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STATEMENT OF THE CASE

This action concerns a decision by the United States Department of Agriculture
(“USDA”) Animal and Plant Health Inspection Service (“APHIS”) to lift a ban on the
importation of live cattle and edible bovine products from Canada for human consumption. In a
final rule published J anuary 4, 2005 and titled “Bovine Spongiform Encephalopathy, Minimal-
Risk Regions and Importation of Commodities; Final Rule and Notice,” 70 Fed. Reg. 460 (the
“Final Rule”), USDA reversed a May 29, 2003, APHIS decision banning imports of catﬂe and
edible boviﬁe products from Canada, after a Canadian dairy cow was confirmed to have bovine
spongiform encephalopathy (“BSE”), éommonly known as “Mad Cow Disease.” The Final Rule | |
1s scheduled to go into effecf on March 7, 2005, and Plaintiff seeks to enjbin it until the
lawfulness of the Final Rule can be reviewed in full by this Court.

| BSEisa degenerative, invariably fatal neurological disorder of cattle that results from
infection by an unconventional transmissible agent. BSE was not kﬁown to exist in the United -
States until the discovery in late 2003 of an infected dairy cow in Washington State that had
previously been imported from Canada. See 68 Fed. Reg. 62,386 (November 4,2003) (ihcluded
as Exhibit 1 to this Memorandum for the convenience of the Court). Eating fneat products
contaminated with the agent for BSE is believed to cause variaht Creutzfeldt-Jakob Disease
(“vCJID”) in humans, a degenerative, invariably fatal neurélogical disease for which there is no
known cure. Both BSE and vCJD are generally thought to result frém infection with a type of
mis-formed protein called “prions.” |

Eating contaminated bovine meat and other products is believed to have resulted in the
death of over 100 people in the United Kingdom and at least one person in the United States, as

well. Because of the incurable nature of this horrible, degenerative disease, fears about Mad



Cow Disease decimated the market for beef from the United Kingdom in the 1990s and had a
substantial adverse effect on demand for beef in the United States. Mo;eover, fears that
consumption of beef from the United States carries n risk of contfacting vCJD because of
Canadian cattle or beef products imported into the United States caused the largest foreign export
customers of American beef, Japan and Korea, to cut off imports of beef from the United States.
See generally Declaration of John J. Vankale Ph.D., D1rect0r of the International Agricultural
Trade and Pohcy Center of the Unlver51ty of Flonda Exhibit 6.to this memorandum

On May 29, 2003, USDA, acting “on an emergency basis to prevent the introduction of

'BSE into the United States,” issued regulations that include Canada on a iist of regions where
BSE is known to exist, based on a case of BSE in the Province of Albertn reported by thn |
Canadian Food Inspection Agency (CFIA) on May 20, 2003. 68 Fed. Reg. 31,939, 31,940 (May
29, 2003) (Exhibit 2 to this Memorandum). The regulations prohibit importation of ruminants,

-as Well as _importatiqn of meat, meat produnts, and certain other products and byproducts of
ruminants, that have bgen in regions where BSE is known to exist. Jd. The regulations provjde
that the Administrator of APHIS may issue permits for ruminants or ruminant products to Vbe
brought into the United States in specific cases, where the Administrator determines in the
specific case that the action will not endanger livestock or poultry in ‘the United Stateg. 1d.

The effect of the May 29, 2003 rule was that C?madian céttle and Canadian b‘eef were
Banned from importation into the United States. Under intense pressure from the Canadian
government and some U.S. méat packers, on August 8, 2003, Sécretary of Agriculture Ann M.
Veneman announced that USDA would grant permits for the importation of a limited number of
meat products from Canada, including boneless bovine meat from cattle under 30 months of age
at thé time of slaughtér, boneless veal from calves.nnder 36 weeks, and fresh or frozen bovine '

liver. See Attachment J to Exhibit 5 to this Memorandum.



Or_x November 4, 2003, USDA commenced a rulemaking to amend these regulations
regarding the importaﬁon of animals and animal products, to create a new category of regions
that present “a minimal risk of ihtroducing;’ BSE into the U.S. via live ruminants and ruminant
products, and to place Canada in this new category. 68 Fed. Reg. 62,386 (the “Proposed Rule,”
included as Exhibit 3). VUSDA proposed to allow the importatioﬁ of certain live ruminants and
ru_minant pfoducts and byproducts from such regions under certain conditions. This included
fresh meat from bovines less than 3Q months of ége, fresh bovine liver, and fresh bovine tongues.
Id. at 62,394-95. Specific requirements for the slaughtering of cattle and processing the meat
were included in the proposa}. Id. |

USDA re-opened the comment period on the proposed rule on March 8, 2004, in part to
acknowledge the detection of BSE in a Canadian-origin cow in Washington State, which
occurred after pﬁblication iof the proposed rule and the USDA Risk Analysis for the proposed
rule. 69 Fed. Reg. 16,633 (March 8, 2004)' (Exhibit 4 to this Memorandum). Among other
things, that notice stated: “We now believe it would not be necessary to require that beef
imported %rom BSE minimal-risk regions be' derived ;)hly from cattle lessvt'han 30 months of age,
provided the equivalent measures are in place to ensure that SRMs [“specified risk materials” —
skull, bréin, vertebral column, spinal cor_d, and other ngurological materials] are removgd when
the animals are slaughtered, and that such oth-e_r measures as are necessary are in place. We
believe such measures are already being tak.en in Canada. We invite comment from the public
regarding this change to the p'rovisionsvwe proposed in November 2003 regarding the
inﬁportation of beef.” Id. at 10,635. Plaintiff, Rénchers.Cattlemen Action Legal Fund Uniteci
Stockgrowers of America (“R-CALF USA”), and over 3000 other$ submitted written comments

on the proposal. See Exhibit 5 Attachment E and-70 F ed. Reg. at 465.



Subsequently, and before completing the proposedv rulemaking, USDA posted on the
APHIS website a memorandum stating that, effective April 19, 2004, holders of existing beef
import permits could import “all bovine meat products” from Cénada simply by providing a |
statement that the meat was processed in “establishments that are certified to FSIS [USDA Food
Safety and Inspection Service] as eligible for export to the United States.” That action was the
subject of an earlier action by R-CALF USA in this Court that resulted in the issuance of a
temporary restraining bfder against imports 6f that expanded list of products, Ranchers
Cattlemen Action Legal Fund United Stockgrowers of America v. U.S. Dept. of Agriculture, et
al., No. CV-04-51-BLG-RFC. That temporary restraining order was converted to a preliminary
injunction by stipulation of the parties. (The preliminary injunction expired J anuary 5, 2005, and
R-CALF USA hés moved for voluntary dismissal of that action.)

On December 29, 2004, then-Seéretary of AgricultureVeneman annéunced the issuance |
of a final rule creating a category of regions with minimal risk of BSE, se;tting conditions for
importation of ruminahts and of meat and other ruminant products from such regic;ns, and
naming Canada as the sole region with that classification. The final rule, “Bovine Spongiform
Encephalopathy; Minimal-Risk Regions and Importation of Commodities; Final Rule and
Notice,” was published on January 4; 2005, ét 70 Fed. Reg. 460 (the “Final Rule”) (Exhibit 1).

Alsoon DeCémber 29, 2004, the CFIA announced publicly that yet another cow in
Alberta had been tentatively identified as having BSE. That ’diagnosis wés confirmed on January
2, 2005. Oﬁ Jar_luary 11, 2005, CFIA announced that a fourth cow from Alberta, this one only

' six years and nine months old, had been>conﬁrmed to have BSE. Bﬁllard Decla.rat‘iop, Exhibit 5,
at 7-8 and Attachments L-M. Neither the discovery of a BSE-infectéd Canadian-born cow in
Washington State in December 2003 nor the discovery of additional BSE-infected (‘:ow>s in

Canada at the end of 2004 and beginning of 2005 caused USDA to revise or seriously reconsider

-4-



its determination that opening the border to Canadian cattle and meat would pfesent little risk to
U.S. animals, human consumers, and the livestock industry. Id. The Final Rule is to become

effective on March 7, 2005.

SUMMARY OF ARGUMENT

USDA’s Final Rule published January 4, 2005 will lift a ban on imports of live cattle leés
than 30 months of age and most kinds of bovine meat and other tissue from Canada for human
consumption, effective March 7, 2005. USDA’S acﬁon ié an exception to the general policy of
the United States (and many other nations) not to allow importation ;)f cattle or beef from
countries, such as Canada, known to have catt1>e‘ infected with BSE, commonly known as “Mad
Cow Disease.” As a result of the Final Rule, plaintiff R-CALF USA and its mé_mbers will be
immediately and irreparably harméd. Imports of Canadian cattle will present a risk of infection
of the U.S. herd, adversely affect pricés for cattle in the U.S., cause domestic consumers of beef
to question its safety, and may result in further constraints on exports of U.S. beef. In édditioh, '
R-CALF USA members and other members of the public will be exposed to greater risk of
disease once Canadianvcattle and beef enter the U.S. The seriousness of fhese coneerns is
underlined by the disclosure of two additional cases of BSE in Canada within the past few.
weeks.

R-CALF USA has a ‘substantial likelihood of demonstrating that USDA’s issuance of the
Final Rulg was arbitrary,v capricious, and not in accordance with procedures fequired by the
Administrative Procedure Act. USDA lacks a sound scientific basis for subjecting U.S.
consumers to the risk of contracting variant Creutzfeldt-J akoB Disease, a fatal n_eurolo‘ gical

+ disease for which there is no known cure, from Canadian bovine meat and meat products. It has



failed to assess in a meaningful way the human health risks of the Final Rule and to explain the
criteria by which it determined those risks to be acceptable. In attempting to explain away the
risks, USDA made critical assﬁmptions that were inconsistent with scientific data before the
agency and, in some cases, inconsistent with other USDA assumptions and conclusions. USDA
failed to exercise the caution in protecting domestic animal and human health that its statutory
mandates require, relaxing prior requirements and abandoning more-conservative positiohs
without adequate justiﬁcation. Key aspects of USDA’s decision—making weré not subj ected to
public coMent, and key conclusions were nét explained adequately or at all.

R-CALF USA also has a substantial likelihood of c_iemonst;ating that USDA has failed to
comply with the National Environmental Policy Act and.the Regulatofy Policy Act. USDA
totally ignored ﬁoét of the environmental inipacts of authorizing the shipment of millions of
head of cattle into the U.S. It ignored the likely adverse effects of allowing imports ﬁom a
couﬁtry known to have BSE on démestic consumer demand for beef and on export markets that
already have been devastated by thé discovery of a Canadian—raised cow in the U.S. with BSE. It
failed to consider the mitigation of adverse effects on small businesses that could be obtained
through options such as requiring labeling of Canadian beef or allowing U.S. facilities to test the
cattle they slaughter.

The substantial, iﬁeparable injury R-CALF USA members will suffer from the Final
Rule is almost self-evident. USDA projects that producers such as R-CALF USA memBers will
suffer losses of $2.5 fo 3 billion due to cofnpetition from Canadian cattle, which will be sold at
low prices because other countries will not buy Canadian cattle or beef due to its BSE problem.
Addjtionally, experience shows thaf once meat derived from Canadian cattle has been co-
mingled with U.S.-prodﬁced beef, BSE fears will diminish dorﬁestic and consumer coﬁﬁdence in

the U.S. beef supply.



~ The potential damage to human health, the health of U.S. cattle, and the economic well-
being of the domestic cattle industry are very serious. R-CALF USA is raising substantial
questions about the proceduralv and substantive legitimacy of the Final Rule, and the balance of

hardships clearly favors maintaining the status quo..

.ARGUMENT
The traditional criteria for émting preliminafy injunctivé relief are: 1) a substantial

likelihood of success én the merits; 2) the poséibility of irreparable injury to the plaintiff if
injﬁnctive relief is not granted; 3) a balance of hardships favoring the plaintiff; and 4)
advancement of the public interest. Los Angeles Mem’l Coliseum Comm’n v. Nat’l Football
Ledgue, 634 F.2d 1197, 1201 (9th Cir. 1980); T extfle Unlimited,.fnc. v. A..BMH and Cb., Inc.,
240 F.3d 781, 786 (9™ Cir. 2001).’ 'Howev'er, in. thé Ninth Circuit, the moving party may meet its
burden by demonstraﬁng either: (1) a combination of probable success on the merits and the
possibility of irreparable injury, or (2) that the plaintiff’s papérs raise “serious questions” on the
merits and the balance of hardships tips sharply in its favor. Los Angeles Mem'l Coliseum
Comm 'n, 634 F.2d at 1201; Stuhlbarg Int’l Sales Co., Inc. v. John D. Brush and Co., Inc., 240
F.3d-832, 840-41 (9" Cir. 2001). These two schemes represent a sliding scale where the required
degree of irreparable harm increases as the probability of success decreases. Friends of the

Clearwater v. MeAllister, 214 F. Supp. 2d 1083, 1086 (D. Mont, 2002). Furthermore, the
plaintiff must show that there is a significant threat of irreparable injury. Id: A preliminary
injunction is not a preliminary adjudication on the merifs but rather “a device for preserving

- status quo and prevénting irreparable loss of rights before judgment.” Textile Unlimz'téd, 240

F.3d at 786. In this case, all factors favor the issuance of a preliminary injunction.



I PLAINTIFF IS SUBSTANTIALLY LIKELY TO PREVAIL ON THE MERITS.

A. Arbitrary and Capricious Action under the Administrativé Procedure Act

When reviewing an agency action such as the Final Rule under the Administrative
Procedure Act (“APA”), the Court must “hold unlawful and set aside agency actions, findings,
and coﬁclusions found to be — V(A) arbitfary, capn'cious,' an abuse of discretion, or otherwise hot
in accordance with law....” 5 U.S.C. § 706(2). An agency acts in a way that is arbitrary,
capricious, an abuse of discretion, or otherwise not in accordance with law when it fails to apply
criteria for its action contained in relevant statutes, applies criteria for its decision not authorized -
by its statutory authority, fails to consider relevant information, fails adequately to explain the
basis for its action.or to respond to important public comments, acis inconsistent with the
purpose and intent of the statutes graﬁting it authority, or offers an explanation for its action that

runs counter to the evidence before it. See, e.g., Motor Vehicle Mfrs. Ass’n v. State Farm

Mutual, 463 U.S. 29, 43 (1983).

In considering whether an agency acted in an arbitrary and capricious manner, a court
must “carefully review the record to ‘ensure that agency decisions are founded on a reasoned
evaluation of the relevant factors,’” Ariz. Cattle Growers' Ass'n v. United States Fish & Wildlife
Seﬁice, 273 F3d 1229, 1236 (9th Cir. 2001) (quoting Marsh v. Or. Naturdl Res. Council, 490
U.S. 360, 378 (1989)). Courts shouid not “;rubber-stamp . . . administrative decisions that they
deem inconsistent with a statﬁtory mandate or that frustrat¢ the congressional policy underlying a

statute,’” id. (quoting NLRB v. Brown, 380 U.S. 278, 291-92 (1965)).

Judicial review begins with a presumption against the relaxation of safety standards. See
Mofor Vehicle Mfrs. Ass’'n v. State Farm Mutual, 463 U.S. 29, 42 (1983) (revieWing proposed

relaxation of passive restraint requirements in cars). Accord, Int’l Brotherhood of Teamsters v.



United States, 735 F.2d 1525, 1531 (D.C. Cir.A 1984). Moreover, where, as here, an agency
provides no data to support its assumptions and its conclusions, its decision is not entitied to
deference. Ober v. Whitman, 243 F.3d 1190, 1195 (9" Cir. 2001). Where increased risk to
human health is at issue, as it clearly is with respect to USDA’s decisions concerning imports

- from a country known to have BSE, .it is partichlarly critical that USDA be required to provide
not only its conclusion that its action carries an acceptable risk to public health, but also the
specific basis’ for that conclusion and the data on which each of the agency’s critical assumptions
is based. See Harlan Land Co. v. "U.S. Dept. of Agriculture, 186 F. Supp. 2d 1076, 1094-95

(E.D. Calif. 2001).

The following sections provide a few examples of the ways in which R-CALF USA
intends to present facts that, applying the legal criteria set forth above, make it likely that R-.

CALF USA will prevail on the merits of the claims presented in its complaint.

1. USDA failed adequately to assess the impact of its action on human health.

The Animal Health Protection Act directs the .Sccretary of USDA to protect the health
and welfare of the people bf the United States. 7 U.S.C. § 8301(5)(B)(iii); see also 7 U.S.C.
§ 8:’:01(1)(B). USDA’s action in issuing the Final Rule provides'n(‘)‘as'surance that the risk to
human health is minimized, and USDA has not explained the criteria and basis for its conclusion
that the increased risk pfesented b‘y imports of Canadian.cattle and beef is acceptable. USDA’s
failure to do so renders its action arbitrary and éapricious. See Harlan Land Co. v. USDA, 186 F.
Supp. 2d at 1085-87 (APHIS failed to define “negligible risk” in Argentine citrus decision).

' R-CALF USA participated in the public comment period on the proposed rule and

thoroughly reviewed the documents USDA relied upon for the proposed rule. None of those

documents contained an adequate assessment of the impact on human health of importation of



Canadian beef. See Declaration of Louis 'Anthony Cox, Jr., Exhibit 7 to this Memorandum, at 3-
4; Exhibit 5 Attachment E Exh. B. The same is true of the documénts on which USDA says it
relied in promulgating the Final Rule. Cox Declaration, Exhibit 7, at 4-5, 7-12. |

Rather than perform a quanititative assessment of the risks of various opﬁons, USDA
made assumptions and qualitativé judgments. USDA’s risk assessment assumed that the
prevalence of BSE in the Canadian herd is “very low,” without any apparent support in the
administrgtive record. See, e.g., Cox Declaration, Exhibit 7 at 5-6. it relied on numerous
assumptions for which it failed to demonstrate justiﬁcatién. Id. at 7-8. Neither the Harvard risk
assessment nor the USDA Risk Analysis contained an assessment of the risk of consumers B
contracting vCJD from cbnsuming Canadian beef, other than subj ective conclusions that the risk
| will be “low” or “very low.” Id. at 4, 7-12. Indeed, APHIS stated in the preamble to the Final A
Rule that it “has set no sﬁeciﬁc thresholds for an acceptable number of cases in humans or
animals.” 70 Fed; Reg. at 473.

Presented with USDA’s conclusions that the risks to US cattle and consumers are “low,”
without any definition of what that means and Why the risks presented by the Final Rule are
acceptable, members of the pﬁblic, as well as this Coﬁrt, have no wéy of assessing the merits of
-USDA’s action. Would the Final Rule be reasonable if it resulted in one additional case of BSE
in an animal in thé United States? Ten additional cases? Would the perceived benefits of the
Final J'Rule outweigh a probability of causing one more death from vCJD in this country? Ten |
more deaths? |

APHIS’ action in this case is remarkably similar to its action in another reported case,
Harlan Land Co. v. USDA, 186 F. Supp. 2d 1076. There, the United States District Court fér the
Eastern District of California concluded that APHIS’ failure to define “negligible risk” rendered

its risk assessment inadequate and its decision unsupported by the administrative record. 7d. at
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1087. There, APHIS persisted in applying an undefined standard of “negligible risk,” despite
public comments that this concept was undefined and impossible to determine—similar to
comments that R-CALF USA made on the Proposed Rule and the March 8, 2004 notice. Cf id.
at 1085-86 with Exhjbit 5 Attachment E. The only difference is that in the Harlan Land case,
APHIS was assessing the risks to domestic plants from possible pests associated with the
importation of citrus from Argentina. /d. Here, APHIS applied the same arbitrary approaéh toa
decision that subjects the entire U.S. beef industry to pqtentially catastfophic damage and that
- presents a real, although unquantiﬁed,.~ risk of death vfor U.S. consumers.

Clearly, USDA’s failure to conduct a proper risk assessment, and its failure to articulate
any sfandards by which it has judged the risks of these pofentially-tem'ble outcomes to be
| acceptable, renders its action arbitrary and capricious and unsupported by the record. /d. at 1084,
1694—95. Here, where increased risk to human health is at issue, it is particularly critical thatv
USDA be required to provide not only its conclusion that its action carries an acbeptable risk to
public health, but also the specific basis for that conclusion and the data on which each of thé
agency’s critical aséumptions is based. See id. In light of the paucity of information indicating
that USDA has fulfilled its statutory mandate to protect the health and welfare of the people of
the United States, R-CALF USA has a substantial likelihood of prévailing on the merits and |
demonstrating that the Final Rule viplated the Administrative Procedure Act.

2. USDA’s assumpﬁon that the BSE incidence in Cénada is very low was

unsupported and is demonstrably wrong.

USDA variously characterizes the incidence of BSE in the Canadian herd as “minimal,”
“low,” or “very low.” Unfortunately, this is little more than wishful thinking. Canada has not
conducted sufficient testing for BSE to assess accufately the rate of BSE infection in Canadé.

Cox Declaration, Exhibit 7 at 6-7. To date, Canada has tested on the orcier 0f40,000 head of
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cattle in the paét decade, and almost exclusively cattle with outward signs of possible BSE. See
70 Fed. Reg. at 476. In the past year and a half, four cases of BSE have been identified in cattle
born and raised in Canada. Disease Information, Office International des Epizooties (OIE), Vol.
18 —No. 3, 21 January, 2005, avaﬁ]able at
’http://www.oie.int/eng/iﬁfo/hebdo/AIS‘_OQHTM#SecO. See also Disease Information,‘ Office
International des Epizooties (OIE), Vol. 17 — No. 2, 9 January, 2004, available at
http://www.oie.int/eng/info/hebdo/AIS_63.HTM#Sec0. In contrast, the U.S. has tested over
200,000 native cattle believed to be at risk of BSE and has never found a single case. See 70

Fed. Reg. at 476-77.

The discovery, in a relatively short time, of four animals raised in Alberta province
stricken with BSE is inconsistent with USDA’s assertion that the BSE "iﬁéléaence rate inb Canada
is “very low” of “rﬁinimal.” Exhibit 7 at 5-6'. If the testing so far has been representativé of the
Canadian herd, a BSE prevalence greater than 5.5 cases per million head of cattle, which would
pﬁf Céﬁada on a par with a number of European countries with a BSE problem. /d. If, onc;e‘ the
ban on Canadian cattle imports is lifted by the Final Rule, Canada ships about 1.7 million head
of cattle a year to the U.S., as it did in 2002 before the discovery of BSE in Canada, it is -a virtual

- certainty that Canadian cattle infected with BSE will be imported into the U.S. Id. at 6.

When a second Canaciian-raised cow was found with BSE in Washington State, APHIS
claimed that this discovery would not affect its risk analysis. 69 Fed. Reg. at 10,636; Exhibit 5
Attachment B at 1. Dr. Cox, an expert in statistics and risk analysis, tells us what would for most
people be intuitive: saying that a second observed eventin a relatively short period of time
doesn’t affect the risk analysié violates principles of sound statistics and risk assessment. Exhibit

5 Attachment E Exh. B at 12. Now, there have been two additional cases of BSE found in -
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Canadian catﬂe, and USDA announced that those discoveries do not affect its risk assessment
literally within hours of the Canadian government’s announcement of the positive test results.
See Exhibit 5 Attachments L-M. In other words, APHIS will not abandon its assumption that the
incidence of' BSE in the Canadian herd is minimal, regardless of what testing shows. Again, Dr.
Cox tells us what should be obvious: USDA’s assumption that the incidence of BSE in Canada
is minimal or very low is inconsistent with the discovery of BSE in four animals from Alberta in
a relatively short time, and “[i]t is not credible that the magnitude of the risk does not depend on.

how large a portion of Canadian cattle are discovered to have BSE.” Exhibit 7 at 7-8.

USDA’é claim, without Sufﬁcient dafa, that the incidence of BSE in Canada is very low,
that accepting cattle and meat from Canada therefore carries essentially no incremental risk, and
that additional cases of BSE do not affect its assessmeht of the BSE risks associated with
resuming impoﬁs of cattle and beef produ;:ts from Canada is simply inconsistent \;vith the facts.
For that reason, R-CALF USA is likely to succeed on its claim that the Final Rule is arbitrary
and capricious. See, e.g., Ariz. Cattle, 273 F.3d at 1236 (court should not credit agency
“conclusions that do not have a basis in fact”); Blue Mountains Biodiversity Project v.

Blackwood, 161 F.3d 1208, 1211 (9th Cir. 1998) (court need not forgive a clear error of

judgment).
3. USDA’s reliance on the Canadian feed ban was unjustified.

Transmission of BSE 4can occur when cattlg consume feed or supplemenﬁ that contain
bovine protein, typically meat and bone meal. While this is believed to have been the primafy
route of BSE transmission in the past, theré is no conclusive scientific proof that it is the only
route, and it is unknown what 6ther routes of trms@ission may be available. See, e.g:, Cox

Declaration, Exhibit 7 at 8.
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Experts do agree that the most important means of preventing the spread of BSE in cattle
is limitations on cattle feed, so that healthy animals are not exposed to BSE prions through feed
that contains protein from animals infected with BSE. The U.S. adopted a ban on certain animal
proteins in cattle feed in 1997, and Can;da adopted a similar restriction in August of 1997 (the
“Canadian feed ban”). USDA relies on the Canadian feed ban for its conclusion that BSE is
unlikely to be spreading in the Canadian herd,‘ and it relies on the_ similar feed ban in the U.S. for
 its conclusion that, if BSE-infected cattle are imported from Canada, there is virtually no risk
that those cattle will transmit BSE to dorhestic cattle.

These assumptions are subject to substantial uncertainty, although USDA does not
acknowledge that uncertainty in explaining the basis for the Final Rule. Recent scientific data
suggests that BSE prions may be transmitted by blood and perhaps by saliva. See Exhibit 5
Attachment F at 7, 10 and Attachment G at 2-4. in truth, scientific understanding of the
transmission and transmissibility of BSE is still ev;)lving. Even if one could say that BSE is only
transmitted through contaminated feed, however, USDA’é assumptions that. the Canadian and -

" American féed bans provide a complete defense against the BSE iﬁfection known to exist in the
Canadian.herd would be unwarranted.

The O.LE. specifies that, to be considered a region with minimal risk of BSE, a country
must have had in place and ‘been enforcing a bén on féeding of ruminant protein to ruminants for
at least eight years. ‘70 Fed. Reg. at 470. USﬁA rejected those international guidelines because
the 8-year time period ;‘may be conservative,” asserting that the incubation period for BSE
infection in catile is generally less than 7 years. Id. USDA then concluded that, since Canada’s
feed ban has been in place for a little over 7 years, it provides assurance that BSE is not
spreading in the Canadian herd. Id. USDA attempted to convince O.LE. to adopt its view of the

appropriate duration of an effective feed ban in order to be considered a minimal risk country,
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but the O.LE. was not convinced. USDA’s rejection of international standards because they
“may be conservative,” and its substitution of a criterion that the feed ban must have been in
place for approximately the same length of time as the maximum ef(pected incubation of BSE
(i.e., virtually no safety factor) is itself arbitrary and capricious and inconsistent with USDA’S
responsibility to protect American»cattle and consumers.

Beyond that, though, USDA’s suggestion that the Canadian feed ban has actually been
effective for over seven years is inconsistent with the facts. In attempﬁng to explain away the
discovery of an additional case of BSE in Canada; in a cow borﬁ after the Canadian feed ban was
in place, USDA claimed that this event did not undercut its confidence in the effectiveness in the
~ Canadian feed ban, beéause the cow probably was expogt}d to feed that had been >manufactured

prior to the Canadian .feed ban, which did not require that stocks of such feed be disposed of.
Thus, by USDA’s own adfnission, Canada has had an effective feed ban for substantially less
than even seven years. USDA’s assertion that the Canadian feed ban is effective and has been in
place for a sufficient length of time, when in faét Canadian cattle apparently could have been fed
ruminant protein much more recently than the seven years that the USDA is necessary, renders
USDA’s conclusion, that the risk presented by the Final Rule is acceptable, arbitrafy and
capricious. Motor Vehicle Mfrs. Ass’'n, 463 U.S. at 43. In fact, as recently as 2003 a Canadian
cow with BSE made its way into cattle feed to which over 1800 Canadian cattle may'have been
exposed. Bullard Declaratfon, Exhibit 5 at 7.

In fact, if USDA is correct that the mean incubation period for BSE infection in Canada
is 4.2 years, then each of the four Canadian-oﬁgin cattle confirmed to have BSE cértainly could
have contracted the BSE infection aﬁer the effective date of the Canadian feed ban, since in each
case more than 4.2 years had elapsed since implemengation of the feed ban ;at the time the animal

exhibited signs of and was tested to have BSE. See Cox Declaratioh, Exhibit 7 at 7. USDA’s
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assertion that the Canadian feed ban is effective and has been in place long enough to make the
risk of additional cases of BSE insigniﬁcant 1s at odds with the facts and therefore arbitrary and
capricious. See, e.g., Ariz. Cattle Growers, 273 F.3d at 1236.

USDA’s reliance on both the U.S. and the Canadian feed baps to protect against ghe
spread of BSE is also misplaced because those .feed bans are incomplete. Both allow bovine
blood to be used in cattle feed. 70 Fed. Reg. at 491. USDA has acknoWledged the possible
transmission of BSE through blood (;vee, e.g., 70 Fed. Reg. at 502), and there is growing |
information that the human form, vCJD, can be transmitted through blood, as well. See Exhibit 5
Attachment F at 8. The Fopd and Drug Administration has recognized a need to upgrade currént
feed regulations to eliminate use of mammalian blood, but it has not yet done so. See 69 Fed. .
Reg. 42,288, 42,292-93 (July 14, 2.004). Yet USDA treats the feed bans as an absolute “firewall”
for BSE transmission even though cattle feed caﬁ include blood (potentiélly, ﬂom a BSE-
infected animal).

Similarly, unlike the Européan countries, the U.S. and Canada allow rendered animal fat
in cattle feed. APHIS has acknowledged that: “Based on scientific evidence currently available,
it is not possible to dismis's»the‘ possibility that ingestion of tallow infected with BSE creates a
risk of the transmission of BSYE.” 70 Fed. Reg. at 501. APHIS’ claim that, nonetheless, |
importing Canadian cattle with their known p'otentiél for BSE infection creates minimal orno .
risk because of the U.S. feed ban is inconéisten’( with that pronouncement. When an agency acts
inconsistent with its factual determinatidns, its action must be remanded under the APA. See
Burlington T ru(':k‘Lines Inc. v. United States, 371 U.S. 156, 167 (1962).

Aﬁother_important loophole in the feed bans concerns poultry feed. Bovine protein can
be used for poultry feed, and poultry waste in turn is used in animal feed, including p.otentially

cattle feed. See Exhibit 5 Appendix F at 7-8. The Food and Drug Administration haé,recognized
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the need for new rulemaking to eliminate the exemption for mammalian blood and poultry
wastes, but has not yet done so. See Exhibit 5 Attachment B at 3-4; 70 Fed. Reg. at 466, 504.

USDA_did not assert that there is no risk of BSE transmissions from these loopholes in
the U.S. feed ban, but instead pointed out that FDA, APHIS, and FSIS are considering what
improvements are needed to the U.S. feed ban. 70 Fed. Reg. at 466, 504. USDA’s decision to
move ahead with allowing importation of Canadian cattle, without first having addressed this
important potential route for the spread of BSE within the United ‘States undér the Final Rule,
renders the Final Rule érbitrary, capricious, and an abuse of discretion.

USDA had before it numerous other indications that the feed bans represent an
incomplete “firewall.” These include, inter alia, Canadian investigations that indicate almost
2000 head of Canadian cattle may have been exposed to BSE-contaminated feed because of the
rendéring of the BSE-infected animal discovered in Canada in May 2003 (see Exhibit 5
Attachment F at 4-5 and Attachment K); aU.S. Governmenf Accounting Office study in 2062
showing inadequate enforcement and significant noncompliance among U.S. feed produceré with
a similar feed ban in the United States (GAO-02-183, January 20025; and the conclusion of
USDA'’s own International Review Team responding to the discovery of the BSE-infected cow
in Washingfon State that> “...the partial ruminant to ruminant feed baﬁ that is currently in place
[in the U.S.]is insufficient to prevent exposure of cattle to the BSE agent” (see Exhibit 5
Attachment F at 7-8). o |

USDA’s claims that there is minimal risk of transmission of BSE within the United
States, and that Canadian cattle under 30 months of age should be BSE-free, based on the

~assumed high effectiveness of the Canadian and U.S. feed bans, are inconsistent with the facts
available to USDA. Since USDA based the Final Rule largely on this aésumed effectiveness of

the feed bans, and failed to justify this assumption in light of all of the contrary evidence
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described above, R-CALF USA is likely to be able to demonstrate that the Final Rule is arbitrary

and capricidus under the APA.
4. USDA arbitrarily assumed that SRM removal eliminates all risks despite
scientific evidence to the contrary.

Central to USDA’s rationale for relaxing the ban oﬁ imports of Canaciiaﬁ cattle and beef
is its assumption that removal from the carcass of certain materials where most of the BSE
infectivity is believed to reside (SRMs) will effectively shield consumers from exposure to BSE..
USDA has failed to respond adequately fo comments demonstrating that current scientific
knowledge calls that assumption into questién. USDA’s decision to rely on this questionable

“assumption, rather than take the cautious approach of assuming that there might still be exposure
to the BSE infectious agent even if there are regulations requiring SRM removal, was
inéonsistent with the congressional intent evidenced in-the Animal Health Protection Act, 7
U.S.C. §§ 8301 et seq. and the Meat Inspection Act, 21 U.S.C. §§ 601 et seq.

R-CALF USA submittéd extens_ive comments, including qopies of numerous reports on
the latest scientific research oﬁ the occurrence and transmission of BSE aﬁd related prions, which
indicate that it is no longer reasonable to presume that there is no risk of exposure to BSE

“infectious agents once an SRM removal requ}irement is in place. Exhibit 5 Attachments E, F, and
G. Some of those studies are summarized succinctly in Dr. Cox’s Declaration, Exhibit 7 at 8-9.
USDA'’s failure to explain clearly why these concerns do not undercut its almost-exclusive
reliance on SRM removal requirements for the protection of publig health. from Canadian

imports violated the Administrative Procedure Act.
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5. USDA’s decision to allow imports of beef from older Canadian cattle was
arbitrary and capricious.

The Final Rule allows importation of edible bovine products from Canada, regardless of

- the age of the Canadian cattlé at the time of slaughter, but restricts imports of live cattle to only
those less than 30 months of age. Cf. 70 Fed. Reg. at 484 with 70 Fed. Reg. at 494. This
represents a reversal of prior USDA policy decisions that restricted imports to those de'rii/ed from
animals that were under 30 months age at the time of slaughter (the “30-month restriction).' This.
policy decision was coritaineci in USDA’s August 8, 2003 announcement that it would grant
permits to import certain meat.products from cattle under 30 months of age at the time of
slaughter. The 30-month restriction was based on.USDA’s assessment that products from these
younger cattle would have the lowest risk of éxposing consumers to BSE. See Exhibit 5
Attachment F p. 5 of 10. This assessment of risk was also reflected in the Proposed Rule, which
proposed to continue the age restriction (although applied to a gr;aater number of edible
products). See 68 Fed. Reg. at 62,390-91. |

The 30-month restriction was based on the assumption that younger animals, born after

Canada enacted its feed ban, would not have been exposed to potentially contaminated feed and
on the assumption that, since recognizable symptoms of BSE generally occur in cattle older than
30 months, levels of BSE contamination would be low even in infected cattle if the cattle were .
slaugiltered at under 30 months of age. . See,. eg., 68 Fed. Reg. at 62,390-91; 70 Fed. Reg. at 513,
514; APHIS October 2003 Risk Analysis (Exhibit 5 Attachment A) at 16-18. USDA_considered
the 30-month restriction so important that, prior to the Final Rule, USDA only permitted
importation of boneless beef from Canada if it came from cattle not ronly less than 30 months of

age but also slaughtered at a facility or line dedicated to such younger animals (see 70 Fed. Reg.



at 494), a restriction it proposed to continue in the November 4, 2003 Proposed Rule. See 68
Fed. Reg. at 62,404.

. In the Final Rule, USDA does not repudiate its prior assertion that older cattle in Canada
have a higher risk of BSE infection and a higher risk that BSE prions will be sufﬁciently
concentrated to make transn.lissionvof the disease possible. In fabt, USDA prohibits the
importation of live cattle 30 months of age or older and requires that any Canadian cattle be
slaughtered in the U.S. before they reach 30 months of age, noting that this is consistent with
O.LLE. guidelines. See, e.g., 70 Fed. Reg. at 483, 513-14. But USDA asserts thvat the
requirements the Final Rule imposes on the slaughter of cattle in Canada for products destined
for the U.S. will eliminate any risk associated with consuming those products, even from older »
animals with a higher risk (of a higher level) of BSE infection. On that basis, USDA lifted the

'30-month restriction it had advocatéd since August 2003.

Ih the Proposed Rule, imports of Caﬁadian beef from animals under 30 months of age
would have been allowed only if they were not known to have been fed ruminant protein during
their lifetime and the intestines were removed at the time of slaughter. 68 Fed. Reg. at 62,404.
These are similar to the requirements under the Final Rule for cattle less than 30 months of age |
slaughtered in Canada (only the small intestine and tonsils must be removed at time of
slaughter). 70 Fed. -Re‘g. at 551. For older animals, had USDA not. considered the 30-month
restriction to bé an important safeguard, it simply could have included in the Proposed Rule a
requifement that older bovines slaughtered for broducts destined for the U.S. have the brain,
eyes; spinal cord, etc. removed along with the intestines.

USDA has a sﬁecial obligation here to explain why if chose to abandon its prior decision
only to allow importatibn of boneless meat cuts from cattle less than 30 months of age,

especially in light of the discovery of several more cases of BSE in Canadian cattle in the
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inte;rim. See Nat'l Conservative Political Action Comm. v. FEC, 626 F.2d 953, 959 (D.C. Cir.
1980); Greater Boston Television Corp. v. FCC, 444 F.2d 841, 852 (D.C. Cir. 1970), cert denied
403 U.S. 923 (1971). In this case, nothing has changed since APHIS’ August 8, 2003
announcement nor since the November 4, 2003 Proposed Rule to make cattle in Canada over 30
months of age less of a risk of BSE transmission. To the contrary, the discovery of three more
cases of BSE in Canada since the Proposed Rule suggests that USDA should be adopting more
protections against the possibility of contaminated meat being imported into the U.S., not fewer.
APHIS provided no scientific basis for the assertion that removal of SRMs and “such other
measures that are necessary” make meat from Caﬁadian cattle over 30 months of age no more
likely to carry BSE contaminatjon than meat from younger cattle. Ndr is there any scienﬁﬁc
basis for concluding that meat from Canadian cattle from which_SRMé have been removed is no |
~more likely to carry BSE than meat frbm U.S. cattle from which SRMs have been removed,
considering that BSE is known to exist in the Canadian herd that has not been found after testing
over 220,000 head of cattle in the U.S. USDA’s assertion that there would be no reduction in
risk from éliminating the 30-month restriction because SRM removal and other measures “ensure
that beef entering from Canada satisfies animal health cﬁteﬁa the same as or equivalent to those |
required in the United States,” 70 Fed. Reg. at 542, thus is nonsensical for two reasons: It
conflates animal health protection measures with human health protection—limits on imports of
beef such as the 30-month restriction are directed at protecting human health, not domestic
animal health—and it implies, despite manifest evidence to the contrary, that the underlying risk
that the animal whose SRMs are removed is infected with BSE is the same in Canada as in the
Unifed. States. Whén an agency’s rationale for its actions is clearly inconsistent with the facts,

the action is arbitrary and capricious. Motor Vehicle Mfrs. Ass’n, 463 U.S. at 43 (1983).
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While APHIS explains that the risk of exposure to BSE from Canadian meat is reduced
by SRM removal and “other measures,” it does not, and cannot, explain how great that reduced
risk is or why it is acceptable. Under those circumstances, removing an admitted substantial -
safeguard (the 30-month restriction) is arbitrary and capricious." USDA’s relaxation of the 30-
month restﬁction in the face of evidence that BSE is more widespread in the Canadian herd than
prcviously thought is especially perplexing, given that the Canadian government believes it
prudent to restrict iinports into Canada of U.S. beef products to those derived from cattle
s‘laughtered\at less than 30 months of age. See Exhibit 6 at 5-6 and Attachments C and D.
USDA’s.decisiori to allow imports of beef from cattle of all ages from a country where BSE
clearly exists stands in stark contrast to Canada’s restriction on imports of beef from the U.S,,
where BSE has not been found despite extensive testing. R-CALF USA is likely to prevail on its
claim that USDA’s decision to allow imports of Canadian beef products from Canada of all ages

is arbitrary and capricious.

6. USDA’s actions concerning Canadian bred heifers and fetal blood serum ar
inconsistent. '

The preamble to the Final Rule purports to prohibit breeding stock from entering the
United States. However, the regulation does not expressly prohibit cattle of breeding age from

being bred either before or after entering the U.S., either intentionally or otherwise. This

! USDA does explain that allowing imports of beef from cattle slaughtered at more than 30
months of age will “enable Canada to produce and sell much larger quantities of processing beef
without fearing the significant price collapse that would likely occur if the entire additional
products were only for the Canadian market.” 70 Fed. Reg. at 537. Moreover, if the 30-month
restriction were continued, “Canadian suppliers would be prevented from participating in the
current high-demand market in the U.S. for processing beef, and U.S. processors would not
‘benefit from the additional source of supply....” Id. at 541. These benefits for Canadian
suppliers are hardly a sufficient justification under the relevant statutes for relaxing measures
designed to protect U.S. consumers from a human health risk.
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loophole creates a number of potential pathways through which BSE could enter the United

States.

While it is clear in the preamble that USDA did not intend to allow breeding cattle into
the United States (70 Fed. Reg. at 484, 485), the Final Rule does not include any precautionary
measures to prevent bred cattle from entering the U.S. or to prevent cattle from Being bred uéon
arrival in the United States. The Final Rule does not require the spaying of heifers or cas{ratién

of bulls, nor does it require heifers to be pregnancy checked as a condition of entry into the U.S.

USDA estimates that approximately two million Canadian cattle will be imported into
the U.S. in 2005. Approximately 500,000 of these cattle are expected to be feeder cattlg.
Bullard Declaration, Exhibit 5 at 8. Given the lack of measures to guard against pregnancy in
imported heifers, it is highly likely that a percentage of both heifers imported for direct slaughter
| and heifers imported for further feeding will be pregnant. Because the Final Rule ignores this
likelihood, it is void of any provisions specifying thel proper disposition of fetuses at slaughtering

facilities or calves in feedlots.

The Final Rule, consistent with the OIE, recognizes that there is a smalil probébility that
BSE can b‘e transmitted maternally, which is why USDA euthanized the two offspring of the
Canadian-origin BSE-infected cow discovered in Washington State. 70 Fed. Reg. at 530.
However, because USDA does not require any éalves born by imported Canadian cattle to be

euthanized, such calves could become a vector for BSE infection in the United States.

USDA was quite emphatic in the Final Rule when it stated it would not accept the
uncertain risk associated with the importation of Fetal Blood Serum (FBS), which is used in

bovine vaccine production and bovine embryo transfer. 70 Fed. Reg. at 502. USDA stated,
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“Unless and until there is conclusive data to demonstrate that BSE is not transmitted by blood
and would not be a contaminant of FBS, we consider it necessary to prohibit the importation of
FBS from BSE minimal risk régions.” Id. But the lack of prescriptive. measures for the disposal
of bovine fetuses discovered in imported cattle at slaughter effectively nullifies USDA’s import
prohibition against Fetal Blood Serum. By failing to issue regulations éonsistent with the intent
expressed in the preamble, and by leaving this loophole open in spite of its conclusion that fetal
blood may transmit BSE, USDA has acted arbitfarily and capriciously. See, e.g., Burlington

Truck Lines Inc. v. United States, 371 U.S. 156, 167.(1962).

7. USDA failed to respond adequately to comments suggesting mandatory BSE
testing of Canadian Cattle.

R-CALF USA and others commented to USDA that requiring that Canadian cattlé
slaughtered in thé U.S. or in Canada for export to the U.S. to be tested for BSE could help |
mitigate the risks and adverse effects of the Proposed vRule. See Exhibit 5 Attachments E, F, and
| G. USDA écknowlcdged that the standard BSE screening test can identify BSE ihfection months
before the animal haé outward signs of BSE. 70 Fed. Reg. at 475. In fact, the Canadian-raised
cow found to have BSE in Washington State would never have been tested for BSE if it had been‘

screened for symptoms of BSE only. See Exhibit 5 at 8 and Attachment N.

USDA rejected méndatory testing because it cannot detect BSE infection until the
disease has progressed fairly far. 70 Fed. Reg. at 475. But the fact that it cannot detect some
cases of BSE does not mean testing has no value, since it would detect some BSE cases that
- would otherwise go undetected. USDA’s failure to give careful consideration to the benefits
(and costs) of mandatory testing, or at least its failure to explain to the pﬁblic why these benefits
do not justify mandatory testing, in the face of such sévere consequences from any case of BSE

that is missed, was arbitrary and capricious and in violation of the Administrative Procedure Act.
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8. USDA'’s action was taken without observance of procedure required by law.

The Final Rule was promulgated without notice and opportunity for public comment, as
required by the Administrative Procedure Act, 5 U.S.C. § 553, because the public had little or no
meaningful opportunity to comment on a number of key aspectsvof the rule. The Final Rule
therefor¢ must be set aside under 5 U.S.C. § 706(2), which requires the Cogrt to “hold unlawful
'c}mzl set aside agency actions, findings, and cbnclusions found to be — ...(D) without observance
of i)roceduré required by law;...” 5 U.S.C. §'706(.2). It is essential that tilere be full oppor_tunity
for pubic comment about a propdsed decision with such broad public health and economic
consequences. Yet USDA relied on numerous décuments concerning the projected risks of
reopening the border to Canadian cattle and beef that were not made available to the public until
the Final Rule was issued (or, in the case Qf the Final Environmental Assessment, even later than
that).

One example of USDA’s failure to provide adequate notice and opportunity for public
comment concerns the kind of Canadian meat products that may be imported into the United
States. As explained above, a key element of the Proposed Rule was the prohibition on imports
of edible bovine products from cattle 30 months of age or greater at slaughter (the “30-month
restriction”). See 68 Fed.. Reg. at 62,390—91. This restriction was based both on the assumption
that younger animals, born after Canada enacted its feed ban, would not have been exposed to
potentially contaminated feed, and on the assumption that, since recognizable syniptoms of BSE
generally occur two to six years after infection, levels of BSE contamination will be low even in
infected cattle under 30 months of age. Id.

The March 8, 2004 Federai Register Notice reopening the comment period for the

proposed rule also made a significant, substantive change to the proposed rule — it eliminated the
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30-month restriction. The March 8, 2004 notice was too vague to allow meaningful public
comment, merely stating that APHIS no lohger believed the 30-month restriction was necessary,
because removal of SRMs and “such other measures as are necessary” were already being taken
in Canada. 69 Fed. Reg. at 10,635. There wés no éxplanation to the public of, and thus no
opportunity to comment on, the scientific basis for relaxing the 30-month restﬁction that APHIS
had proposed and tﬁat its 2003 Risk Analysis had concluded was “a useful dividing line for
purposes of mitigating risk” and. a way fo mitigate “risks aséociated with age.” APHIS October
2003 Risk Analysis (Exhibit 5 Attachment A) at 16-18. The risk analysis performed for the
Proposed Rule, to the extent it addressed human health risks at all, was predicated on the 30-
month restriction. Thé February 2004 APHIS Vetérinary Sevices Explanatory Note updaﬁhg the'_
October 2003 Risk analysis, which was referenced in the March 8, 2004 Federal Register notice, _
essentially just containéd fhe same conclusory étatement as the Federal Register notice. See
Exhibit 5 Attachment B pp. 9-10. ‘Thus, the public had no opportunity to comment on USDA’s
analysis of the increased risk associated with lifting the 30-month restriction, if in fact there was
any such risk analysis, prior to publication of the Final Rule.

| Because USDA failed to set forth, for public review and,comment, th_e basis for its
reversal of position and determination that the risk mitig_atipn provided by the 30-month
restriction is unneceséary and inappropriate, it failed to apply the procedure required by law with
respect to a central element of the Final Rule. Similarly, USDA’s reliance on an Environmental
Assessment that .apparently had not been prepared nor made available to the public at the time
the rule was issued, as explained in the discussion of USDA’s non-compliance with the National |
Environrhéntal Policy Act, below, also represents a clear violation of rulemaking procedures
required by the Administrative Procedure Act. So too does USDA’s failure to make available for

public comment a thorough economic impact assessment; the draft economic assessment
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released for the comment period did not address, and so did not allow comments on, the key
adverse economic impacté on R-CALF USA’s members and other producers from the influx of
Canadian beef and from the increased perception of risk of BSE contamination in the U.S. food
supply. See Exhibit 5 Attachment E Exh. A (report of Dr. VanSickle) at 2-4. These facts make
it cléar that R-CALF USA is likely to prevail on its claim that USDA has violated the
Administrétive Procedure Act, 5 U.S.C. § 553. |

B. Failure to Satisfy Procedures Required by the National Environmental Policy
Act ' '

The National Environmental Policy Act Qf 1969 (“NEPA™), 42 U.S.C. §§ 4321 et seq.,
requires that federal agencies, such as USDA, prepare an Environmental Inipact Statement
(“EIS”) for any major federal action significantly affecting the Quality of the human |
environment. 42 U.S.C. § 4332(C). Courcil on Environmental Quality and USDA
implementing.re.guAlatioﬁs aléb provide for the preparation of an “environmental assessment” to
support a finding that the proposed action will not have a signiﬁt:ant impact on the environment,
and therefore, will not bev the subject of an EIS. See, e.g., 40 C.F.R. § 1501.3 and 7 C.F.R. pt.
372.

Review of NEPA actions is goverﬁed by the APA, uhder which a court must determine
whether the agency’s implementation was “arbitrafy, capricious, an abuse of discretion, or
otherwise ﬁot in accordance with law.” | Hells Canyoﬁ Alliance v United States Forest Serv., 227
F .3d 1170, 1176-77 (9th Cir. 2000); 5 U.S.C. § 706(2)(A). Accordingly, a court mﬁst ehsure that
the agency adequately considered and disclosed the environmental impacts of its actions. Hells

.Canyon Alliance, 227 F.3d at 1177. In assessing an agency’s decision not to prepare an initial
EIS, the Ninth Circuit empléys a “rule of reason” test to determine whether the ageﬂcy has

considered the significant aspects of the probable environmental consequences. /d. Under this
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standard the couﬁ must ensure that the agency took a “hard look™ at these consequences. /d.;
Wetlands Action Network v. United States Army Corps of Eng'rs, 222 F.3d 1105, 1114 (9th Cir.
2000).

NEPA requires that the environmental effects of the government action be considered “to
the fullest extent possible.” 42 U.S.C. § 4332. NEPA regulations and case law require the
disclosure of all foreseeable direct and indirect impacts. 40 C.F.R. § 1502.16; City of Davis v.
Colemqn, 521 F.2d 661, 676.(9th Cir. 1975). The purpose of NEPA is‘ to ensure that an agency
has at‘ its disposal. all relevant information about the environmental impacts of a project before
the agency moves fofward with its decision. Salmon River Concerned Citizens v. Robertson, 32

F.3d 1346, 1356 (9™ Cir. 1994).

USDA prepared an environmental assessment in connection with the Proposed Rule,
dated October 2003. Because circumstanées subseduently changed, including relaxations in
- some of the protections in the Propoééci Rule, USDA revised its environmental assessment in
Dec;mber 2604, almost doubling its length. See 70 Fed. Reg. at 554.A This “Fine;l Environmen’;al
Assessment” (“FEA”) was not made available to the public for review and comment, however,
until after the final rule had been signed. Cf. id. with 70 Fed. Reg. at 543, 553. Despite public

comment requesting that APHIS prepare an EIS, no EIS was prepared.

The FEA is woefully inadequate. In fact, once R-CALF USA pointed out in its

~ Complaint in this action that the FEA.relied on an outdated (2003, supplemented with an
Explanatory Note in February 2004) risk analysié that fails to take into aécounf subsequent
dévelopments and scientific discoveries, USDA made further revisions to the citations in the )
FEA, long after issuance of the Final Rule, in an attempt to address this error, but made no

substantive changes in its assessment. See Exhibit 5 at 6 and Attachments H and I. In addition
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