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Table 1. Summary Comparisons of the PRIA of the Interim Final Rule and the FRIA of the
Final Rule for Differences in the Final Rule Compared to the Interim Rule, and Comparison
of the Interim Final Rule and the Final Rule.

A. Summary Comparison of the PRIA and the FRIA

PRIA of the Interim Rule

FRIA of the Final Rule

Advanced
Meat/Bone
Separation
Machinery and
Meat Recovery
(AMR) :

Preliminary Regulatory Impact Analysis (PRIA)
included for new AMR regulations in the AMR
Interim Rule.

Scope of the Final Rule and FRIA narrowed:
the Regulatory Impact Analysis (RIA) does
not include the regulations of the AMR
Interim Rule.

Data Sources:

Used existing data of 2002 and 2003:
e Baseline data
e FSIS employee surveys
e FSIS AMR surveys
e FSIS databases

Used existing 2003 baseline data, and new
and updated data from:

e Two industry surveys
e State establishments

e Updated FSIS databases and new
information collected on non-
ambulatory cattle

e Custom-Exempt establishments

(See Section 4 in this FRIA)

Methodology of
the Regulatory
Impact Analysis
(RIA):

Probabilistic simulation models (with some
deterministic components on the cost
analysis):
e Cost analysis (using @RISK software)
e Benefits analysis based on the Harvard
Risk Assessment of 2001/2003
e Cost-effectiveness analysis was
deterministic.

Probabilistic simulation models:
e Cost analysis (using @RISK software)
e Benefits analysis based on the re-

modeled Harvard Risk Assessment of
2005

e Cost-effectiveness analysis (used
@RISK software)

(See Sections 6 and 7 in this FRIA)




PRIA of the Interim Rule (continued)

FRIA of the Final Rule (continued)

Assumptions of
the Regulatory
Impact Analysis
(RIA):

the PRIA analysis was posted on the FSIS web
pages:
http://www.fsis.usda.gov/0OPPDE/rdad/FRPubs/03-

025N/BSE_Analysis.pdf
(See the appendices of the PRIA)

Assumptions are discussed in Sections 6 and
7 in this FRIA.

Public Comments
Received and
Considered in the
Regulatory Impact
Analysis:

Public comments were not available because
this was an interim final rule.

Public comments considered and included in
the FRIA:

Exclusion of small intestine as SRM,
except for the distal ileum

Allowed salvage of non-ambulatory
veal calves presented for slaughter,
r that are unable to stand because
they are tired or cold and on a case
by case basis cattle that pass ante-
mortem inspection

Included effects of the final rule on
custom-Exempt establishments that are
prohibited from slaughtering non-
ambulatory disabled cattle offered
for slaughter for use as human food
Included costs for the establishments
that use dentition methods to
determine age of older cattle, and in
some cases discounted the value of
the older cattle still owned by
cattle producers.

(See Section 5 in this FRIA)
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PRIA of the Interim Rule (continued)

FRIA of the Final Rule (continued)

Annualized
Average Cost at 7
percent rate
(without the
impact of the AMR
Interim Final
Rule)

$105.6 million annually
($81.6 (minimum) to $134.9 (maximum)
million annually)

$171.2 million annually
($95.9 (minimum) to $244.0 (maximum)
million annually)

(See Section 6 in this FRIA)

Annualized
Average Cost at 3
percent rate
(without the
impact of the AMR
Interim Final
Rule)

$105.2 million annually

$171.0 million annually
($95.7(minimum) to $243.8 (maximum)
million annually)

(See Section 6 in this FRIA)

Annual Benefit of
average potential
risk reduction
for human
exposure

(without the
impact of the AMR
Interim Final
Rule)

7,900 cattle oral 1D50s (average)
(500 imported cattle basis)

6,580 cattle oral I1D50s (average)
(500 imported cattle basis)

(See Section 7 in this FRIA)

Cost-
Effectiveness
Ratio (average)
at 7 percent rate
(without the
impact of the AMR
Interim Final
Rule)

$13,640 per unit of human exposure
reduction of cattle oral ID50s

($5,490 lower bound to $32,311 upper bound)

(500 imported cattle basis)

$31,899 per unit of human exposure
reduction of cattle oral ID50s
($3,207 lower bound to $121,748 upper
bound)
(500 imported cattle basis)

(See Section 7 in this FRIA)




PRIA of the Interim Rule (continued)

FRIA of the Final Rule (continued)

Affect on Small
Entities -
Annualized
Average Cost at 7
percent rate
(without the
impact of the AMR
Interim Final
Rule)

$30.3 million annually

$64.2 million annually

(See Section 8 in this FRIA)

Affect on Small
Entities -
Annualized
Average Cost at 3
percent rate
(without the
impact of the AMR
Interim Final
Rule)

Rule.

This was not calculated for the Interim Final

$64.2 million annually

(See Section 8 in this FRIA)
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B. Summary Comparison of the Interim Final Rule and the Final Rule

Interim Rule

Final Rule

Non-ambulatory
Disabled Cattle:

Defines “non-ambulatory disabled livestock™ as

livestock that cannot rise from a recumbent
position or that cannot

Affirms without changes definition of non-
ambulatory cattle.

walk, including, but not limited to, those
with broken appendages, severed tendons or
ligaments, nerve paralysis, fractured
vertebral column, or metabolic conditions (9
CFR 309.2(b))-

Interim Rule (continued)

Final Rule (continued)

Non-ambulatory
Disabled Cattle
(continued):

Requires that all non-ambulatory disabled
cattle offered for slaughter be condemned (9
CFR 309.2(b)).

Affirms that all non-ambulatory disabled
cattle offered for slaughter must be
condemned.

Clarifies that FSIS inspection program
personnel will determine the disposition of
cattle that become non-ambulatory after
they have passed ante-mortem inspection on
a case-by-case basis (9 CFR 309.3(e)).-
Changes reflects current practice in FSIS
Notices 5-04 and 5-06:

FSIS Notice 5-04, “Interim Guidance for
Non-Ambulatory Disabled Cattle and Age
Determination” and FSIS Notice 05-06, “Re-
Examination of Bovines that Become Non-
Ambulatory After They Have Passed Ante-
mortem inspection”




Preamble explains that prohibition of non-
ambulatory disabled cattle is necessary
because non-ambulatory disabled cattle present
a risk of introducing the BSE agent into the
human food supply.

Preamble explains that prohibition on the
slaughter of non-ambulatory disabled cattle
is still necessary to prevent potential
human exposure to the BSE agent. Preamble
also states that FSIS intends to initiate a
separate action in which is will discuss
measures that may be necessary to ensure
that non-ambulatory cattle and other
livestock are humane handled in connection
with slaughter.

Requires condemnation of veal calves presented
for slaughter that cannot rise from a
recumbent position or that cannot walk because
they are tired or cold.

Adds veal calves that cannot rise from a
recumbent position or that cannot walk
because they are tired or cold to the list
of conditions for which condemned livestock
may be set aside and treated (9 CFR
309.13(b))-. Amendment reflects current
practice.

Prohibits the slaughter for humane handling
purposes of cattle in the absence of an
inspector and prohibits for use as human food
the carcasses and parts of cattle slaughtered
in the absence of an inspector (9 CFR 311.27)

Affirms without changes prohibition on use
for human food of animals slaughtered for
humane reasons in the absence of an
inspector.




Interim Rule (continued)

Final Rule (continued)

Specified Risk
Materials (SRMs):

Designates brain, skull, eyes, trigeminal
ganglia, spinal cord, vertebral column
(excluding the vertebrae of the tail, the
transverse processes of the thoracic and
lumbar vertebrae, and the wings of the
sacrum), and dorsal root ganglia of cattle 30
months of age and older; and the distal ileum
and tonsils of all cattle as SRMs (9 CFR
310.22(a))- Declares that SRMs are inedible
and requires that they be removed and disposed
of as inedible (9 CFR 310.22(b), 9CFR
310.22(c))

Affirms list of materials designated as
SRMs In Interim Rule.

Adds a new provision that excludes from the
definition of SRMs materials from cattle
from foreign countries that can demonstrate
that their BSE risk status can reasonably
be expected to provide the same level of
protection from human exposure to the BSE
agent as prohibiting SRMs for human food
does in the United States (9 CFR
310.22(a)).-

Also, adds a new provision that requires
that spinal cord from cattle 30 months of
age and older be removed in the
establishment where the animal
slaughtered (9 CFR 310.22(c)).-

was

Does not permit use of entire small intestine

for human food.

After the PRIA, in 2005, the Interim Rule was
amended (in response to comments) to permit
small intestines to be used for human food if
certain conditions are met (9 CFR
310.22(a)(3))-

Permits small intestines to be used for
human food if certain conditions are met.
Affirms amended interim rule and re-
designates provision as 9 CFR 310.22(d).-
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Requires that establishments develop,
implement and maintain written procedures for
the removal, segregation, and disposition of
SRMs, and incorporate these procedures into
their HACCP plans or Sanitation SOPs or other
pre-requisite program. In addition,
prescribes recordkeeping requirements (9 CFR
310.22(d).-

Affirms and re-designates as 9 CFR
310.22(e), interim rule provisions in 9CFR
310.22(d).-

Adds new provision that clarifies that
procedures must address potential
contamination of edible materials with SRMs
before, during, and after entry into the
establishment (9CFR 310.22(e)(1))-

Interim Rule (continued)

Final Rule (continued)

Specified Risk
Materials (SRMs)
(continued):

Specifies that materials that are SRMs if they
are from cattle 30 months of age and older
will be deemed to be from cattle 30 months of
age and older unless the establishment can
demonstrate that the materials are from an
animal that was younger than 30 months of age
at the time of slaughter (9 CFR 310.22(e)).

Affirms and re-designates provisions as 9
CFR 310.22(h).




No codified requirements for sanitation of
equipment used to cut through specified risk
materials.

Adds new regulations that prescribe
requirements for the sanitation of
equipment used to cut through specified
risk materials (SRMs) (9 CFR 310.22(f)).
New requirements codify current practices
in FSIS Notice 10-04.

FS1S Notice 10-04, “Questions and Answers
Regarding the Aging Determination of Cattle
and Sanitation,” describes procedures that
FSIS inspection personnel are to use to
verify that cross-contamination of edible
tissue with SRMs is reduced to the maximum
extent practical in facilities that
slaughter cattle, and in facilities that
process the carcasses or parts of cattle,
both younger than 30 months of age and 30
months of age and older.

Interim Rule (continued)

Final Rule (continued)

Specified Risk
Materials (SRMs)
(continued):

No codified requirement permitting the
transporting of carcasses or parts that
contain SRM vertebral columns from slaughter
establishments to another federally inspected
establishment for further processing.

Adds new regulations that specify the
conditions under which slaughter
establishments may ship beef carcasses or
parts that contain vertebral columns from
cattle 30 months of age and older to
another federally-inspected facility for
further processing (9 CFR 310.22(g))- New
regulations strengthen and codify current
practices. Changes reflect current practice
in FSIS Notice 68-05




FSIS Notice 68-05, “Verification Activities
at Establishments that Transport or Receive
Cattle Carcasses or Parts with Vertebral
Columns that Contain Specified Risk
Materials (SRMs),” provides instructions to
FSIS inspection program personnel on how to
verify that establishments that ship or
receive beef carcasses and parts that
contain vertebral columns from cattle 30
months of age and older have controls in
place to ensure that the SRM portion of the
vertebral column is removed by the
receiving establishment.

Prohibits MS(beef) for use as human food (9
CFR 319.5(b).

Affirms without change prohibition on use
of MS(beef) as human food.

Air-injection
Stunning

Prohibits the use of stunning devices that
deliberately inject compressed air into the
cranial cavity of cattle (9 CFR 313.15(b)(2)
and 9 CFR 310.13(a)(2)(iv)(©C)).-

Affirms without change prohibition of use
of stunning devices that deliberately
inject compressed air into the cranial
cavity of livestock.
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Table V:
(Bmillions)

Summary: Costs for Establishment of the Requirements of the Final Rule

Establishments
by HACCP-Size

FRIA Annualized Average Costs by Type of Establishment, $millions

7 Percent Interest Rate

3 Percent Interest Rate

Non- SRMs Alr- Totals | Non-ambulatory SRMs Air-injection Totals

ambulatory injection Cattle Stunning

Cattle Stunning
Very Small $1.1 $7.9 0 $9.0 $1.1 $7.9 0 $9.0
Small Class I $1.9 $5.9 0 $7.8 $1.9 $5.9 0 $7.8
Small Class Il | $1.2 $46.2 $47.4 $1.2 46.2 $47 .4
Large $1.7 $105.3 0 $107.0 | $1.7 $105.1 | O $106.8
Totals $5.9 $165.3 0 $171.2 | $5.9 $165.1 | O $171.0
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Table 4.2:

Summary of Areas for which Data were Available and
FRIA Compared to Assumptions of the PRIA

Assumptions Made in the

Topics

PRIA

FRIA

Change in the results
of the FRIA because of
change in the data or
assumptions made in the
FRIA compared to
assumptions of the PRIA

Non-Ambulatory
Disabled Cattle

Used industry estimate
to assume
deterministic values

Used FSIS database to
determine probability
distribution of values

Lowers costs of
compliance

Specified Risk
Materials

Establishments
affected included only
those that were
federally or state
inspected

Establishments affected
included those federally
inspected, state
inspected, and custom-
exempt establishments

Increases costs of
compliance because of
the increase in the
number of affected
establishments

Distal ileum

Assumes that the
entire small intestine
including the distal
ileum was not allowed
for human food

Assumes only the distal
ileum is not allowed for
human food. The rest of
the small intestine is
available for human food.

Lowers costs of
compliance

Harvard Risk
Assessment

2001/2003 HRA does not
assume non-compliance
effects of SRM removal

2005 Harvard BSE Update
assumes non-compliance
effects of SRM removal

Increases benefits of
compliance
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Table 6.1.1 presents the pre-BSE 2003 estimated population

of establishments potentially affected by this Final Rule.

Table 6.1.1: Pre-BSE 2003 Estimated Population of Establishments

Potentially Affected by this Final Rule

Estimated Population

Estimated Affected

Type of Inspection Category® of Establishments Establishments
Federal Inspection (2003)  Cattle slaughter—very small® 528 528
Cattle slaughter—small class I1° 100 100
Cattle slaughter—small class e 52 52
Cattle slaughter—Ilarge® 36 36
Total federal slaughter® 716 716
Processing-only—very small® 1,609 29
Processing-only—small class I° 698 15
Processing-only---small class 11° 360 7
Processing-only—Ilarge® 59
Total federal processing-only” 2,726 52
Total federal inspection 3,442 768
State Inspection Meat slaughter-only—uvery small® 795 731
(2003/2004)° Meat processing-only—very small® 1,056 84
Meat combination—very small®® 643 592
Total state—very small 2,494 1,407
Meat slaughter-only—small class 1° 13 12
Meat processing-only—small class 1° 24 0
Meat combination—small class 1% 12 11
Total state—small 49 23
Total state inspection 2,543 1,430
Custom-Exempt Meat slaughter-only—very small 40 34
(2003/2004) Meat processing-only—very small 1,473 0
Meat combination—very small® 1,621 1,280
Total custom-exempt 3,134 1,314
Total Establishments 9,119 3,512

aSource: PBIS. 2003. FSIS Performance Based Inspection System Database. FSIS

supplemented the PBIS with data from State agencies on state-inspected
establishments and on custom-exempt establishments.
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Table 6.1.7:

Comparison of the handling of non-ambulatory cattle before the SRM Interim

Final Rule (baseline year 2003), to after the SRM Interim Final Rule (after January 12,
2004), and as set forth in the SRM Final Rule

Before the SRM Interim Final Rule
(baseline year 2003)

After the SRM Interim
Final Rule (after January
12, 2004)

The SRM Final Rule

Definition

FSIS used the term “downer” for cattle
that cannot rise from a recumbent
position.

Defines “non-ambulatory
disabled livestock” as
livestock that cannot rise
from a recumbent position
or that cannot walk,
including, but not limited
to, those with broken
appendages, severed
tendons or ligaments,
nerve paralysis, fractured
vertebral column, or
metabolic conditions (9
CFR 309.2(b)).

Affirms without changes SRM
interim rule’s definition of
“non-ambulatory disabled
livestock.”
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Disposition

Non-ambulatory disabled cattle offered
for slaughter were not automatically
condemned on ante-mortem inspection.

Non-ambulatory disabled cattle offered
for slaughter were automatically
suspected of being affected with a
disease or condition that might require
condemnation of the animal, in whole or
in part, and were identified as “U.S.
Suspects” (9 CFR 309.2(b)). The FSIS
veterinarian examined all animals
identified as “U.S. Suspects” at ante-
mortem inspection, and, if the animal was
not condemned on ante-mortem inspection,
a record of the veterinarian’s clinical
findings accompanied the carcass to post-
mortem inspection.

Non-ambulatory disabled
cattle offered for
slaughter are
automatically condemned on
ante-mortem inspection.

Requires that all non-
ambulatory disabled cattle
offered for slaughter be
condemned (9 CFR
309.2(b)).-

Affirms without changes
disposition required in SRM
interim final rule for non-
ambulatory disabled cattle
offered for slaughter.

Affirms that all non-ambulatory
disabled cattle offered for
slaughter must be condemned.

Clarifies that FSIS inspection
program personnel will
determine the disposition of
cattle that become non-
ambulatory after they have
passed ante-mortem inspection
on a case-by-case basis (9 CFR
309.3(e))- Changes reflects
current practice in FSIS
Notices 05-04 and 05-06:

FSIS Notice 05-04, “Interim
Guidance for Non-Ambulatory
Disabled Cattle and Age
Determination” and FSIS Notice
05-06, “Re-Examination of
Bovines that Become Non-
Ambulatory After They Have
Passed Ante-mortem inspection”

Disposition

The disposition of a “downer” animal is
determined at post-mortem examination if
the animal passes ante-mortem inspection
as a U.S. Suspect. The animal is
condemned if the examining FSIS
veterinary medical officer determines
that the animal has conditions that would
affect the safety of food products
derived from this animal.

Non-ambulatory disabled
cattle offered for
slaughter are required to
be condemned. Preamble
explains that prohibition
of use as human food of
non-ambulatory disabled
cattle offered for
slaughter is necessary
because cattle present a
risk of introducing the
BSE agent into the human
food supply.

Affirms without changes.
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The disposition of “downer” veal calves
is determine at ante-mortem and at post-
mortem examination if the animal passes
ante-mortem inspection as a U.S. Suspect.
The animal is condemned if the examining
FSIS veterinary medical officer
determines that the animal has conditions
that would affect the safety of food
products derived from this animal.

Required condemnation of
veal calves presented for
slaughter that cannot rise
from a recumbent position
or that cannot walk
because they are tired or
cold.

Permits veal calves that cannot
rise from a recumbent position
or that cannot walk because
they are tired or cold to the
list of conditions to be set
aside and treated (9 CFR
309.13(b))- Amendment reflects
current practice.

Permits the emergency slaughter for
humane handling purposes of cattle in the
absence of an inspector and permits for
use as human food the carcasses and parts
of cattle slaughtered in the absence of
an inspector.

Prohibits for use as human
food the carcasses and
parts of cattle
slaughtered in the absence
of an inspector (9 CFR
311.27)

Affirms without changes interim
final rule’s prohibition on use
as human food of the carcasses
and parts of cattle slaughtered
in the absence of an inspector.
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Table 6.2.1:

Primary

Alternatives Analyzed iIn the Harvard BSE Update with Options

Secondary Considerations

Primary Alternative Option 1 Option 2 Regulatory
Alternative
Configuration
1 - Prohibition on the Non-ambulatory disabled cattle that Continue prohibition but provide Option 1
slaughter of non- are offered for slaughter must be exemption for custom slaughter
ambulatory disabled condemned. However, the final rule | of cattle that are non-
cattle offered for clarifies that FSIS” inspection ambulatory because of an acute
slaughter for use as personnel will determine the injury.
human food disposition of cattle that become
non-ambulatory after they have
passed ante-mortem inspection on a
case-by-case basis
2 - Materials designated | Continue with current definition of Lower age limit for materials Option 1
are SRMs and age cutoffs | SRMs, as set forth in the Interim that are designated as SRMs to
for SRMs Final Rule 24 months or to 12 months
3 — Permit shipment of Continue to permit practice set Prohibit practice set forth in Option 1
carcasses or parts of forth in primary alternative 3. primary alternative 3 and
carcasses that contain require that the establishments
vertebral columns from remove at slaughter all SRMs
cattle that were 30
months of age and older
at the time of slaughter
to another federally-
inspected establishments
for further processing,
if both establishments
have controls in place
to ensure that SRMs are
removed and properly
disposed of at the
processing establishment
4 — Establishment of Continue with current procedures Permit documentation only to Option 1

dentition and




documentation
requirements for age
verification of cattle
received at slaughter
establishments

(documentation or dentition)

verify age of cattle.

5 — Establish Continue with currently allowed Require only dedicated equipment | Option 1
requirements for sanitation procedures for equipment be used to cut through SRMs

sanitation of equipment used to cut through SRMs, which (e.g., color-coded saws)

that is used to cut permits sanitation of equipment or

through SRMs use of dedicated equipment.

6 — Establish Exempt from the definition of SRMs Continue to require that all Option 1

requirements for imports
of beef from foreign
countries

materials from cattle from foreign
countries that can demonstrate their
BSE risk status provides the same
level of protection from human
exposure to the BSE agent as does
prohibiting SRMs for human food in
the United States, and exempt these
countries from the prohibition on
the slaughter of non-ambulatory
disabled cattle

countries comply with U.S.
requirements for the removal,
segregation, and disposition of
SRMs and the prohibition on the
slaughter of non-ambulatory
disabled cattle, regardless of
the country’s BSE risk status.

7 - Prohibition on the
use of certain stunning
devices used to
immobilize cattle during
slaughter

None considered because these
stunning devices are not in use.

None considered because these
stunning devices are not in use.

Alternative 7
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Table 6.3.3: Summary of the Per-Animal Most-likely Cost Estimates for the SRM Products
and Non-Ambulatory Disabled Cattle for the SRM Final Rule, Based on the Preliminary
Regulatory Impact Analysis (PRIA) of the SRM Interim Final Rule

$/Animal All Cattle Affected
Less Alternative Number of $/All Cattle

Product or Process $/b Ibs/Animal Lost Value Use Value Cattle Affected Affected

Brains $0.453 1.00 $0.453 -$0.030 393,000 $166,239

Spinal cords $0.300 0.38 $0.114 -$0.011 7,200,000 $741,600

Edible rendering $0.250 4.00 $1.000 -$0.120 168,000 $147,840

Bone-in cuts $2.217 77.00 $170.709 -$169.575 144,000 $163,296

Skull, eyes, trigeminal ganglia $0.363 16.25 $5.899 -$4.200 58,000 $98,542
(TGG) (market heads)

Distal ileum of the small intestines® $0.370 0.5 $0.185 -$0.015 17,100,000 $2,907,000

Tonsils $0.250 2.50 $0.625 -$0.075 168,000 $92,400

Totals® $178.985 -$174.026 NA $4,316,917

Non-ambulatory cattle $1.320 380.00 $501.600  -$24.000 112,,000 $5,923,000

3The preliminary analysis of the SRM interim final rule included the lost value associated with the small intestines;
this value was adjusted for just the loss value of the distal ileum by assuming the distal ileum averages
approximately 4 percent of the weight of the small intestines.

PNet costs are summed across all SRMs; however, many establishments did not use all SRMs prior to the SRM interim final
rule.

Assumptions and notes:
Yields are for a 1,250-pound animal.
Alternative use values are 3 cents per pound for product used in inedible rendering.

Spinal cords from cattle 30 months of age and older are no longer used in human food, but a few establishments were
selling spinal cord for human food (for export) prior to the SRM interim final rule.

An establishment can still recover about eighty-three percent of bone-in cut weight without the vertebral core
(63.75/77 pounds).

An establishment can still recover about thirty-seven percent of meat (cheek meat, head meat, tongue) with hand
deboning (6/16.25 pounds).

Changes for vertebral bone-in cuts include hand-deboning of cuts.
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FSIS did not permit the use of tonsils for meat food products prior to the SRM interim final rule; but prior to the SRM
interim final rule, FSIS permitted the establishment to use this product in edible rendering for non-meat food
products. Currently, an establishment cannot use tonsils in edible rendering because of the interim final rule. This
prohibition is continued in the final rule.

FSIS derived the non-ambulatory disabled cattle offered for slaughter value by assuming that the establishment will use
800 pounds of tissue per animal in inedible rendering.
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