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ESIS verifies that establishments are adhering to the requirement to thoroughly
remove all designated SRMs (including spinal cord) pef pertinent policies and
regulations. This verification ensures that establishments are executing their
programs so that there is proper removal, segregation, and disposal of SRMs.
However, this verification is multifaceted and can be accomplished partially by
on-line, but primarily by off-line, inspection personnel as part of system
verification and evaluation of establishments' monitoring and verification processes
and program controls for SRM removal. Pursuant to 9 CFR 310.22 establishments
that slaughter cattle and establishments that process the carcasses or parts of cattle
shall develop, implement, and maintain written procedures that are incorporated
into their HACCP plan, Sanitation Standard Operating Procedures (Sanitation
SOPs), or other prerequisite program for the removal, segregation, and disposal of
SRMs. FSIS's verification functions are carried out as follows:

1. As described in FSIS Notice 4-04, Veterinarians are to venfy that an
establishment has reassessed its hazard analysis to determine what steps, if any, are
- "necessary to ensure that its products are free of materials that present a risk of
transmitting BSE. '

2." Veterinarians verify that the establishment has designed s meonitoring,
verification, recordkeeping, and corrective actions, including reassessment as
appropriate, to effectuate its HACCP plans, Sanitation SOPs, and other supporting
prerequisite programs.

3. Inspection program persomnel are to verify the proper execution of the HACCP
plans or the prerequisite programs, while conducting HACCP 01 or 02 procedures
as set out in FSIS Directive 5000.1, Revision 1, or while verifying the effectiveness




of Sanitation SOPs under 018 or 01C procedures. Inspection program persomnel
are to perform the verification activities related to SRM removal in conjunction
with the other food safety concerns by reviewing records (e.g., looking at HACCP
monitoring records), observing plant employees performing procedures (e.g.,
observing plaut employee performing a dentition examination), or by conducting
hands-on inspection verification procedures (e.g., verify adequacy of Sanitation
SOPs). '

4. Inspection program personnel should verify that the establishment is conducting
monitoring, verification, recordkeeping, and corrective actions, including
reassessment as appropriate, to effectuate its HACCP plans, Samitation SOPs, and
other supporting prerequisite programs. '

5. When on-line inspection program persomnel perform individual carcass or head
inspection and observe visible (readily identifiable) SRMs on edible portions of
the product, the establishment may recondition the entire carcass or head by knife
trimming. If this scenario presents itself, the on-line inspection program personnel
are to notify the Veterinarian or other off-line inspection program personnel (if the
Veterinarian is not available). When there is evidence that an establishment's
SRM control program is ineffective (for example, when repeated presentation of
contaminated heads or carcasses for post-mortem inspection at the rail and head
inspection station indicating failure to control SRM contamination), the
Veterinarian or other off-line personne! will perform the aj[;propriate HACCP or
Sanitation SOP procedures to evaluate the process. '

Attached: FSIS Notice 4-04
TSIS Directive 5000.1, Revision 1 may be found at
http://wrerw.fsis.usda.gov/OPPDE/rdad/FSISDirectives/5000. IRev1.pdf



UNITED STATES DEPARTMENT OF AGRICULTURE

FOOD SAFETY AND INSPECTION SERVICE
WASHINGTON, DC .

FSIS NOTICE : 404 | 1/00/04

AWARENESS MEETING REGARDING NEW REGULATIONS THAT PROHIBIT NON-
AMBULATORY DISABLED CATTLE AND THE USE OF CERTAIN MATERIALS
. FROM CATTLE FOR HUMAN FOOD

- FSIS will issue 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 BSE in an adult '
Holstein cow In the State of Washington. These regulations and the notice will minimize
human exposure to materials that scientific studies have demonstrated as containing
the BSE agent in catile infected with the disease.

The regulations prohibit the slaughter of non-ambulatory disabled cattle and identify
a list of materials, including Specified Risk Materials (SRMs), that may present a risk for
transmitting Bovine Spongiform Encephalopathy (BSE} and are now inedible:

For all cattie:

» The tonsils are an SRM -
« The small intestine - the distal ileum is the SRM

For cattle 30 months of age and older:

« The head — skull, eyes, brain, and frigeminat ganglia are the SRMs -
» The vertebral column — spinal cord and dorsa! root gangtia (DRG) are the
SRMs :

Upon receipt of this FSIS notice, at establishments that slaughter cattle or
establishments that process bone-in paris of cattle carcasses, inspection program
personnel are to inform plant management through an awareness meeting about the
new regulations and policles, inform them that the regulations are available on the FSIS
website at hitp:/fwww.fsis.usda.qovicanews/2004/bseregs.him, provide them a copy of
applicable checkiists (see attachments), and inform them that as of Monday January
12, 2004, regulatory requirements wili be in effect that prohi bit the slaughter of non-

DISTRIBUTION: Inspection Offices; NOTICE EXPIRES: 2/01/05 OPl; ORPD

‘T Inspectors; Plant Mgk, T/A Plant
Mgt; TRA; ABB; TSC, Import Offices



ambulatory disabled cattle and that require establishments to ensure the removal,
segregation, and disposition of SRMs. Inspection program petsonnel are to inform plant
management that if an establishment slaughters non-ambutatory disabled cattle or fails
to ensure the removal, segregation, and disposition of SRMs, inspection program
personnel will take a regulatory control action as set out in 8 CFR 500.2(a)(3),
conditions preclude FSIS from determining that product is not adulferated.

At the first weekly scheduled PBIS meeting after receipt of this FSIS notice,
inspection pragram personnel are to review the applicable checkiist with the plant
management to ensure that the establishment understands what is required under the
new regulations. Because the new regulations and policies are for the most part food
safety related for beef products, inspection program personnel also are to inform the
establishment that it Is to reassess its hazard analysis to determine what steps, if any,
are necessary fo ensure that its products are free of materials that present the risk of
transmitting BSE Infectlvity, Also at this meeting, inspection program personnel are to
inform piant management that by the fime of the second weekly PBIS-scheduled
meeting, inspection program personnel will begin to verify that the establishment has
incorporated the appropriate procedures and controls into Hazard Analysis and Critical
Control Point (HACGCP} plans, Sanitation Standard Operating Procedures (Sanitation
S0Ps), ar prerequisite programs as required by the new regulations. [nspection
program personnel also are o inform plant management that if it does not address
procedures and confrols in its HACCP plans, Sanitation SOPs, or prerequisite
programs, a Notice of Intended Enforcement Action will be issued.

in 2 memorandum of interview, inspection program personnel are to document
who was present at the initial awareness meefing, the date and fime of the meeting,
what was discussed, and any documents that were shared with management.
Inspection program personnel are to mainfain a copy of the memorandum in the official
govemment file and provide a copy to the plant management.

In the interim perlod prior to the second weekly scheduled PBIS meeting, while the
establishment is reassessing the HACCP plan{s), if inspection program personnel
identify noncompliance it will be documented as 08001 using the “product based” trend
indicator.

At the second weekly scheduled PBIS meeting, inspection program personnel are to
verify that the establishment has addressed, in writing, the necessary procedures and
controls within the HACCP plan, Sanitation SOPs, or prerequisite program.

After the second weekly scheduled PBIS meeting, inspection program personnel will

verify that the requirements are being met utilizing the HACCP or the Sanitation SOPs
procedure and document noncompliance accordingly.

/s/ Philip S. Derfler

Assistant Administrator
Office Policy and Program Development .



Checklist for New Regulations Regarding Non-Ambulatory Disabled Caitle and
Stunning

[s the establishment aware:

that non-ambulatory disabled livestock, inciuding cattle, are now defined in 9 CFR
309.2(b) as livestock that cannot rise from a recumbent position or that cannot walk,
including, butt not limited to, those with broken appendages, severed tendons or
ligaments, nerve paralysis, fractured vertebral column or metabolic conditions?

that the new regulations state that non-ambulatory disabled catile are to be
condemned and disposed of in accordance with 9 CFR 309.137

that cattle, regardless of whether they are non-ambulatory disabled, can no
. longer be slaughtered under the emergency slaughter provisions of the regulations, in
modified 9 CFR 311.277

that captive bolt stunners that defiberately inject compressed air (air injection
stunning) into the cranium at the end of the penetration cycle shall not be used o stun
cattle (see 3 CFR 3313.15(R)(2)(1))?

that the heads from caitle 30 months of age or older are to be condemned unless
the establishment can ensure that the stunning does not resultin brain leakage onto the
head? ‘

that cattle selectad by APHIS for BSE Surveillance tesfing that are not non-
ambulatory disabled are slaughtered but will be held and are not "inspected and
passed” until the results of the test are recelved and are hegafive?

Has the establishment addressed:

o What is being done to ensure that these cattle do not enter the
establishment?

o What is being done to ensure that these cattle are humanely handled and
killed in a timely fashion, and removed from the premises to prevent insanitary
conditions?



Checklist for New Regulations Regarding Specified Risk Materials (SRMs) in
Slaughter Operations

Is the establishment aware:

that the regulations at 9 CFR 310.22(a) designate the following materials as
SRMs and prohibit their use for human food:

(1) the brain, skufl, eyes, trigeminal ganglia, spinal cord, vertebral cofumn

' (excluding. the vertebrae of the tall, the transverse processes of the thoracic and lumbar

vertebrae, and the wings of the sacrumy), and dorsal root gangha (DRG] of caitle 30
months of age and older, and

(2) the tonsils and the distal ileum (distal itettn is a SRM, but fo ensure
effective removal of the distal ileum, the establishment is required to remove the entire
small intestine from all cattle)?

that if it does hot segregate cattie 30 months of age and older from younger
cattle jitis fo handle all catile as if they were 30 months of age and older?

that it is recommended if old and young catfle are slaughtered and intended to be
segregated, that the young caftle are slaughtered hefore old cattle or that the equipment
used on the caitle 30 months of age and older is sahitized and there is no cross-
contamination of carcasses less than 30 months of age,

Has the establishment addressed:

o How it wilt ensure appropriate segregation and disposal of the small
intestine and fonsils of all caitle?

o How it will determine age of catile, such as by records or dentition?

o How it will segregate cattle 30 months of age and older from cattle |
younger than 30 monihs.

o How it is removing, segregating, and dispoesing of SRMs o ensure that
there is no cross-contamination with edible product? (NOTE: For example, the
vertebral columns from catle 30 months of age and clder do not bave fo be removed
during the slaughter operation. However, if they are not removed in the slaughter
operation, procedures must be put in place to ensure that the veriebral columns are
adequately identified as being from cattle 30 menths of age and older and the
documentation transfers with the vertebral columns until they are appropriately disposed
of as inedible.) .



Checklist for New Regulations Affecting Boning Operations for Bone-in Parts,
Including Bones, of Cattle Carcasses

Is the establishment aware:

that the new regulations (¢ CFR 310.22) prohibit the use of the skulls and -
veriebral columns from caftle 30 months of age and older (except for the veriebrae of
the tail, the transverse processes of the thoracic and lumbar veriebrae, and the wings of
the sacrum)? {NOTE: Parts of carcasses 30 months of age and clder can enter the
boning operation, post-staughter and post-chill, for the removal of the SRMs).

that if it does not have documentation about the age of the cattie from which
vertebral columns are derived, it is to handle all skulls and vertebral columns as if they
were from catile 30 monihs of age and older?

that the traditional T-bone or porterhouse steaks and bone-in rib roasts can no
jonger come from cattle 30 months of age and older (i.e., a portion of the vertebral
column bone defining these cuts of meat must now be removed, resulting in a semi-
boneless cut of meat)?

Has the estahlishment addressed:

o How it receives docurnentation from the slaughter operation regarding the
age of caitle from which the skulls and vertebral columns are derived?

o How it will segregate the skull and prohibited sections of the vertebral
colurnn from cattle 30 months of age and older (i.e., the bones that contain central
nervous system-iype tissues) from all other bones?



Checklist for New Regulations Affecting Beef Used in Advanced Meat Recoirery
(AMR) Systems

Is the establishment aware:

that the new regulations (9 CFR 318.24) prohibit the use of the skulls or
vertebral columns (excluding the vertebrae of the tail, the transverse processes of the
thoracic and lumbar vertebrae, and the wings of the sacrum bones) of catile 30 months
of age or older from use in an AMR system?

that the new regulations {9 CFR 318.24) prohibit product derived from AMR
systems from the bones of cattle of any age from containing any central nervous
system-type tissues (l.e., brain and trigeminal ganglia from the skull, or spinal cord and
DRG from the vertebral column)?

that the new regulations (2 CFR 319.5) prohibit the use of Mechanically
Separated (Beef) and that these labels will be rescinded?

that there are additional new non-food safety related regulatory requirements
(9@ CFR 318.24) related to the production of AMR for bone solids (calcium) and bone
marrow (jiron)?

Has the establishment éqdressed:

G how it segregates skulls and vertebral columns from cattle 30 months of
age and older from skulls and vertebral columns from cattle younger than 30 months?

o how it will prevent product derived from AMR systems from containing brain,
frigeminal ganglia, spinal cord, or DRG?
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The post mostem inspection of beef carcasses is described in Chapter 4 of the Meat
Hygiene Manual of Procedures. Section 4.6.1 (c) of this chapter, which has been’
reproduced below, describes the carcass inspection procedure. Canada requires
that every dressed carcass be subjected to a careful inspection, by a CFIA
inspector, including that there has been complete removal of the spinal cord. It is
only after the carcass has passed this inspection that it is marked with the meat
mspectlon legend. Any remnants of the spinal cord that are found to be present
require that the carcass be retained for immediate rework by the operator, with
subsequent verification by the inspection staff that the entare spinal cord has been
removed.

4.6.1(c) Carcass inspection

After the viscera have been removed and the carcass has been spht but before
trimming and washing, every dressed carcass shall be subjected to a careful
inspection, externally and internally. A dedicated inspection station shall be
provided for the routine on-line carcass inspection as specified in Chapter 2
Annex E/I.

Although the visual inspection of the joints and outer muscular surfaces will
reveal most lesions, the body cavities, the diaphragm and its pillars, the
peritoneum, the pleura and the neck shall be observed during the routine on-line
carcass inspection. If the kidneys have been left in the carcass, they shall be
observed. The spinal cord shall have been completely removed from split
carcasses. *

When significant deviations from the normal are observed, the dressed carcass
and all parts detached previously shall be held and referred to a veterinarian for
final inspection and disposition. {Specific guidance can be found in Training
Module A-10 "Basic Post Mortem Pathology of Beef/Veal.”) It should be
noted 'that it is permissible for an inspector to condemn stomachs and intestines
that appear normal instead of holding them, when satisfactory holding facilities
are unavailable, Veterinary examination includes assessing the degree of
involvement in the case of many diseases and conditions. In order to determine
if a disease or condition is localized or generalized, the appropriate lymph
nodes shall be examived. These may include prepectoral, prescapular, renal,
superficial inguinal, supramammary, internal iliac, prefemoral, popliteal, and
sacral.

The entire Meat Hygiene Manual of Procedures is available for v1ewmg at the
Canadian Food Inspection Agency website: www.inspection.ge.ca.
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Additional Information on Premixes

The ingredients of the Premix in the representative reference material, “The current formula for
our Holstein Ration,” include:

Cobalt
Copper
Todine
Manganese
Seleninm
Zinc
Vitamin A
Vitamin D
Vitamin E

In the second edition (May 1, 2000) of the “Feed Inspector’ s Manual” published by the
Association of American Feed Control Officials (AAFCO), a2 “ premix” is defined as “a uniform
mixture of one or more micro-ingredients with dﬂuenﬁ and/or carrier. Premixes are used to
facilitate uniform dispersion of the microingredients in a larger mix.” As indicated in this
definition, premixes generally are made of trace elements, vitamins, and minerals as well as
carriers, and no prohibited animal protein is used as an ingredient. ~All ruminant proteins are
prohibited from cattle feed, which include any premix intended for use in such feed,
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US Industry Use of Tallow in Feed

The U.S. feed ban regulation, 21 CFR 589.000, pertains to the prohibition of certain mammalian
proteins in ruminant feed. Tallow is not govemed by this regulation. Nonetheless, the U.S.
rendering industry is capable of producing tallow at the 0.15% impurity level or less.

Representatives of the industry have noted that they meet this requirement as a component of
buyers' specifications, with their product tested by recognized laboratories. While the USDA is
not required to check these levels, they must be, and are checked as a necessity to meet contract

requirements.

Industry practices are such that tallow produetion with a low (less than 0.15% impurity level or
less) is encouraged. All edible tallow has a standard set by AOFOA of 0.05%. While such a
standard is not required for feed use, it does set the bar for quality fallow production. In
addition, most foreign governments mandate that use of the 0.15% standard for all tallow that is
exported from the United States. Consequently, any company producing tallow for export, or as
an ingredient for a product that is exported would be expected to meet this de facto standard. In
addition, production practices can favor the production of tallow with very low impurity levels

becanse of its ability to limit mechanical problems.

Industry practice is often to use independent laboratories to verify the quality and ingredients of
their products. All Iabs used are expected to have some type of certification, otherwise, buyers
would not rely on their certifications. In the United States, ISO standards are commonly used
for cérﬁfying laboratories as they are internationally recognized. However labs may use other
standards for their certification, and in fact, many labs meet the requirements for multiple
standards and are accredited by mulliple bodies to attract a broader customer base. Provided
below is a website that lists many of the standards and accrediting bodies.

http://www.fasor.comfiso25/
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Canada’s response;

&) Canada’s raminant feed ban prohibits the feeding of any protein that originates from a
mammal, other than a poreine or an equine, to cattle, However, the feed ban does not
include milk, blood, gelatin, rendered animal fat or their products, all of which can
legally be fed to ruminant animals in Canada (ref. Health of Animals Regulations, Part
XIV, Food For Ruminants, Livestock and Pouliry; hitp://taws justice. sc.ca fen/H-
3.3/C.R.C.-c.296/indexhtml) Accordingly there is no system to prevent the use of
ruminant derived tallow in cattie rations.

b) In terms of domestic tallow sources, they range from pure bovine, pure porcine, pure
pouliry etc., produced at on-site rendering facilities at abattoirs, to mixed species tallow
produced at independent rendering facilities, and reclaimed restaurant and food service
fats and oils. As a result of these variables the supply, quality and purity of taliow is
likely to have fluctuated over the years. It is also noteworthy that at the time Canada’s
feed ban regulations were implemented, in 1997, the idea of a *protein free” tallow
standard had not yet emerged. Accordingly, and reflecting the recommendations of the
World Health Organization, Canada’s feed ban did not address tallow, nor did it establish
any tallow standards, In recognition of current thinking, the feed ban enhancements that
have been proposed in Canada will establish this standard for ruminant derived fats
intended for animal food.

Reflecting that there has previously been no regulatory standard applicable to tallow,
Canada has not specifically tracked quality aspects of its mamufacture, Consequently, it
is not possible to confirm that the use of “protein free” tallow in animal feed formulations
has been the norm in Canada, except in the context of the manufacture of specialty
products such as milk replacer, where economics, and customer expectations, necessitate
the use of only the highest quality ingredients. ) :

¢) Canada’s enhanced BSE surveillance program requires that the carcass and all portions
of animals tested for BSE be retained until such time as the BSE status is known, In the
event the BSE status of the animal is confirmed positive, the carcass and all portions are
quarantined and disposal is under the direct supervision of the CFIA. There are cl_xrrently
two methods recognized in Canada to dispose of BSE positive material; E‘Ieep bung.l and
incineration. Consequently, there is no opportunity for known BSE pos'}twe material to
enter the rendering system and therefore no opportunity for the production of tallow from

BSE positive catile.

October 11, 2005.
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