestock used in any research
investigation involving an experi-
mental biological product, drug, or
chemical shall be eligible for slaughter
at an official establishment unless:

{1) The operatar of such establish-
ment, the sponsor of the investigation,
or the investigator has submitted to
the Program, or the Veterinary Serv-
Ices unit of the Animal and Plant
Health Inspection Service of the Pe-
partment of Agriculture or to the Envi-
ronmental Protection Agency or to the
Food and Drug Administration of the
Department of Health, Education, and
Welfare, data or a summary evaluation
of the data which demonstrates that
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the use of such biological product,
drug, or chemical will not result in the
praducts of such livestock being adul-
terated, and a Program employee has
approved such slaughter;

{2) Written approval by the Deputy
Administrator, Meat and Pouitry In-
spection Field Operations is furnished
the area supervisor prior to the time of
slaughter; .

(3) In the case of an animal adminis-
tered any wunlicensed, experimental
veterinary biologic product regulated
under the Virus-Serumn Toxin Act (21
U.S.C. 151 et seq.), the product was pre-
pared and distributed in compliance
with Part 103 of the regulations issued
under said Act (part 103 of this title),
and used in accordance with the label-
ing approved under said regulations;

(4) In the case of an animal adminis-
tered any investigational drug repu-
lated under the Federal Food, Drug,
and Cosmetic Act, as amended §21
U.S.C. 301 et seq.), the drug was pre-
pared and distributed in compliance
with the applicable provisions of part
135 of the regulations issued under said
Act (21 CFR part 135}, and used in ac-
cordance with the labeling approved
under said regulations;

(5) In the case of an animal subjected
to any experimental economic poison
under section 2(a) of the Federal Insec-
ticide, Fungicide, and Rodenticide Act,
as amended (7 U.S.C. 135 et seq.), the
product was prepared and distributed
in accordance with §362.17 of the regu-
lations issued under sald Act (7 CFR
362.17), and used in accordance with the
labeling approved under said regula-
tions.

(6) In the case of an animal adminis-
tered or subjected to amy substange
that is a food additive cor pesticide
chemical under the Federal Food,
Drug, and Cosmetic Act, supra, there
has been compliance with all tolerance
limitations established by said Act and
the regulations promulgated there-
under {21 CFR 1.1 et seq.), and all other
restrictions and requirements imposed
by said Act and said regulations will be
complied with at the time of slaughter.

(b) The inspector in charge may deny
or withdraw the approval for slaughter
of any livestock subject to the provi-
sion of this sectlon when he deems it
necessary to assure that all products

Pt. 310

prepared at the official establishment
are free from adulteration.

§309.i8 Official marks and devices for
purposes of ante-mortem inspec-

- tion.

{2} All livestock required by this part
to be identified as U.S. Suspects shall
be tagped with a serially numbered
metal ear tag bearing the term '“U.S,
Suspect,” except as provided in
§309.2(d) and except that cattle affected
with epithelioma of the eye.
antinomycosis, or actinobaciilosis to
such an extent that the lesions would
ke readily detected on post-mortem in-
spection, need not be individually
tagged on ante-mortem inspection with
the U.S. Suspect tag, provided that
such cattle are segregated and other-
wise handled as U,S, Suspects.

(b) In addition, identification of U.S.
Suspect swine must include the use of
tattoos specified by the inspector to
maintain the identity of the animals
through the dehairing equipment when
such equipment is used.

(c) All livestock required by this part
to be identified as U.S. Condemned
shall be tagged with a serially num-
bered metal ear tag bearing the term
*“U.S. Condemned.”

{(d) The devices described in para-
graphs (a), (b), and () of this section
shall be the official devices for identi-
fication of livestock required to be
identified as .S, Suspect or U.S. Con-
demned as provided in this part.

PART 310—POSI-MORTEM
INSPECTION

Sec.

310.1 Extent and time of post-mortem in-
spection; post-mortem inspection scaff-
ing standards.

310.2 Identification of carcass with certain
severed parts thereof and with anirmal
from which derived, .

310.3 Carcasses and parts in certain in-
stances to be retained.

310.4 Ydentification of carcasses and parts:
tagging.

310.5 Condemned carcasses and parts to be
so marked; tanking; separation.

3106 Carcasses and parts passed for cook-
ing: marking,

310.7 Removal of spermatic cords, pizzles
and preputial diverticuli.

310.8 Passing and marking of carcasses and
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UNITED STATES DEPARTMENT OF AGRICULTURE

FOOD SAFETY AND INSPECTION SERVICE
WASHINGTON, DC

~

_ FSIS NOTICE 5-04 1/12/04

INTERIM GUIDANCE FOR NON-AMBULATORY DISABLED CATTLE AND
AGE DETERMINATION

I. PURPOSE

This FSIS notice provides Veterinary Medical Officers (VMOs) guidance for
implementing new regulatory requirements regarding non-ambulatory disabled cattle
and procedures for determining by dentition whether cattle are 30 months of age and
older.

‘Il. BACKGROUND

F8IS issued three regulations and a nofice in the Federal Register on January 12,
2004, in response to the diagnosis by USDA of a positive case of Bovine Spongiform
Encephalopathy (BSE) in an adult Holstein cow in the State of Washington. These
regulations and the notice will prevent human exposure to materials that scientific
studies have demonstrated as containing the BSE agent in cattle infected with the
disease. This FSIS notice provides VMOs guidance in implementing the policy
contained in docket #03-025IF (“Prohibition of the Use of Specified Risk Materials for
Human Food and Requirements for the Disposition of Non-Ambulatory Disable Cattle"),
that non-ambulatory disabled cattle are unfit for human food. In addition, this FSIS
notice provides VMOs guidance on distinguishing cattie 30 months of age and older
from younger cattle. Although cattle of any age must have the tonsils and entire small
intestine disposed of as inedible, cattle 30 months of age and older have additional
specified risk materials (SRMs) that also may contain the BSE agent in cattle infected
with the disease. These SRMs must be disposed of as inedible. Consequently, VMOs
must verify that the carcasses and parts of cattle 30 months of age and older are
properly identified and handled.

Among other requirements, the new regulations at 9 CFR 309.2(b) state that non-
ambulatory disabled livestock, including cattle, are livestock that cannot rise from a
recurnbent position or that cannot watk, including, but not limited to, those with broken

DISTRIBUTION: |nspection Offices; | NOTICE EXPIRES: 2/01/05 OPl: OPPD

T/A Inspectors; Plant Mgt: T/A Plant
Mgt TRA; ABB; TSC, Import Offices
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appendages, severed tendons or ligaments, nerve paralysis, fractured vertebral column
or metabolic conditions. The new regulation-at 9 CFR 309.3(e) states that non-
ambulatory disabled cattle shall be condemned. Consequently, these cattle, which may‘
be on the premise housing the slaughter establishment, cannot enter the slaughter
establishment,

Non-ambulatory disabled cattle are considered unfit for use as human food. This
determination is derived from Title 1, Section 1(m)(3) of the Federal Meat Inspection
Act. Specifically, A

The term "adulterated" shall apply to any carcass, part thereof,

meat or meat food product under one or more of the folfowing
circumstances: if it consists in whole or in part of any filthy, putrid, or
decomposed substance or is for any other reason unsound, unhealthfiul,
unwholesome, or otherwise unfit for human food

Non-arabulatory disabled catfle remain subject to the provisions of the Humane
Slaughter Act, its implementing regulations, and FSIS Directive 6900.1, Revision 1.

lll VMOs RESPONSIBILTIES REGARDING NON-AMBULATORY DISABLED
CATTLE

A. What actions do VMOs take when nén-ambulatory disabled cattle are
presented for slaughter?

1. The VMO is responsible for conducting ante-mortem inspection on all non-
ambulatory disabled cattle, of any age, presented for staughter. All non-ambulatory
disabled cattle are to be U.S. condemned. YMOs also are to continue to condemn alt
cattle that are showing central nervous system (CNS) symptoms, even if the animal is
ambulatory. Catile condemned upon ante-mor’(em inspection cannot enter the
slaughter establishment.

2. The VMO is to contact the Animal and Plant Health Inspection Service
{APHIS) Area Veterinarian-in-Charge {AVIC) to allow APHIS the opportunity to collect
BSE surveillance samples. APHIS is primarily interested in cattle that are 20 months of
age and older and cattle showing signs of CNS disorder. Therefore, if cattle show signs
of CNS disorder or are non-ambulatory disabled, and there is reason to believe that
they are 20 months of age or older, VMOs are to make this known {o the AVIC so the
AVIC has an opportunity to collect a surveillance sample from the condemned animals.

a. If a sample is collected for the APHIS BSE Surveillance program from
condemned cattle, VMOs are to ensure that all animal identification is maintained. The
VMO should maintain control of the tested animal(s) until the establishment documents
how the animal(s) will be properly disposed.

b. If the AVIC determines that it is not possible for APHIS personnel to get to
the slaughter establishment, the AVIC will let the VMO know and the VMO is to proceed
in verifying that the establishment properly disposes of the animal.

2
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B. What do VMOs verify regarding condemnation?

1. VMOs are fo verify that the establishment has properly disposed of animals in
accordance with 9 CFR 308.13 and 9 CFR 314, and maintains the records required by 9
CFR 320. In the preamble to the new regulations contained in docket #03-025(F, FSIS
recognizes activated charcoal as a proprietary substance approved by the Administrator
that can be used for proper disposal in addition to the provisions at 9 CFR 314 for
properly disposing of condemned carcasses.

2. At the request of the owner or operator, condemned cattle can be set apart
and held for freatment (9 CFR 309.13(b)). Treatment is to be performed under the
supervision of an FSIS program employee or designee of the District Manager. In
addition, if cattle are to be released for a purpose other than slaughter
(9 CFR 308.13(d}), the operator of the official establishment or the owner of the
livestock must first obtain permissian for the movement of such livestock from the local,
State, or Federal livestock sanitary official having jurisdiction.

3. The VMO can inform the establishment that landfills are an acceptable option
for disposal.

C. What form do the VMOs use to document condemnation?

VMOs are to complete condemnatton certificates for cattle condemned on ante-
mortem using FSIS Form 6000-13, Condemnation Certificates. , :

D. What do VMOs do if cattle are ambulatory at ante-mortém inspection and
become non-ambutatory dlsabled prior to slaughter? What is the disposition of
the animal?

If an otherwise normal healthy animal that has passed ante-mortem inspection and is
on its way to the knock box and suffers an acute injury (e.g., if the animal falls or if an
animal has a leg that gets trapped and broken), the VMO should verify that the animal
suffered such an acute injury and allow the animal to proceed to staughter and post-
mortem inspection. FSIS would expect such situations to be extremely rare because
cattle, when handled and moved under proper humane handling conditions, should not
be injured while being moved in the pens. For cattle that become non-ambulatory
disabled after ante-mortem inspection, if the VMO cannot determine that a specific,
acute injury occurred that caused the animal to become non-ambulatory disabled, the
animal is'to be condemned and cannot enter the siaughter establishment.
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E. What is the responsibility of the Consumer Safety Inspection/lnspector-in-
Charge in an official slaughter establishment where the VMO is not located on
premise?

If nonambulatory disabled cattle are presehted for ante-mortem inspection, the
CSIIC is to hold the animal until the VMO c¢an arrive to perform ante-mortem on the
animal and condemn it.

IV. VMO RESPONSIBILTIES FOR AGE DETERMINATION

A. VMOs are to examine establishment records that report the age of cattle
because cattle 30 months of age and older contain additional SRMs beyond those for
cattle of any age. The documentation may be in the form of:

1. a birth certificate,

2, catile passport, or .

3. some other form of identification that is presented with the animal when it
arrives for slaughter

B. If VMOs conclude that the records are accurate and reliable, the records will be
accepted as verification of the age of the cattle.

C. However, if VMOs examine the records and find significant reasons for
questioning their validity, they are to verify the age of the cattle through dental
examination,

D. VMOs are to consider cattle to be 30 months and older when the examination
of the dentition of the animal shows that at least one of the second set of permanent
incisors has erupted (see aftachment). FSIS recognizes that the permanent incisors of
cattle erupt from 24 through 30 months of age, but the Agency has determined that the
described dentition procedure will be most protective of public health.

E. VMOs on patrol assignments are to cotrelate with inspection program
personnel at slaughter establishments.

Direct questions to the Technical Service Center
/s/ Philip S. Derfler

Assistant Administrator
Office of Policy and Program Development
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Attachment

The detention depicted below represents
animais less than 30 months of age.

Full set of 8 temporary teeth - Full set of 8 temporary teeth,
on younyg calf. at about 15 months of age
Erupting first set of permanent incisor. Erupted first set of germanent incisor.

Temporary incisors

Erupting third permanent incisor, top
of tooth NOT above gum line,
animal less than 30 months of age.
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The detention depicted below represents animals 30 months
of age or older.

First set permanent incisors

Erupted third permanent incisor, top
of tooth above gum line, animal 30
months of age.

Erupting forth permanent incisor.

Erupted third permanent incisor
(with top comers of the tooth above
the gum line), animal 30 months of
age or older.

Four permanent incisor, {with
top comers of the second set
above the gum line), animal 30
menths of age or older.

Age 72 months, medial incisors
showing wear and.leveled tops.

T

Full set of permanent incisors,
animal over 48 months of age.

Age 120 months or older,
permanent incisors showing wear
and space between the teeth.
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