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one-time cost, would likely be revised 
annually as the industry moves toward 
a national cattle identification system. 
Additionally, ERG estimates that annual 
training times for non-clerical workers 
will be 4 hours for deadstock renderers 
and 2 hours for non-deadstock 
independent renderers. In addition, 1 
hour per year of supervisor time for 
employee training will be required for 
deadstock renderers and 0.5 hour for 
non-deadstock independent renderers. 
The total estimated costs to renderers of 
annual procedure development and 
updating and annual employee training 
will amount to about $491,000. For large 
slaughterers that also perform their own 
rendering, ERG estimated the costs of 
procedure development and employee 
training for slaughter animal age 
identification at $1.10 million annually. 
To the extent some slaughterers already 
have aging procedures in place to 
comply with FSIS’ SRM rule, this may 
be an overestimate. 

For the age determinations, ERG 
judged that the rendering truck drivers 
would make the actual age 
determinations at the animal producer 
site by reviewing the paperwork or 
using the dentition method. ERG judged 
that this procedure would not add to the 
total time an employee spends at each 
pick-up site. It therefore did not include 
additional compliance costs for the 
rendering truck driver. Review of these 
determinations and paperwork would 
be made at the rendering facility by 
supervisory personnel. ERG estimated 
total annual labor costs for the in-plant 
reviews of the age determination at 
about $790,000. Total annual costs for 
renderer age determination efforts are 
estimated at $1.28 million ($491,000 
plus $790,000). 

5. Feed Substitution Costs 
For the proposed rule, we included in 

the compliance costs the incremental 
cost for the feed ingredients that would 
be needed to replace the MBM in non- 
ruminant animal feeds. Animal feed 
producers would be expected to 
substitute more costly protein sources 
for the MBM that was previously 
manufactured from CMPAF. In the 
analysis of the 1997 final rule 
prohibiting the use of mammalian 
proteins (with exceptions) from use in 
ruminant feeds, we calculated the cost 
to substitute MBM in a typical cattle 
ration. Assuming a $20 per ton price 
difference between MBM and a 
substitute feed ingredient, in this case 
soybean meal, we estimated that the 
reformulated cattle ration would cost an 
additional $31.76 per ton (including 
other ingredients). However, the prices 
of MBM and equivalent substitutes vary 

constantly based on weather, global 
markets, slaughter rates, and other 
factors. We have no other information 
on the types of rations or feed 
formulations that will be affected by this 
final rule. Consequently, we accept the 
cattle ration example as a conservative 
estimate of the long-term cost of feed 
substitution. 

Accordingly, for the October 2005 
proposed rule, we inflated the unit cost 
from $31.76 per ton to $38.33 per ton to 
account for inflation through 2005 and 
determined the tonnage of MBM that 
would no longer be processed from the 
CMPAF. Multiplying this total, 15.6 
million lbs, by $38.33 per ton resulted 
in about $300,000 in feed substitution 
costs for the proposed rule. Accounting 
for the high end of the range of animals 
currently rendered (as noted in the 2004 
Informa report) led to an upper end cost 
of about $450,000. 

We received one comment that the 
removal of ruminant proteins from non- 
ruminant feed may increase the price of 
other protein sources, but it did not 
address the method used to account for 
feed substitution costs. We received 
many comments concerning the total 
amount of cattle byproducts that would 
no longer be made available for further 
processing for use in non-ruminant 
feeds. As noted previously in the 
section on disposal costs, ERG 
concluded that a much larger amount of 
cattle byproducts would no longer be 
available for this use. In total, the ERG 
calculations imply that the amount of 
MBM foregone from slaughterer and 
renderer CMPAF, as well as MBM that 
could have been produced from cattle 
not inspected and passed for human 
consumption that will no longer be 
rendered due to this rule, will range 
from 76,100 tons to 91,500 tons; a 
significant increase from the 7,800 tons 
estimated for the proposed rule. Based 
on the incremental feed substitution 
cost of $38.33 per ton of MBM, we 
estimate that long-term total feed 
substitution costs for the final rule will 
range from $2.92 million to $3.51 
million annually. 

F. Government Costs 
For the proposed rule, we concluded 

that there may be an increase in Federal 
fund expenditures for inspection 
activities, but did not expect it to be 
significant. The total number of 
establishments inspected was not 
expected to change substantially, as all 
establishments that would be inspected 
for compliance under § 589.2001 are 
already subject to § 589.2000 or other 
Federal rules. The additional materials 
that would be included as CMPAF may 
result in an increase in the number of 

inspections or the length of time 
necessary to inspect an establishment. 
We did not estimate the additional costs 
that would be required because we 
judged that the additional resources 
would not be substantial. ERG judged 
that no new rendering facilities would 
be constructed or dedicated to rendering 
for disposal due to the proposed rule, 
and thus our inspection activities would 
not noticeably increase. 

Country Designation 
The final rule contains a provision 

that was not included in the proposed 
rule. This provision exempts CMPAF 
from designated countries from the 
prohibition on its use in animal feed. A 
foreign country seeking this designation 
will submit a written request to FDA 
that includes (1) information about the 
country’s BSE case history, (2) risk 
factors, (3) measures to prevent the 
introduction and transmission of BSE, 
and (4) any other information relevant 
to determine how cattle materials from 
the country will be defined under 21 
CFR 589.2001(b)(1). FDA will respond 
to a country’s request in writing and 
may specify certain conditions when 
granting a request. Country designations 
will be subject to future review by FDA 
and can be revoked if a review shows 
that BSE-related restrictions are 
necessary. 

a. Number of countries affected. 
Although we do not know how many 
countries will submit a request to FDA 
for a designation under § 589.2001(f), 
we can use information from OIE and 
USDA to estimate the number of 
requests that might be submitted to the 
Center for Veterinary Medicine. 
According to the requirements of the 
OIE Terrestrial Animal Health Code 
(16th edition 2007), OIE officially 
recognizes five countries as having a 
‘‘negligible BSE risk,’’ including 
Australia, Argentina, New Zealand, 
Singapore, and Uruguay. In addition, 
OIE recognizes Iceland and Paraguay as 
‘‘provisionally free’’ from BSE. 
According to OIE recommendations, 
SRM removal is not a condition for 
importing fresh meat or meat products 
from a negligible risk country. Allowing 
animal feeds or animal feed ingredients 
containing CMPAF to be imported from 
designated countries is consistent with 
the lack of any restrictions on SRMs 
from negligible risk countries in the OIE 
guidelines. 

In addition to the countries 
recognized by OIE, a country exporting 
a large quantity of cattle products into 
the United States may submit a request 
for country designation to FDA. Table 1 
presents data from USDA’s Foreign 
Agricultural Service showing countries 
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that exported cattle products to the 
United States in 2006. Comparing the 
seven countries officially recognized by 
OIE as having a negligible BSE risk or 
being provisionally free of BSE and the 
countries listed in Table 5, 
approximately nine countries might 
submit a request. Because we are 
uncertain about the actual number of 
requests, for this analysis we estimate 
that 10 countries could submit a request 
to FDA to be exempted from CMPAF 
restrictions applicable to animal feed. 
Our estimate is not intended to suggest 
that all of these countries would qualify 
for a designation under § 589.2001(f). 

TABLE 5.—BOVINE PRODUCT IMPORTS 
TO THE UNITED STATES (2006) 

Exporting country 
Percentage of 
imported bo-
vine products 

Canada ................................. 31 
Australia ................................ 28 
New Zealand ........................ 17 
Uruguay ................................ 9 
Brazil ..................................... 7 
Argentina .............................. 2 
Nicaragua ............................. 2 
Mexico .................................. 1 
Costa Rica ............................ 1 
Other Countries .................... 2 

Source: USDA, Foreign Agricultural Service, 
HS 6-Digit Imports. Report for bovine product 
codes generated January 28, 2008 at http:// 
www.fas.usda.gov/ustrdscripts/USReport.exe. 

b. Cost of designation provision. We 
make certain assumptions concerning 
the effort to prepare and submit a 
request for country designation in 
preparation of these costs estimates. 
Because a country that submits a request 
to be designated as exempt from certain 
BSE-related restrictions for animal feed 
may also petition USDA for exclusion 
from USDA’s BSE-related requirements, 
we assume that a country wishing to 
submit a request to FDA to be 
designated as exempt from CMPAF 
restrictions has already completed a risk 
assessment and put risk management 
strategies into place. Whether these risk 
assessment and mitigation strategies are 
sufficient for a country to be so 
designated by FDA will be determined 
on a case-by-case basis. Moreover, we 
assume a request would include other 
technical information on the country’s 
BSE status, a detailed outline of risk 
mitigation strategies, and information 
on the country’s cattle-derived products 
that are exported to the United States. 
We assume that a foreign government 
employee earning the wage equivalent 
of a GS–14 step 1 would spend about 80 
hours to collect and prepare this 
information for each country submitting 
a request for country designation at an 

estimated cost of $5,395.20 (80 hours × 
$67.44 per hour including overhead). 
The request will also be reviewed by 
government managers before being 
submitted to the FDA. Assuming it takes 
a foreign government executive 40 hours 
to review the request, at a wage 
equivalent to a GS–15 step 3, it would 
cost approximately $3,384.80 (40 hours 
× $84.62 per hour including overhead) 
to review the request. Thus, the total 
cost to each country to prepare and 
submit a request to FDA to be 
considered for this designation would 
be about $8,780. Once the request is 
received by FDA, we estimate that it 
will take approximately 80 hours to 
review each request, at a cost of 
approximately $3,700 (80 hours × 
$45.65 per hour for an employee rated 
as a GS–13 step 7). Thus, as shown in 
Table 6, the total cost of an initial 
request is approximately $12,480. The 
estimated annual total for 10 requests 
would be $124,800, with FDA incurring 
about 29 percent of these costs and 
foreign governments incurring the 
remaining 71 percent. 

TABLE 6.—TOTAL COST OF THE INITIAL 
REQUEST AND REVIEW 

Collect information, Prepare 
and Submit the Request to 
FDA ................................... $8,780 

FDA Review per Request ..... 3,700 
Cost per Country .................. 12,480 

Total Cost for 10 Coun-
tries ............................ 124,800 

Countries that successfully request to 
be designated as exempt from CMPAF 
restrictions applicable to animal feed 
will be subject to annual review by FDA 
to ensure that their designation remains 
appropriate. As part of this process, 
FDA may ask designated countries to 
confirm that both their BSE status and 
the information submitted by them in 
support of their original application 
remain unchanged. FDA may revoke a 
country’s designation if FDA determines 
that it is no longer appropriate. 

FDA has not yet determined the 
method by which the agency will 
conduct these annual reviews. One 
possible method would be for FDA to 
send a letter to designated countries 
asking whether there has been a change 
in their status or circumstances relative 
to their BSE history, surveillance, 
import activities, or other relevant 
criteria, and then compare any changed 
information with the information in the 
original submission. The OIE requires 
that countries whose BSE status has 
been officially recognized ‘‘should 
annually confirm during the month of 

November whether their status and the 
criteria by which their status was 
recognized have remained unchanged.’’ 
In some cases, the FDA reviewer might 
rely on this information, if available, in 
conducting a future review of the 
country’s designation. 

For this analysis, we assume it will 
take FDA and the designated country 
about one-third the time and effort as 
the original request for country 
designation. Thus, if the total cost to 
submit the request and have it reviewed 
by FDA was $12,480, the annual review 
of the country designation by FDA and 
the submitting country will cost about 
$4,200 (see Table 7). 

TABLE 7.—COST OF ANNUAL REVIEW 
OF COUNTRY DESIGNATION 

Submission of Additional In-
formation by the Des-
ignated Country ................. $3,000 

FDA Review of Information .. 1,200 
Cost per Designated Country 4,200 

Total Cost for Review 
(10 Countries) ............ 42,000 

It is likely that those countries that 
currently export to the United States a 
significant amount of cattle-derived 
material that contains CMPAF will be 
most interested in submitting a request 
for country designation. It is also 
possible that new markets for cattle- 
derived products containing CMPAF 
could develop, providing an incentive 
for other countries to submit a request 
to FDA to be designated as exempt from 
CMPAF restrictions in animal feed. For 
this analysis, we do not attempt to 
forecast either new markets for cattle- 
derived products containing CMPAF or 
the frequency and costs of future 
requests for country designations. 

G. Sensitivity Analysis 

For the proposed rule, we presented 
alternative ranges of costs that could be 
expected due to the uncertainty in 
certain cost factors. Specifically, we 
showed that total compliance costs 
would increase substantially (from a 
range of $14 million to $24 million to 
a range of $20 million to $36 million) 
if the number of cattle not inspected and 
passed for human consumption that 
would no longer be rendered as a result 
of this rule (or 3.4 percent of all cattle 
not inspected and passed for human 
consumption) increased to about 11.6 
percent of all cattle not inspected and 
passed for human consumption. This 
increase would be due to the much 
greater weight of the entire cattle carcass 
that would be disposed of compared 
with the weight of CMPAF from an 
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average cow slaughtered for human 
consumption or cow not inspected and 
passed for human consumption that had 
its CMPAF separated at the deadstock 
rendering facility. 

Public comments on the method used 
by both ERG and FDA have previously 
been presented. The common 
perception in comments, summarized 
here again, is that the analysis of the 
proposed rule considerably 
underestimated the number of cattle not 
inspected and passed for human 
consumption that would no longer be 
rendered. We have also previously 
shown that additional data, public 
comments, and discussion with 
industry and association members have 
led to an updated analysis that presents 
a significantly greater number of those 
animals that would no longer be 
rendered due to this final rule. The 
sensitivity analysis included in the ERG 
report on the final rule attempts to 
identify the most influential factors of 
the analysis, and the range of costs 
associated with varying the key 
assumptions. ERG finds the disposal 
cost rate for CMPAF to be particularly 
influential because it represents a large 
fraction of total costs. Specifically, its 
analysis shows that a 33-percent 
increase or decrease in the disposal cost 
per cwt of CMPAF results in a 
respective $18.1 million increase or 
decrease in the lower bound of total 
costs and a $23.7 million increase or 

decrease in the upper bound of total 
costs. The price of MBM and tallow 
does not have much effect on total costs. 
Similarly, the level of renderer capital 
costs do not appear to be significant 
because the amortization over 10 years 
results in a small annual cost compared 
to disposal costs. The elasticity 
estimates appear to have a more 
significant effect on total costs. A 
reduction in price elasticity of 50 
percent from the low estimate for each 
ruminant category would reduce the 
lower bound of total compliance costs 
by about 22 percent, while an increase 
in elasticity by 50 percent from the high 
estimate for each ruminant category 
would result in a 15 percent increase in 
the upper bound of total compliance 
costs. 

H. Final Regulatory Flexibility Analysis 
The Regulatory Flexibility Act 

requires an agency to prepare a 
regulatory flexibility analysis if a rule is 
expected to have a significant impact on 
a substantial number of small entities. 
The discussion in this section of the 
final rule, as well as data and analysis 
contained in this rule’s regulatory 
impact analysis, and section three of the 
ERG report, constitutes our final 
regulatory impact analysis in 
compliance with section 604 of the 
Regulatory Flexibility Act. 

The Regulatory Flexibility Act 
requires that we present a succinct 

statement of a rule’s objectives. As 
stated previously in this analysis and 
unchanged from the proposed rule, the 
intent of this rule is to strengthen the 
safeguards designed to prevent the 
spread of BSE in U.S. cattle, as well as 
to reduce further any risk posed to 
humans from the agent that causes BSE. 

Other requirements of the Regulatory 
Flexibility Act are a description of the 
small entities that would be impacted 
by the final rule, an estimate of the 
number of small entities to which the 
rule would apply, a description of the 
projected reporting, recordkeeping (see 
Section VI. Paperwork Reduction Act of 
1995) and other compliance costs of the 
rule and the reason why any other 
significant alternatives considered by 
the agency were rejected. 

The ERG analysis concentrates on the 
effects of the rule on small renderers 
and small slaughterers, and to a lesser 
extent on small dairy farms. 
Slaughterers are classified in the North 
American Industrial Classification 
System (NAICS) under code 311611— 
Animal (Except Poultry) Slaughtering, 
and renderers are classified under 
NAICS code 311613—Rendering and 
Meat Byproduct Processing (see Table 
8). The Small Business Administration 
(SBA) classifies both slaughterers and 
renderers with less than 500 employees 
as small businesses. 

TABLE 8.—TOTAL AND NUMBER OF AFFECTED ESTABLISHMENTS, BY SIZE IN SLAUGHTERING AND RENDERING 

Employment size group 

NAICS 311611 
(slaughterers and renderers) 

NAICS 311613 
(rendering) 

Total number of 
establishments 

Estimated number 
of cattle slaugh-
tering establish-

ments a 

Total number of 
establishments in 

2002 census 

Establishments af-
fected by principal 
deadstock restric-

tions b 

1 to 4 ........................................................................................ 1,132 1,132 30 0 
5 to 9 ........................................................................................ 229 229 25 0 
10 to 19 .................................................................................... 131 124 41 25 
20 to 49 .................................................................................... 134 7 72 22 
50 to 99 .................................................................................... 64 14 46 19 
100 to 249 ................................................................................ 66 6 13 3 
250 to 499 ................................................................................ 40 13 4 1 
500 to 999 ................................................................................ 20 7 0 0 
More than 1,000 ...................................................................... 53 13 0 0 

Total .................................................................................. 1,869 1,545 231 70 

a Cattle slaughterer distribution derived from federal and state slaughterer establishment count in USDA/NASS (2006). Establishments arrayed 
across size classes assuming that slaughter rates coincide with employment sizes. State slaughterers were assumed to be small and were 
added to the small size categories to match but not exceed the Census count of establishments. The distribution should be considered approxi-
mate. 

b The employment size class of deadstock renderers was estimated by ERG and should be considered to be approximate. 
Source: ERG Report, Table 3–1, Page 3–2. 

The number of cattle slaughtering and 
rendering establishments expected to be 
impacted by the CMPAF ban is 1,545 
and 231, respectively. The majority of 
the impacts on renderers are expected to 

be incurred by the 70 deadstock 
renderers. Using both Census and USDA 
data, ERG distributed the slaughtering 
establishments across the size classes of 
establishments using the same 

proportions as those presented in the 
total number of establishments. This 
distribution shows that almost 99 
percent of slaughtering establishments 
would qualify as small businesses. 
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According to SBA data, over 97 
percent of all slaughtering firms would 
be considered small businesses, which 
would take into account multi- 
establishment firms. The SBA data also 
reports that 83 percent of all rendering 
firms would be considered small 
businesses. ERG concluded that it is 
likely that all 70 deadstock renderers 
have less than 500 employees and thus 
are considered small businesses. In 
summary, the number of affected small 
businesses in both sectors would be 
substantial. 

As in its analysis of the proposed rule, 
ERG used its Small Business Impact 
Model (SBIM) to predict net income and 
closure impacts on both slaughtering 
and rendering firms (Appendix A of the 
ERG report contains a technical 
explanation of the SBIM). The model, 
which assumes a partial cost pass- 
through of costs for slaughterers (animal 
producers would incur the disposal 
costs), predicts modest impacts on cattle 
slaughtering due to the small minority 
of cattle slaughtered for human 
consumption that are 30 months of age 
or older. The model predicts costs for 
the small slaughterers to range from 
under $100 for the smallest 
establishments slaughtering less than 
1,000 animals per year to about $7,100 
per establishment for those slaughtering 
300,000 to 500,000 cattle annually. 
Compliance costs as a percent of net 
income would range from less than 0.1 
percent to 2.1 percent for the small 
slaughter businesses. For all 
slaughterers, regardless of size, costs are 
expected to be significantly below 1 
percent of revenues. 

Costs for the deadstock renderers 
were estimated through the SBIM with 
two separate scenarios: One in which 
disposal costs are included and one in 
which they are not included. Disposal 
costs are not included under one 
scenario to reflect the likelihood that 
increased pick-up charges to animal 
producers will mostly offset the 
additional disposal costs. In this case, 
compliance costs for the smallest 
establishment ranged from an estimate 
of $97,000 to $122,000 ($153,000 to 
$180,000 including disposal costs). 
Compliance costs for the larger 
establishments ranged from $2.01 
million to $2.57 million ($3.23 million 
to $3.79 million including disposal 
costs). Compliance costs as a percent of 
net income ranged from 41 percent to 81 
percent across all deadstock renderer 
sizes (from 65 percent to 100 percent 
including disposal costs). The total 
number of rendering establishments 
expected to close (assuming only 
disposal costs are transferred to animal 
producers), using a net income 

assumption of 5.65 percent, ranged from 
12 to 16 facilities. If these disposal costs 
are not transferred, the model forecasts 
23 to 28 closures. Although all renderers 
contacted by ERG that were 
contemplating investing in capital to 
remove brain and spinal cord expected 
to charge substantially more in pick-up 
fees to recover these costs, some 
rendering plant closures are likely to 
result from this rule (Ref. 16, Section 
3.3). 

Small farms will incur compliance 
costs for the disposal of those animals 
that are no longer rendered due to either 
the increase in renderer pick-up fees or 
the termination of deadstock rendering 
services. ERG prepared a baseline 
enterprise dairy budget to demonstrate 
the relative size of the impacts of the 
final rule on a small (120-cow) dairy 
farm with about $300,000 in revenues. 
The SBA defines small dairy and beef 
cattle producers as those with revenues 
under $750,000, and USDA data shows 
the average dairy farm has about 110 
dairy cows (Ref. 28). The expected 
incremental compliance costs (from the 
ERG model) for disposal of the annual 
number of dead dairy cows and calves 
(assumed to be disposed of off-site at 
$12/cwt and $4/cwt, respectively) on an 
operation of this size is about $700, 
using the individual disposal rates for 
over 30-month cattle and calves. 
Compliance costs of an operation of this 
size are estimated at 0.25 percent of 
revenues and 2.63 percent of net 
income. 

The effect of the annual feed 
substitution costs on small non- 
ruminant animal operations is also 
expected to be minimal. The $2.9 to 
$3.5 million in additional costs would 
not be significant when spread over the 
thousands of non-ruminant animal 
producers that currently use ruminant 
protein in animal feeds. 

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
alternatives that would minimize any 
significant impact of a rule on small 
entities. For an analysis of the 
regulatory alternatives to this final rule, 
see section IV.B of this document. 

V. The Small Business Regulatory 
Enforcement Fairness Act of 1996 
(SBREFA) 

SBREFA (Pub. L. 104–121) defines a 
major rule for the purpose of 
congressional review as having caused 
or being likely to cause one or more of 
the following: An annual effect on the 
economy of $100 million or more; a 
major increase in costs or prices; 
significant adverse effects on 
competition, employment, productivity, 
or innovation; or significant adverse 

effects on the ability of U.S.-based 
enterprises to compete with foreign- 
based enterprises in domestic or export 
markets. In accordance with SBREFA, 
OMB has determined that this final rule 
is a major rule for the purpose of 
congressional review. 

VI. Paperwork Reduction Act of 1995 
This final rule contains information 

collection provisions that were 
submitted to OMB for review under the 
Paperwork Reduction Act of 1995 (the 
PRA) (44 U.S.C. 3501–3520). 

The title, description, and the 
respondent description of the 
information collection provisions are 
shown below with an estimate of the 
annual recordkeeping burden. Included 
in the estimate is the time for reviewing 
instructions, searching existing data 
sources, gathering and maintaining the 
data needed, and completing and 
reviewing each collection of 
information. 

Title: Substances Prohibited From Use 
in Animal Food or Feed 

Description: This final rule 
(§ 589.2001) prohibits the use of certain 
cattle origin materials in the food or 
feed of all animals. These materials 
include the following: (1) The entire 
carcass of BSE-positive cattle; (2) the 
brains and spinal cords from cattle 30 
months of age and older; (3) the entire 
carcass of cattle not inspected and 
passed for human consumption that are 
30 months of age or older from which 
the brains and spinal cords were not 
effectively removed or otherwise 
effectively excluded from animal feed; 
(4) mechanically separated beef that is 
derived from cattle materials prohibited 
by the rule; and (5) tallow that is 
derived from BSE-positive cattle and 
tallow that is derived from certain other 
materials prohibited by the rule unless 
such tallow contains no more than 0.15 
percent insoluble impurities. These 
measures will further strengthen 
existing safeguards designed to help 
prevent the spread of BSE in U.S. cattle. 
FDA has revised the final rule to 
include a statement of this purpose 
(§ 589.2001(1)). 

As discussed in section I of this 
document, FDA has revised the final 
rule to include a statement of purpose 
for the rule, specifically, to prohibit the 
use of certain cattle origin materials in 
the food or feed of all animals to help 
prevent the spread of BSE in U.S. cattle. 
The final rule was also revised to 
require renderers to establish and 
maintain written procedures on aging 
animals to ensure that such animals are 
less than 30 months old if they are to 
be rendered for use in animal feed 
without brain and spinal cord removal. 
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Further, in response to concerns about 
ensuring effective removal of brain and 
spinal cord from animals 30 months of 
age or older, FDA has revised the final 
rule to require the establishment and 
maintenance of written procedures for 
ensuring that brain and spinal cord are 
effectively removed or effectively 
excluded from animal feed. As 
discussed in section I of this document, 
FDA has determined that it is the 
responsibility of the renderer to ensure 
that materials rendered for use in 
animal feed do not contain CMPAF. 
Therefore, the agency has explained in 
the final rule that a renderer’s records 
must either include certification or 
other documentation from the supplier 
that material supplied to the renderer 
does not include CMPAF, or 
documentation of another method, 
acceptable to FDA, such as third-party 

certification, for verifying that suppliers 
have effectively excluded CMPAF. Also, 
FDA is adding a provision to this rule 
so that it may designate a country as not 
subject to the CMPAF requirements of 
this rule (§ 589.2001(b)(1)(vi)). A 
country seeking such a designation must 
submit a written request and include 
information about the country’s BSE 
case history, risk factors, measures to 
prevent the introduction and 
transmission of BSE, and any other 
information relevant to determining 
whether the country should be subject 
to the requirements regarding CMPAF as 
discussed in greater detail in section I 
of this document. These are new 
collection of information requirements 
that have been added to the previous 
burden estimate set forth in the 
proposed rule. 

FDA believes that it has maximized 
the practical utility of this collection of 
information by not prohibiting certain 
cattle materials in animal food or feed, 
as long as the agency can be assured, 
through the establishment of written 
procedures, that brain and spinal cord 
were effectively removed or effectively 
excluded from animal feed or that the 
material was from cattle less than 30 
months of age. FDA believes it has 
minimized the burden to the rendering 
industry by not specifying the 
procedures to be followed so as to 
provide the latitude to establish 
procedures that can most efficiently be 
incorporated into rendering operations. 

Description of Recordkeeping for 
Respondents: Rendering facilities, 
medicated feed manufacturers and 
distributors, livestock feeders. 

TABLE 9.—ESTIMATED ANNUAL RECORDKEEPING BURDEN 

21 CFR section Number of 
recordkeepers 

Annual 
frequency 
per record-

keeper 

Total annual 
records 

Hours per 
recordkeeper Total hours Operation and 

maint. costs 

589.2001(c)(2)(vi) and (c)(3)(i) ................ 175 1 175 20 3,500 $59,500 
589.2001(c)(2)(ii) ...................................... 50 1 50 20 1,000 17,000 
589.2001(c)(3)(i)(A) .................................. 175 1 175 26 4,550 80,580 

Total .................................................. ........................ ........................ ........................ ........................ 9,050 157,080 

The estimated recordkeeping burden 
is derived from agency resources and 
discussions with affected industry. As 
discussed in the Paperwork Reduction 
Act section of the October 2005 
proposed rule (70 FR 58570 at 58598), 
the recordkeeping requirement in 
§ 589.2001(c)(2)(vi) will apply to the 
limited number of renderers that will 
handle CMPAF. FDA estimates that no 
more than 50 of the approximately 175 
(based on current data) total 
independent rendering firms will be 
involved in the handling of this 
material. Although the agency may 
consider the distribution records needed 
to comply with this regulation ‘‘usual 
and customary’’ and thus not subject to 
the PRA, FDA believes there will be a 
burden associated with setting up a 
system to ensure such records are 
sufficient to address the recordkeeping 
requirement. Likewise, although FDA 
may consider the records necessary to 
comply with § 589.2001(c)(3)(i) as 
‘‘usual and customary’’ and not subject 
to PRA burden accounting, FDA is 
including a burden estimate to cover 
establishment of a system to ensure that 
existing receipt, manufacturing, and 
certification records adequately address 
this requirement. FDA estimates that the 
recordkeeping burden associated with 

§ 589.2001(c)(3)(i) would apply to the 
balance of the rendering firms not 
handling CMPAF. FDA solicited public 
comment on the estimated 
recordkeeping burden associated with 
§ 589.2001(b)(2)(iv) (§ 589.2001(c)(2)(vi) 
in the final rule) and § 589.2001(b)(3)(i) 
(§ 589.2001(c)(3)(i) in the final rule) of 
the proposed rule, but no comments 
were received. It was estimated that the 
operation and maintenance cost per 
renderer for complying with the records 
requirements of either of these sections 
would be $340. 

As discussed previously, FDA has 
revised the final rule to require the 
maintenance of certain written 
procedures if cattle not inspected and 
passed for human consumption are to be 
rendered for use in animal feed. The 
recordkeeping burden associated with 
the requirement to maintain written 
procedures (§ 589.2001(c)(2)(ii)) will 
apply to only those renderers that 
choose to render for use in animal feed 
cattle not inspected and passed for 
human consumption. Based on the 
expertise of FDA’s compliance staff who 
are knowledgeable about industry 
practices, FDA estimates that no more 
than 50 of the approximately 175 total 
independent rendering firms will be 
involved in the handling of this 

material. Furthermore, FDA estimates 
that the recordkeeping burden for this 
new requirement is similar to the 
burden that was previously estimated 
for § 589.2001(c)(2)(vi) and 
§ 589.2001(c)(3)(i). Therefore, FDA 
estimates that the cost per renderer for 
compliance with the new requirement 
for establishing and maintaining written 
procedures will be $340 per renderer, 
hence the new figure of $17,000 as 
shown in Table 9 of this document. 
Table 9 also reflects the estimated 26 
hours each renderer will need to satisfy 
the requirement under which renderers 
must maintain records from their 
supplier, certifying that materials 
provided were free of CMPAF. 

Description of Respondents for 
Reporting: As discussed earlier, the final 
rule includes a new provision that 
exempts CMPAF from designated 
countries from the prohibition on its use 
in animal feed (§ 589.2001(b)(1)(vi)). A 
foreign country seeking this designation 
will submit a written request to FDA 
that includes a variety of information 
about the country’s BSE status 
(§ 589.2001(f)). As discussed in section 
IV, FDA estimates that 10 countries 
could submit a request to FDA to be 
exempted from the CMPAF restrictions. 
FDA estimates the burden for this 
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information collection as shown in 
Table 10: 

TABLE 10.—ESTIMATED ONE-TIME AND RECURRING REPORTING BURDEN 1 

21 CFR section Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Hours per 
response Total hours 

§ 589.2001(b)(1) 2 ............................................................... 10 1 10 80 800 
§ 589.2001(f) ...................................................................... 10 1 10 26 .4 264 

Total one time burden ................................................ ........................ ........................ ........................ .......................... 800 

Total recurring burden ................................................ ........................ ........................ ........................ .......................... 264 

1 There are no capital costs or operating costs associated with the collection of information under this final rule. 
2 One-time burden. 

One-Time Reporting Burden 
There will be a one-time burden to 

countries that apply to FDA seeking to 
be designated as not subject to 
restrictions applicable to CMPAF. We 
estimate that each country that applies 
for an exclusion will spend 80 hours 
putting information together to submit 
to FDA. Table 10 row 1 of this 
document presents the one-time burden 
expected for countries that apply for the 
exclusion. 

Recurring Burden 
Countries that successfully petition 

FDA to be designated as exempt from 
certain BSE-related restrictions 
applicable to animal feed will be subject 
to future review by FDA to ensure that 
their designation remains appropriate. 
As part of this process, FDA may ask 
designated countries from time-to-time 
to confirm that their BSE situation and 
the information submitted by them in 
support of their original application 
remains unchanged. We assume it will 
take FDA and the designated country 
undergoing a review in the future about 
one third the time and effort it did when 
the information was submitted. Table 10 
row 2 of this document presents the 
expected recurring burden. 

The information collection provisions 
of this final rule have been submitted to 
OMB for review. Prior to the effective 
date of this final rule, FDA will publish 
a notice in the Federal Register, 
announcing OMB’s decision to approve, 
modify, or disapprove the information 
collection provisions in this final rule. 
An agency may not conduct or sponsor, 
and a person is not required to respond 
to a collection of information, unless 
that agency displays a currently valid 
OMB control number. 

VII. Environmental Impact 
In the ‘‘Environmental Impact’’ 

section of the preamble to the October 
6, 2005, proposed rule (70 FR 58570), 
FDA stated that it had carefully 

considered the potential environmental 
impact of this action and had 
determined that the proposed action 
would not have a significant impact on 
the human environment and that an 
environmental impact statement was 
not required. FDA’s finding of no 
significant impact and the evidence 
supporting that finding, contained in an 
environmental assessment, were placed 
on display in the public docket (Docket 
No. 2002N–0273). 

As discussed in section IV of the 
preamble to this final rule, the agency 
received many comments to the 
proposed rule that addressed the 
environmental effects of the proposed 
action, noting that the volume of 
material that would not be allowed in 
animal feed was much larger than 
originally estimated. As a result, FDA 
decided to perform a new 
environmental assessment that took into 
account the new information submitted 
in response to the proposed rule. 
Following a review of this new 
assessment, FDA again has made a 
finding of no significant impact. The 
evidence supporting that finding, 
contained in the new environmental 
assessment, may be seen in the Division 
of Dockets Management (HFA–305), 
Food and Drug Administration, 5630 
Fishers Lane, rm. 1061, Rockville, MD 
20852, between 9 a.m. and 4 p.m., 
Monday through Friday. For ease of 
reference, the ‘‘Summary of 
Environmental Consequences’’ is 
reproduced below: 

‘‘The EA has examined the 
environmental consequences of 
prohibiting the use in animal feed of 
brain and spinal cord from cattle over 
30 months of age, and the carcasses of 
dead stock cattle that were either not 
age verified or from which brain and 
spinal cord were not removed. Our 
assessment indicates that, under this 
final rule, approximately 670 million 
pounds of cattle byproducts that would 
normally be recycled in animal feed will 

be diverted to other forms of disposal. 
In most areas of the country, this change 
in disposal patterns is not expected to 
have a large impact on the environment. 
In some areas of the country, however, 
adverse environmental impacts could be 
expected unless new disposal capacity 
is developed. To allow time for 
development of new methods of 
disposal, the agency is delaying 
implementation of this regulation for 12 
months. We assume that disposal of the 
materials prohibited in animal feed by 
the final rule will be disposed of in 
accordance with local, State, and 
Federal laws and regulations.’’ 

FDA received several comments on 
the proposed rule that addressed 
environmental concerns surrounding 
the residual effects of disposal of cattle 
byproducts. The comments and the 
agency’s responses are set forth in the 
following paragraphs. 

(Comment 71) Several comments said 
that FDA did not conduct an adequate 
environmental impact analysis for the 
proposed rule and improperly made a 
finding of no significant impact. 
Another comment said that the 
environmental assessment failed to 
consider alternative methods of disposal 
other than landfilling and rendering. A 
number of comments said that FDA 
underestimated the environmental 
impact resulting from improper 
composting and landfilling. 

(Response) In comments to the 
proposed rule, FDA received new 
information indicating that some of the 
assumptions used in the economic 
analysis may have been incorrect, 
especially those assumptions related to 
disposal of deadstock. The agency 
modified the assumptions based on this 
new information and considered all 
other relevant comments in completing 
a re-analysis of both the economic and 
environmental impacts of the proposed 
rule. After completing a new 
environmental assessment, the agency 
still concludes that the environmental 
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impact is not significant, see revised 
environmental assessment in the public 
docket (Docket No. 2002N–0273). 

(Comment 72) Several comments said 
that animal and human health risks 
from non-feed disposal of deadstock are 
greater than the risks reduced by the 
proposed regulation. In contrast, one 
comment stated that, since the majority 
of cattle mortalities today are disposed 
of by means other than rendering and 
since this disposal does not appear to be 
causing disease outbreaks, the comment 
questioned the assertion by some that 
on-farm and alternative disposal will 
degrade public and animal health. 
Another comment stated that health 
concerns resulting from the proposed 
rule are being exaggerated for the 
purpose of preventing the rule from 
being finalized. 

(Response) The agency received no 
data in support of either position on the 
effects of non-feed disposal of CMPAF 
on animal or human health. 

(Comment 73) Several comments 
asked why FDA is not concerned about 
environmental exposure to the BSE 
agent through indiscriminant disposal 
of deadstock if the BSE infectious dose 
is really 10 mg or less and the agent 
remains infectious in soil. 

(Response) The agency believes that, 
based on the extremely low prevalence 
of BSE in this country and the absence 
of evidence that BSE is transmitted 
through soil and water, the risk of BSE 
transmission through exposure to the 
BSE agent in the environment is very 
low. 

(Comment 74) Several comments said 
that landfilling and burial will create 
problems of odor control, ground and 
surface water contamination, and 
disease caused by conventional 
pathogens. Other comments stated that 
the soil and geologic conditions in 
certain states are particularly unsuitable 
for carcass burial. 

(Response) FDA believes that odors 
and pathogens should not be significant 
problems when carcasses are properly 
buried, and in particular, when 
carcasses are landfilled. The agency 
acknowledges, however, that soil or 
geologic conditions in some parts of the 
country may not permit carcasses to be 
properly buried. In such areas, 
alternative disposal methods should be 
identified. The agency intends to allow 
sufficient time before the rule becomes 
effective to allow for the arrangement of 
disposal methods that are appropriate 
for local conditions. 

VIII. Federalism 
FDA has analyzed this final rule in 

accordance with the principles in 
Executive Order 13132. FDA has 

determined that the final rule does not 
contain policies that have substantial 
direct effects on the States, on the 
relationship between the National 
Government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Accordingly, the 
agency has concluded that the rule does 
not contain policies that have 
federalism implications as defined in 
the Executive Order and, consequently, 
a federalism summary impact statement 
is not required. 
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List of Subjects in 21 CFR Part 589 
Animal feeds, Animal foods, Food 

additives, Incorporation by reference. 
� Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, the Food and Drug 

Administration, 21 CFR part 589 is 
amended to read as follows: 

PART 589—SUBSTANCES 
PROHIBITED FROM USE IN ANIMAL 
FOOD OR FEED 

� 1. The authority citation for 21 CFR 
part 589 continues to read as follows: 

Authority: 21 U.S.C. 321, 342, 343, 348, 
371. 

� 2. Section 589.2000 is amended by 
revising paragraph (a)(1) and by adding 
paragraphs (c)(4) and (e)(3) to read as 
follows: 

§ 589.2000 Animal proteins prohibited in 
ruminant feed. 

(a) * * * 
(1) Protein derived from mammalian 

tissues means any protein-containing 
portion of mammalian animals, 
excluding: Blood and blood products; 
gelatin; tallow containing no more than 
0.15 percent insoluble impurities and 
tallow derivatives as specified in 
§ 589.2001; inspected meat products 
which have been cooked and offered for 
human food and further heat processed 
for feed (such as plate waste and used 
cellulosic food casings); milk products 
(milk and milk proteins); and any 
product whose only mammalian protein 
consists entirely of porcine or equine 
protein. 
* * * * * 

(c) * * * 
(4) Renderers shall comply with all 

applicable requirements under 
§ 589.2001. 
* * * * * 

(e) * * * 
(3) Renderers shall comply with all 

applicable requirements under 
§ 589.2001. 
* * * * * 
� 3. Section 589.2001 is added to read 
as follows: 

§ 589.2001 Cattle materials prohibited in 
animal food or feed to prevent the 
transmission of bovine spongiform 
encephalopathy. 

(a) Purpose—The purpose of this 
section is to prohibit the use of certain 
cattle origin materials in the food or 
feed of all animals to further reduce the 
risk of the spread of bovine spongiform 
encephalopathy (BSE) within the United 
States. 

(b) Definitions—(1) Cattle materials 
prohibited in animal feed include: 

(i) The entire carcass of BSE-positive 
cattle; 

(ii) The brains and spinal cords of 
cattle 30 months of age and older; 

(iii) The entire carcass of cattle not 
inspected and passed for human 

consumption as defined in paragraph 
(b)(2) of this section that are 30 months 
of age or older from which brains and 
spinal cords were not effectively 
removed or otherwise effectively 
excluded from animal feed; 

(iv) Mechanically separated beef as 
defined in paragraph (b)(3) of this 
section that is derived from materials 
specified in paragraphs (b)(1)(i), 
(b)(1)(ii), and (b)(1)(iii) of this section; 
and 

(v) Tallow as defined in paragraph 
(b)(5) of this section that is derived from 
materials specified in paragraphs 
(b)(1)(i), (b)(1)(ii), and (b)(1)(iii) of this 
section. 

(vi) Cattle materials prohibited in 
animal feed do not include: 

(A) Tallow derivatives as defined in 
paragraph (b)(6) of this section; 

(B) Tallow as defined in paragraph 
(b)(5) of this section that is derived from 
materials specified in paragraphs 
(b)(1)(ii) and (b)(1)(iii) of this section 
and that contains no more than 0.15 
percent insoluble impurities. Insoluble 
impurities must be measured by the 
method entitled ‘‘Insoluble Impurities’’ 
(AOCS Method Ca 3a–46), American Oil 
Chemists’ Society (AOCS), 5th Edition, 
1997, incorporated by reference in 
accordance with 5 U.S.C. 552(a) and 1 
CFR part 51, or another method 
equivalent in accuracy, precision, and 
sensitivity to AOCS Official Method Ca 
3a–46. You may obtain copies of the 
method from the AOCS (http:// 
www.aocs.org), 2211 W. Bradley Ave., 
Champaign, IL 61821. Copies may be 
examined at the Center for Food Safety 
and Applied Nutrition’s Library, 5100 
Paint Branch Pkwy., College Park, MD 
20740, or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, 
or go to: http://www.archives.gov/ 
federal_register/ 
code_of_federal_regulations/ 
ibr_locations.html. 

(C) Materials as defined in paragraphs 
(b)(1)(ii), (b)(1)(iii), (b)(1)(iv) (other than 
mechanically separated beef from the 
carcass of a BSE-positive cattle), and 
(b)(1)(v) of this section from cattle from 
a country that has been designated 
under paragraph (f) of this section. 

(2) Cattle not inspected and passed 
for human consumption means cattle 
that did not pass antemortem inspection 
by the appropriate regulatory authority. 
This term includes nonambulatory 
disabled cattle. Nonambulatory disabled 
cattle are cattle 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 
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vertebral column, or metabolic 
conditions. 

(3) Mechanically separated beef 
means a finely comminuted meat food 
product, resulting from the mechanical 
separation and removal of most of the 
bone from attached skeletal muscle of 
cattle carcasses and parts of carcasses. 

(4) Renderer means any firm or 
individual that processes slaughter 
byproducts, animals unfit for human 
consumption, or meat scraps. The term 
includes persons who collect such 
materials and subject them to minimal 
processing, or distribute them to firms 
other than renderers (as defined in this 
paragraph) whose intended use for the 
products may include animal feed, 
industrial use, or other uses. The term 
includes renderers that also blend 
animal protein products. 

(5) Tallow means the rendered fat of 
cattle obtained by pressing or by 
applying any other extraction process to 
tissues derived directly from discrete 
adipose tissue masses or to other carcass 
parts and tissues. 

(6) Tallow derivative means any 
product obtained through initial 
hydrolysis, saponification, or trans- 
esterification of tallow; chemical 
conversion of material obtained by 
hydrolysis, saponification, or trans- 
esterification may be applied to obtain 
the desired product. 

(c) Requirements. (1) No animal feed 
or feed ingredient shall be manufactured 
from, processed with, or otherwise 
contain, cattle materials prohibited in 
animal feed as defined in paragraph 
(b)(1) of this section. 

(2) Renderers that receive, 
manufacture, process, blend, or 
distribute cattle materials prohibited in 
animal feed as defined in paragraph 
(b)(1) of this section, or products that 
contain or may contain cattle materials 
prohibited in animal feed, shall take the 
following measures to ensure that 
materials prohibited as defined in 
paragraph (b)(1) of this section are not 
introduced into animal feed: 

(i) Exclude from use in animal feed 
the entire carcass of cattle not inspected 
and passed for human consumption as 
defined in paragraph (b)(2) of this 
section if: 

(A) The brain and spinal cord are not 
effectively removed from such cattle or 
the brain and spinal cord from such 
cattle are not otherwise effectively 
excluded from animal feed; and 

(B) Such cattle are 30 months of age 
or older. 

(ii) If renderers remove brain and 
spinal cord from cattle not inspected 
and passed for human consumption, or 
separate such animals based on whether 
or not they are 30 months of age or 
older, renderers must maintain adequate 
written procedures specifying how these 
processes are carried out. 

(iii) Once cattle materials prohibited 
in animal feed have been separated from 
other cattle materials, provide for 
measures to avoid cross-contamination; 

(A) Use separate equipment while 
handling cattle materials prohibited in 
animal feed; or 

(B) Use separate containers that 
adequately prevent contact with animal 
feed, animal feed ingredients, or 
equipment surfaces; 

(iv) Label the cattle materials 
prohibited in animal feed and products 
that contain or may contain cattle 
materials prohibited in animal feed in a 
conspicuous manner as follows: ‘‘Do not 
feed to animals’’; 

(v) Mark the cattle materials 
prohibited in animal feed and products 
that contain or may contain cattle 
materials prohibited in animal feed with 
an agent that can be readily detected on 
visual inspection; and 

(vi) Establish and maintain records 
sufficient to track cattle materials 
prohibited in animal feed to ensure such 
material is not introduced into animal 
feed, and make the records available for 
inspection and copying by the Food and 
Drug Administration. 

(3) Renderers that receive, 
manufacture, process, blend, or 
distribute any cattle materials shall take 
the following measures to ensure that 
materials prohibited as defined in 
paragraph (b)(1) of this section are not 
used in animal feed: 

(i) Establish and maintain records 
sufficient to demonstrate that material 
rendered for use in animal feed was not 
manufactured from, processed with, or 
does not otherwise contain, cattle 
materials prohibited in animal feed and 
make copies of all records available for 
inspection and copying by the Food and 
Drug Administration. With respect to 
cattle materials obtained from 
establishments which have segregated 
cattle materials prohibited in animal 
feed, such records must demonstrate 
that establishments supplying cattle 
materials to the renderers have adequate 

procedures in place to effectively 
exclude cattle materials prohibited in 
animal feed; and these records shall be 
considered sufficient to meet this 
requirement if they include either: 

(A) Certification or other 
documentation from the supplier that 
material supplied to the renderer does 
not include cattle materials prohibited 
in animal feed; such certification or 
documentation is acceptable, provided 
that it includes a description of the 
segregation procedures used, 
documentation that the supplier 
confirms that its segregation procedures 
are in place prior to supplying any cattle 
material to the renderer, and records of 
the renderer’s periodic review of the 
suppliers’ certification or other 
documentation; or 

(B) Documentation of another method 
acceptable to FDA, such as third-party 
certification, for verifying that suppliers 
have effectively excluded cattle 
materials prohibited in animal feed. 

(ii) Comply with all applicable 
requirements under § 589.2000 
regarding animal proteins prohibited in 
ruminant feed. 

(d) Adulteration and misbranding. (1) 
Failure of a renderer to comply with the 
requirements in paragraphs (c)(2)(i) 
through (c)(2)(iii), (c)(2)(v) and (c)(2)(vi), 
or (c)(3)(i) of this section will render the 
animal feed or feed ingredients 
adulterated under section 402(a)(4) of 
the Federal Food, Drug, and Cosmetic 
Act (the act). 

(2) Animal feed or feed ingredients 
that are not in compliance with 
paragraph (c)(1) of this section are 
adulterated under section 402(a)(2), 
402(a)(3), or 402(a)(5) of the act. 

(3) Animal feed or feed ingredients 
that are not in compliance with the 
labeling requirements of paragraph 
(c)(2)(iv) of this section are misbranded 
under section 403(a)(1) or 403(f) of the 
act. 

(4) Failure of a renderer to comply 
with the requirements in paragraph (e) 
of this section will render the animal 
feed or feed ingredients adulterated 
under section 402(a)(4) of the act. 

(e) Inspection; records retention. 
Records required to be made available 
for inspection and copying by the Food 
and Drug Administration, as required by 
this section, shall be kept for a 
minimum of 1 year. 
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(f) Process for designating countries. 
A country seeking designation must 
send a written request to the Director, 
Office of the Center Director, Center for 
Veterinary Medicine, at the address 
designated in § 5.1100 of this chapter. 
The request shall include information 
about that country’s BSE case history, 
risk factors, measures to prevent the 
introduction and transmission of BSE, 

and any other information relevant to 
determining whether the cattle materials 
from the requesting country do or do not 
meet the definitions set forth in 
paragraph (b)(1) of this section. FDA 
shall respond in writing to any such 
request and may impose conditions in 
granting any such request. Any grant by 
FDA of such a request under this 
paragraph will be subject to future 

review by FDA and may be revoked if 
FDA determines that the granted request 
is no longer appropriate. 

Dated: April 18, 2008. 

Jeffrey Shuren, 
Associate Commissioner for Policy and 
Planning. 
[FR Doc. 08–1180 Filed 4–23–08; 8:45 am] 

BILLING CODE 4160–01–P 
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