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Bovine Spongiform Encephalopathy
(“Mad Cow Disease”) and Canadian Beef Imports

Summary

Bovine spongiform encephalopathy (BSE or “mad cow disease’) is a
degenerative, fatal disease affecting the nervous systemin cattle. In May 2003, BSE
was confirmed in a cow in Alberta, Canada — the first known native North
American case. |n December 2003, BSE was confirmed in a Canadian-born cow in
Washington State — the first known U.S. occurrence. On January 2 and 11, 2005,
Canada announced two more cases of BSE, also in Alberta cows.

As the 2003 cases emerged, the Administration undertook a number of steps
designed to strengthen U.S. BSE protections. The U.S. Department of Agriculture
(USDA) at one point in 2003 had banned all Canadian beef imports, but several
months later, began to gradually reopen the border to some of them. The method by
whichit easeditsinitial Canadian beef ban raised concerns among some lawmakers,
and has been one of anumber of BSE-related issues of interest to Congress.

Specificaly, shortly after the May 2003 Canadian BSE discovery, USDA
published aninterimfinal rulein the Federal Register prohibiting theimportation of
cattle and other ruminants and ruminant products from Canada. Then in August
2003, using its authority to permit imports from BSE countries “in specific cases,”
USDA began to relax this prohibition by allowing the importation of certain
products, including bonel essbeef from animal sunder 30 monthsold, that it considers
to be of much lower risk for BSE contamination.

After USDA acted on several subsequent occasions to expand the types of
permitted products beyond those announced in August 2003, and to ease the
conditionsfor their entry into the United States, afederal judgein April 2004 halted
the expansion. He concluded that USDA had not followed rulemaking procedures
as spelled out in the Administrative Procedure Act (APA). The judge noted, among
other things, that import restrictionswere being relaxed “ at the very sametimewhen
USDA isin the middie of arulemaking to determine whether to take such a step.”

Thejudgewasreferringto aNovember 4, 2003, proposed rule that would allow
entry of additiona types of Canadian beef, other ruminant products, including
younger cattle. After the court’s ruling, USDA officials agreed to limit bovine
imports only to those they had approved for entry in August 2003, until after afinal
rule could be published. USDA published thisrulein final form on January 4, 2005,
which was to take effect March 7, 2005. However, the same federa judge,
responding to another lawsuit, granted a temporary injunction that blocks
implementation of therule. So, the timing and extent of additional Canadian cattle
and beef imports remain unclear as of thiswriting.

Thisreport, which will be updated if significant developments ensue, provides
anarrative chronology of selected U.S. actions after the discovery of BSE in North
America, presenting in sequence this often confusing chain of events. The report
focuseson USDA’ s stepsto reopen the U.S. border to Canadian beef, and concludes
with adiscussion of USDA'’ s actionsin the context of APA rulemaking procedures.
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Bovine Spongiform Encephalopathy
(“Mad Cow Disease”)
and Canadian Beef Imports

Introduction?

Bovine spongiform encephalopathy (BSE, or “mad cow disease”) has been
discovered four timesin North America since 2003, al in cattle of Canadian birth.
Three of the animals were found in western Canada, and one was discovered in
Washington State. The discoveriestriggered worldwide bans on first Canadian, and
then U.S,, beef and cattle. Although some countries have partially lifted their bans,
exportsfrom the two countriesremain disrupted. Also, though the U.S. Department
of Agriculture (USDA) hasrestored U.S. imports of Canadian beef, mostly boneless
products from younger animals, U.S. imports of Canadian live cattle and a number
of other ruminant products remain suspended.

BSE isadegenerative, fatal disease affecting the nervous systemin cattle. The
most likely cause of infectionisfeed composed of BSE-contaminated animal protein.
BSE was first discovered in Great Britain in 1986, and the great mgority of the
world’ s approximately 187,000 cases have occurred there (in declining numbersin
recent years). Approximately 160 people, most of them in Great Britain, have
contracted new-variant Creutzfeldt-Jakob disease (vCJD), which is assumed to be
linked to exposureto BSE, more specifically through consumption of cattle products
contaminated with the BSE agent.

In May 2003, the Canadian Food Inspection Agency (CFIA) announced thefirst
native North American case of BSE, in aBlack Angus cow in Albertathat was born
in 19973 Seven months later, in December 2003, USDA confirmed BSE in a
Holstein dairy cow in Washington State, the first case discovered inside the United
States. The Washington State animal was born in Canada in 1997, shortly before
both countries banned the practice of feeding most ruminant material back to cattle
and other ruminants.

On January 2, 2005, Canadian officials confirmed athird North American BSE
case, in an Alberta dairy cow born in 1996. Nine days later on January 11, they

! For questions on BSE issuesdiscussed inthisreport, contact Geoffrey S. Becker at 7-7287.
For questions on administrative procedure matters, contact Curtis W. Copeland at 7-0632.

2 Ruminants are animals that have multiple stomachs, such as cattle, sheep, goats, bison,
deer, ek, caribou, moose, and camels.

% In December 1993, Canadareported its first case of a BSE-infected cow, but in an animal
believed to have been imported from Great Britain in 1987.
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confirmed afourth case, in an Alberta beef cow born in March 1998, after the 1997
feed ban had been announced.

The May 2003 discovery of BSE in Canada caused the United States to
immediately prohibit theimportation of cattle, beef, and other ruminant productsinto
the United Statesfrom Canada; other countriesfollowed suit. After the discovery of
BSE in the United States, other countries quickly banned the importation of U.S.
ruminants and ruminant products. The two BSE cases led both countries to
undertake extensive epidemiological investigations to determine their source and
whether other cattle were infected, and to make additional policy changes aimed at
improving their existing BSE safeguards.*

In August 2003, several months after the Canadian BSE announcement but
before the United States reported the Washington State case, USDA officials began
to approve for import some types of Canadian beef (and some other ruminant
products). On November 4, 2003, USDA published a proposed rule to expand
imports of beef, live cattle, and other ruminants and ruminant products.

However, prior to publication of afinal rule on the matter, USDA on severad
occasions between August 2003 and April 2004 had already clarified and/or
expanded the types of permitted products. A federal judgein late April 2004 halted
any beef imports beyond the types of products the Department had approved in
August 2003. The judge concluded that the Department had not followed proper
rulemaking procedures (see “ April 26, 2004” entry).

USDA subsequently published the final rule on January 4, 2005, to take effect
March 7, 2005. But the same judge temporarily blocked implementation, pending
afull trial on the rule's merits. USDA'’s actions on Canadian imports also came
under criticism by its Office of Inspector General (OIG), and by a number of
Members of Congress, although others have defended the Department’ s rulemaking
on the matter (see 2005 date entries).

This report provides a narrative chronology of selected U.S. actions after the
discovery of BSE in North America, presenting in sequence this often confusing
chain of events. The report focuses on USDA'’ s steps to reopen the U.S. border to
Canadian beef; it is not intended to be exhaustive of all BSE-related events. Not
covered, for example, are (1) the Administration’ s effortsto reopen foreign markets
to U.S. beef products; (2) USDA’s and the Food and Drug Administration’s
regulatory changesto tighten domestic BSE saf eguards; and (3) congressional actions
(prior to 2005), which include BSE oversight hearings, avariety of BSE-related bills,
and communications with Administration officials about BSE matters.

Thedescription of thefollowing eventsistaken from anumber of sources, with
an emphasison official U.S., Canadian, and other public documents where possible.
More on these sources and other BSE-related issues can be found in:

* For more detailed background on these safety measures, please refer to the CRS reports
on BSE listed here.
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e CRSIssue Brief 1B10127, Mad Cow Disease: Agricultural Issues
for Congress, by Geoffrey S. Becker;

e CRS Report RL32199, Bovine Spongiform Encephal opathy (BSE,
or “Mad Cow Disease”): Current and Proposed Safeguards, by
Sarah A. Lister and Geoffrey S. Becker;

e CRS Report RS21709, Mad Cow Disease and U.S. Beef Trade, by
Charles E. Hanrahan and Geoffrey S. Becker.

Background

U.S. Import Safeguards

USDA’sAnimal and Plant Health Inspection Service (APHIS) isresponsiblefor
among other things protecting U.S. animal health, including the exclusion of foreign
diseases that can potentially harm U.S. herds and flocks. USDA’s Food Safety and
Inspection Service (FSIS) oversees the safety of most U.S. meat and poultry for
human consumption, including imported products. (The Food and Drug
Administration (FDA) within the U.S. Department of Health and Human Services
oversees the safety of most other human foods and of animal feeds.)

In 1989, APHIS began to ban the importation of live ruminants (i.e., cattle,
sheep, goats, deer, ek, buffalo) and many ruminant products from the United
Kingdom and other countries where native cases of BSE has been diagnosed.®
APHIS amended theseimport restrictionsover subsequent yearsas scientistslearned
more about BSE and its means of transmission. The practical effect of these rules
(published in partsof 9 CFR 93, 94, and 95) has been that virtually no ruminants, and
very few products of ruminants, can be imported from any country with BSE, even
those with a single case and/or that have BSE safeguards that meet or exceed
international standards.® In August 2003, Canadabecame the exception to thismore
extensive U.S. ban. USDA stated at the time that a review of scientific evidence
indicated that the risk to public health from the single Canadian case was extremely
low (see“August 8, 2003 entry).

U.S. import restrictions constitute one of what authorities have termed “three
firewalls’ erected (prior to the 2003 North American cases) to keep BSE out of the
United Statesand to contain it if it should occur. The other two firewallsare a1997

®> Asof July 7, 2004, 23 countries had reported one or more indigenous cases of BSE, and
another three, including the United States, reported only imported cases. OIE provides
updated information on countries with BSE at [http://www.oie.int/eng/info/en_esh.htm].

® Theinternational standards are set by the International Office of Epizootics (OIE). Other
sources for this section include various APHIS backgrounders and briefing materials,
available at [http://www.aphis.usda.gov/lpalissues/bse/bse.html].  Also, under FSIS's
foreign inspection program, no establishments in countries with BSE have been permitted
to ship beef to the United States.
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FDA ban on feeding most mammalian proteins to cattle and other ruminants, and a
targeted APHIS domestic BSE testing and surveillance program.’

Harvard Risk Analysis

Shortly after discovery of the Canadian BSE case, USDA officials asked the
Harvard Center for Risk Analysis to reassess its November 2001 analysis of the
potential for an outbreak and spread of BSE in the United States. The reassessment,
released in October 2003, concluded in part that “the possible introduction of BSE
into the United States from Canada cannot be dismissed,” but said that thelikelihood
was very low and that U.S. protective measures would contain any possible spread.?
However, the reassessment also noted that a group of cattle imported into Canada
from the United Kingdom in 1993 included one that was found to have BSE:

If additional animalsinthisgroup harbored the disease and were slaughtered and
rendered, infectivity may have been introduced into the Canadian and U.S. cattle
feed supplies before the 1997 feed ban was implemented in both countries.... If
additional animals were infected, they may have been exported to the U.S. as
well.... [It] appears that any related introduction of BSE into the U.S. from
Canada would have been due to the import of either infected animals or
contaminated feed. Imports are a plausible source of introduction of BSE into
the U.S. from Canada because the American and Canadian beef industries are
closely linked.’

U.S.-Canada Trade in Beef and Cattle®

Prior to the BSE cases, the United States was Canada’ s most important market
for cattle aswell asbeef exports. 1n 2002, nearly 1.1 billion pounds of Canadian beef
and veal wereimported into the United States, representing approximately one-third
of all U.S. beef imports and nearly 4% of total U.S. beef consumption. Canadaalso
exported nearly 1.7 million live cattle and calves to the United States in 2002,

"TheFDA Center for Veterinary Medicine (CVM), responsiblefor the safety of animal feed
ingredients, began prohibiting the use of most mammalian proteinin feedsfor ruminantsin
August 1997, arestriction commonly called the “feed ban,” which was published as afinal
rule June 5, 1997 (Federal Register, vol. 62, no. 108, p. 30935). CRS Report RL 32199,
Bovine Spongiform Encephal opathy (BSE or “ Mad Cow” Disease: Current and Proposed
Safeguards, by Sarah A. Lister, and Geoffrey S. Becker, describes the three “firewalls’ in
more detail.

8 Cohen, Joshua, and George M. Gray, Evaluation of the Potential Soread of BSE in Cattle
and Possible Human Exposure Following Introduction of Infectivity into the United Sates
from Canada, pp. 1-2 (undated 2003 report). Harvard Center for Risk Analysis, School of
Public Health. See[http://www.aphis.usda.gov/l palissues/bse/harvard_10-3/text_wrefs.pdf].

° | bid.

19 Sources: USDA, Economic Research Service, “Background statistics on U.S. beef and
cattle industry,” at [http://www.ers.usda.gov/news/BSECoverage.htm]. Also seethe ERS
report U.S. 2003 and 2004 Livestock and Poultry Trade Influenced by Animal Disease and
Trade Restrictions (LDPM-120-01), July 2004. Although most of USDA’ sadministrative
actions on Canadian imports affect other types of ruminants, this CRS report focuses
primarily on beef and cattle, which by far are the most prevalent of such imports.
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accounting for morethan two-thirdsof all U.S. cattleimportsand 4.6 percent of total
U.S. slaughter.

By contrast, the United States exported about 241 million pounds of beef and
veal and about 134,000 live cattle and calves to Canadain 2002, giving the United
States a negative trade balance. According to USDA, one reason that more cattle
have moved south than north is that Canadian producers have expanded production
of younger animals to supply the much greater feeding and slaughter capacities, as
well astorestock dairy herds, inthe United States, where morefeed grainsaregrown
and feeding costsarelower. However, U.S. firmsalso have packing plantsand other
cattle and meat facilitiesin Canada.

The May 2003 discovery of BSE in a Canadian cow virtually shut Canada out
of the U.S. market. U.S. imports of some types of Canadian beef resumed later in
2003, but not the importation of live cattle imports and certain other types of beef
such as“bone-in” product. Because of the BSE-related import ban on live Canadian
cattle, Canada has been expanding significantly its meat plant capacity in order to
slaughter moreof itsown cattle, and then export the all owabl e beef cutsto the United
States, according to USDA and U.S. meat firms, who contend that they have begun
to reduce production and lay off workersin large part due to the inability to import
Canadian cattle.

Chronology of U.S. Actions (2003)

Shortly after the announcement of the Canadian BSE casein May 2003, APHIS
officials issued a fina rule banning the importation of virtualy all Canadian
ruminants and ruminant products. Several monthslater, APHIS reopened the border
to some of these products (without going through the rulemaking process). Over
subsequent months, APHIS on several separate occasions added to the list of
permitted Canadian items and amended some “risk mitigations” — essentially, the
safety requirements each of these items must satisfy to qualify for entry. USDA
officials asserted that the subsequent versions of the list in no way reflected an
expansion to products that might carry a higher BSE risk; by and large, list
modifications merely were intended to clarify the types of beef that already were
acceptable and safe to import, officials have maintained.

Underlying the Administration’ soverall policy toward Canadian beef has been
arecognition that it would be difficult to convince foreign trading partnersto accept
U.S. beef if the United States were unwilling to make similar concessionsto nations
(like Canada) where BSE poses only a very low or minima risk, and where
scientifically based BSE safety practices arein place.

A group of cattle producers filed suit directly challenging APHIS s April 19,
2004, action to further expand permitted beef imports without a formal rule. In
response, a federal judge concluded that the Department had not adhered to the
Administrative Procedure Act (APA) of 1946 (codified at 5 U.S.C. 551 et seq.),
which generally requires the agency to provide notice and opportunity for public
comments before taking final action. Responding to a second lawsuit by the cattle
group, the judge granted atemporary injunction blocking USDA fromimplementing
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the January 4, 2005, final rule to permit imports of some Canadian cattle. The
lawsuit, described later in this report, alleges procedural and substantive problems
with therule. Following isanarrative timeline of U.S. actions and related events.

May 20, 2003

The Canadian Food Inspection Agency (CFIA) reported that BSE had been
confirmed in an older Black Angus beef cow from an Alberta farm. It was later
determined that the cow had been born before publication in August 1997 of separate
but smilar U.S. and Canadian rules that prohibit the feeding of most ruminant
materials back to ruminants. CFIA said the cow had been discovered to be
nonambulatory (unableto stand up), was delivered to apacking plant on January 31,
2003, and was condemned for pneumonia, and a brainstem sample was frozen for
later, routine BSE testing. CFIA said its meat did not enter the food supply. After
initial screening was presumptive positive for BSE, confirmatory testing was
conducted, BSE was confirmed, and the announcement made by CFIA. USDA
immedi ately announced aban on importsof live ruminants, including live cattle, and
most ruminant products, including beef and veal, from Canada. Excluded from the
ban were milk, milk products, ruminant hides and hide-derived products, bovine
semen, and embryos.*

May 29, 2003

The U.S. ban on the importation of Canadian cattle, beef, and other ruminant
products was formalized with the publication of an APHIS interim final rulein the
Federal Register, which placed Canada on alist of regions where BSE had been
detected.” Asaresult, theimportation of ruminantsthat had beenin Canadaand any
associated products and byproducts of those ruminantswas prohibited as of May 20,
2003, the date the disease was confirmed in Canada. APHIS said it published the
rule on an emergency basis without going through the traditional APA process of
publishing aproposed rule and asking for comments because “the Administrator has
determined that prior notice and opportunity for public comment are contrary to the
public interest and that there is good cause under 5 U.S.C 553 for making thisrule
effectivelessthan 30 days after publication in the Federal Register.” That section of
the APA statesthat traditional noticeand comment proceduresgenerally do not apply
when an agency finds, for “good cause,” that those procedures are “impracticable,
unnecessary, or contrary to the public interest.” When agencies use the good cause
exception, the act requires that they explicitly say so and provide arationale for its
use when the rule is published in the Federal Register.™

1 Agriculture Secretary Ann M. Veneman, “ Statement Regarding Canada’ s Announcement
of BSE Investigation,” May 20, 2003. A May 21 memorandum from APHISto itsregional
officescontainsamoredetail ed list of prohibitedimports, and notesthat the prohibitionwas
effective as of 1:30 p.m. eastern time on May 20.

12 USDA, APHIS, “Change in Disease Status of Canada Because of BSE,” 68 Federal
Register 31939, May 29, 2003.

3 For a discussion of this issue, see CRS Report RL32240, The Federal Rulemaking
Process: An Overview, by Curtis W. Copeland.
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August 8, 2003

The Secretary of Agriculture held a press conference to announce that USDA
would begin to accept applications for permitsto import selected ruminant products
from Canada. The Secretary’ sauthority to issue import permitsfrom countrieswith
confirmed cases of BSE is codified in 9 CFR 93.401. This authority states that the
Administrator of APHIS may, upon request “in specific cases,” permit products to
be imported from countries with confirmed BSE when he or she determines “in the
specific case” that doing so will not endanger U.S. livestock or poultry.

Later, in February 2005, USDA’ s Office of Inspector General (OIG) observed:
“At that time, APHIS did not have ahistory of issuing permitsfor theimportation of
edible meat products. Veterinary import permits were generally issued for items
derived from animals, such as blood, cells or cell lines, hormones, and
microorganisms including bacteria, viruses, protozoa, and fungi.”**

The products announced on August 8" included:

Boneless beef from cattle under 30 months old at slaughter;

Fresh or frozen bovine liver;

Boneless veal from calves no older than 36 weeks at slaughter;
Boneless sheep or goat meat from animals under 12 months old;
Veterinary vaccines for non-ruminants;

Pet products and feed ingredients that contain processed animal
protein and tallow of nonruminant sources when produced in
facilities with dedicated manufacturing lines.”®

These items were spelled out in more detail on alist of “Low Risk Canadian
Products’ issued by APHIS s Veterinary Service (VS) and posted on the APHIS
website. However, neither USDA’s August 8 announcement nor the VS list was
published in the Federal Register.

Before bringing these products into the United States, importers were required
to obtain permits and satisfy “required risk mitigations’ specific to each of the
eligible products. For example, officials said that they would permit “bovine meat,
bonel essfresh or frozen from animals under 30 months of age— (no manufacturing
trim derived from bone, advanced meat recovery, mechanically separated meat,
ground mest, or low-temperature rendered product).” Therequired risk mitigations
for this category of imports are “CFIA verification that the animals were under 30

14 USDA, OIG. Animal and Plant Health Inspection Service Oversight of the Importation
of Beef Products from Canada, Audit Report No. 33601-01-Hy, February 2005 (p. i).

> The announcement and accompanying press release also stated that hunters could
immediately begin to import wild ruminant meat products (e.g., deer; elk) for personal use,
with the appropriate paperwork.

18 USDA-VS, “Low Risk Canadian Products,” August 7, 2003. Although thelist was dated
August 7, itscontentswereannounced August 8. A side-by-sidecomparison of thelanguage
in the bovine meat and other ruminant product categories, asit appeared (and changed) in
each of the subsequent “Low Risk” lists, appearsin Appendix A of this CRS report.
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months of age when slaughtered and are not known to have been fed prohibited
products during their lifetime; brain and spinal cord removed; slaughter plant only
kills animals less than 30 months of age.”

According to USDA’s August 8 pressrelease, “ Today' s announcement comes
after aclose review of the international standards set by the International Office of
Epizootics (OIE) — the standard-setting organization for animal heath for 164
member nations; an exhaustive epidemiological investigation into the case by
Canada, during which no other animalswerefound to beinfected; and additional risk
mitigation measures put in place by Canada in response to a review by an
independent expert panel.”*’

USDA indicated on August 8 that a decision on whether to allow the
importation of livecattleand other higher-risk ruminantsand ruminant products(e.g.,
bone-in beef) would be determined through forthcoming rulemaking, and that this
rulemaking processwould beginimmediately. Duringthe pressconference, aUSDA
official told reporters that the August 8 announcement would open the U.S. market
to about 40% of Canadian beef and that the forthcoming proposed rule would cover
the other 60%.

Also on August 8, USDA announced that the United States, Canada, and
Mexico would jointly ask the OIE to develop and adopt “more practical, consistent
guidance to countries regarding the resumption of trade with countries that have
reported cases of BSE.” Later, in a July 14, 2004, advance notice of proposed
rulemaking, USDA explained that under the OIE guidelines, beef imports from a
country with BSE become increasingly restrictive as that country’ s BSE risk status
rises. However, the OIE Code “does not suggest a total embargo of animals and
animal products coming from BSE affected countries, not even from countries
considered as having high BSE risk, as long as the proper risk mitigation measures
are applied.”*®

17 “\ eneman Announces that Import Permit Applications for Certain Ruminant Products
From Canada Will Be Accepted,” USDA press release, August 8, 2003. Canada released
the report of the international expert panel on June 26. It had concluded that the “most
likely source of BSE for the infected cow would have been the consumption of feed
contai ning meat and bonemeal (MBM) of ruminant origin contaminated with the BSE prion
before the US and Canadaimplemented afeed ban in August 1997. ... The original source
of the BSE prion in MBM islikely to have been from alimited number of cattle imported
directly into either Canada or the US from the UK in the 1980s, before BSE was detected
inthat country. Itislikely that some of these animal s were slaughtered or died and entered
the animal feed system prior to a[Canadian] ban on further importations from the UK in
1990.” The team recommended a number of actions, one of which Canada took by
announcing on July 18, 2003, that (effective August 23) the following specified risk
materials must be removed from cattle destined for human food: skulls, eyes, tonsils, and
spinal cords of all animalsover 30 months, and the distal ileum of all cattle. See Report on
Actions Taken by Canada in Response to the Confirmation of an Indigenous Case of BSE
at [http://www.inspection.gc.ca/english/anima/heasan/di semal a/bseesh/internate.shtmi].

18 July 14, 2004 69 Federal Register, p. 42295. The notice also makes reference to the the
international panel of BSE experts USDA asked to assess its BSE response and to make
recommendations for the future. One of its recommendations was that the United States

(continued...)
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August 15, 2003

APHIS posted on its website a modified list of low risk Canadian products
eligible for permits. Newly added items included beef “trim” from cattle under 30
months of age, and veal (including carcasses, which contain bone) from calves 36
weeks of age or under. More specificaly, thisincluded “trim/manufacturing trim
derived from skel etal muscle with associated tissues, not including any ground mest,
trim derived from a mechanical separation process (including advanced meat
recovery, or AMR, systems), or derived from vertebral column.”*® Also on the this
list (but not onthe August 8list) wereveal carcasses. (For aside-by-side comparison
of each of the lists and how they changed, see Appendix A.)

Other than posting thisAugust 15 list on the APHISwebsite, the agency did not
otherwise notify the general public about it by issuing another press release or
publishing anotice or rule in the Federal Register.

Around thistime, APHIS was receiving requests to permit processed products
to be imported, if such products were made from allowable product (i.e., items
announced on August 8). APHIS said it had “ determined that the processing of the
approved trim and other low risk cuts of meat under strict conditions would not
increase the risk associated with these products,” and began allowing the entry of
these products, under permit, on acase-by-casebasis.® Theimport permitsrequired
accompanying risk mitigation measures;, APHIS relied on Canadian inspection
officialsto certify that such measures were in place.

August 27, 2003

The first permit for such a processed product was approved. Subsequent
permits alowed the entry of other processed meat from cattle under 30 months of
age, such ashot dogs, pepperoni pizzatoppings, hamburger patties, smoked briskets,
dry cured beef cuts, and soups and TV dinners containing beef.? Many of the

18 (...continued)

“...should demonstrate leadership in trade matters by adopting import/export policy in
accordancewithinternational standards, and thusencouragethediscontinuation of irrational
trade barriers when countries identify their first case of BSE.” See Report on Measjures
Relating to Bovine Spongiform Encephal opathy (BSE) in the United Sates, February 2,
2004, at [http://www.aphis.usda.gov/Ipalissues/bse/US BSE_Report.pdf].

¥ APHIS, Low Risk Canadian Products, as posted August 15, 2003. A June 10, 2004,
USDA paper, Background on Importation of Processed Canadian Beef Products Between
August 2003 and April 2004, states that trim “is boneless beef trimmed from carcasses
originating from cattle under 30 monthsandveal (including carcasses) from calves 36 weeks
of age or under.”

2 USDA, Background on Importation of Processed Canadian Beef Products Between
August 2003 and April 2004.

Z 0OIG. Animal and Plant Health Inspection Service Oversight of the Importation of Beef
Products from Canada (p. 2).

22 USDA, Background on Importation of Processed Canadian Beef Products Between
(continued...)
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permitted products were from U.S.-origin beef that had previously entered Canada
for processing there, USDA officials reported.

September 4, 2003

APHIS began to allow Canadian facilities that slaughter cattle over 30 months
of ageto produce beef for export to the United States as long as the facilities had an
approved plan for segregating products from these animals.

September 10, 2003

A Canadian Food Inspection Agency (CFIA) update noted that (1) CFIA had
arrived at an agreement with USDA to alow Canadian processors to segregate
products from animals over 30 months of age in order to meet U.S. import
requirements; (2) CFIA was in the process of finalizing the requirements of export
certificatesto allow segregated beef acrossthe border; and (3) “ exports or veal, beef
liver, and specific processed beef products have begun to move across the border.”

October 3, 2003

APHIS decided to expand the list of low-risk products to include processed
productsincluding roast beef, ground beef, lasagna and frozen hamburger patties.?

October 22, 2003

APHIS reposted an updated list of low risk Canadian products. Newly added
to this version of the list were bovine lips, tongues, hearts and kidneys. Also, arisk
mitigation requirement that meat packing plants kill only cattle under 30 months of
age was now modified, allowing them to ship product to the United States so long
as “an approved segregation procedureisin place” (to keep over-30 and under-30-
month-old animals and tissues separated). In another change, a previous risk
mitigation requirement that CFIA verify, for beef and veal, that the animals* are not
known to have been fed prohibited products during their lifetime,” was restated to
say that the animals “were subject to a ban on the feeding of prohibited materials
during their life span.” Also changed was a risk mitigation requirement that the
brains and spinal cords of animals be removed before their meat was digible for
shipment. The October 22 list no longer contained this explicit requirement.*

22 (,.continued)
August 2003 and April 2004.

Z 0IG. Animal and Plant Health Inspection Service Oversight of the Importation of Beef
Products from Canada (p. 3).

2 Possibly, USDA considered thereferenceto brain and spinal cord to beredundant because
thosetissuesare not “ specified risk materials’ if they comefrom cattle under 30 monthsold
— and no beef from any cattle 30 months or older can be imported from Canada.
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Although thisupdated list was posted on the APHISwebsite, the agency did not
otherwise notify the public through anotice or rule in the Federal Register, a press
release, or other communication.

November 4, 2003

APHIS published a proposed rule that would, if made final, (1) amend the
agency’s BSE regulations to recognize a new category of regions that present a
“minimal risk” of introducing BSE into the United States; (2) add Canadato that risk
category; and (3) alow entry of certain productsfrom Canadaand other minimal-risk
regions.” Specifically, these products would include:

e Livebovineanimalsunder 30 monthsof ageforimmediate slaughter
or those moved to a designated feedlot for slaughter before 30
months,

e Live sheegp and goats under 12 months old under the same
conditions;

e Cervidsfor immediate slaughter;

e Fresh chilled or frozen meat, or carcasses, from bovines under 30
months old;

e The sameitems from sheep under 12 months.

Also proposed for entry were a number of other ruminant products. Also, the
proposed rule would no longer require import permits for such products.

In the Federal Register document, APHIS discussed the factors that APHIS
would consider in classifying a region as being a minimal risk, why it believed
Canadaqualified asaminimal-risk region, and the mitigationsthat it would apply to
specific commodities from Canada. The comment period for this proposal was set
to end on January 5, 2004.

November 25, 2003

APHIS decided to allow Canadian facilities that receive and process bone-in
beef from the United States, New Zealand, and Australiato export it to the United
States.”®

December 23, 2003

The U.S. Secretary of Agriculture announced that an older Holstein dairy cow
slaughtered earlier in the month in Washington State had tested positive for BSE.
During the subsequent investigation, the cow was determined to have been born in

% USDA, APHIS, “Bovine Spongiform Encephalopathy; Minimal Risk Regions and
Importation of Commodities,” 68 Federal Register 62386, Nov. 4, 2003.

% OIG. Animal and Plant Health Inspection Service Oversight of the Importation of Beef
Products from Canada (p. 4).
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Canada before the 1997 U.S. and Canadian ruminant feed rules were in effect, and
no other animals were found to be infected.

December 30, 2003

USDA announced new BSE safeguards, most aimed at using FSIS regulatory
authority to keep higher-risk cattle parts out of the human food supply. They were
published asinterim final rulesin the Federal Register on January 12, 2004.%’

Chronology of U.S. Actions (2004)

February 4, 2004

USDA released findings of the international BSE review team it had named to
look intotheU.S. caseand thefederal response. The panel observed that theinfected
animal may have been the only onefrom the herd that survived to adulthood, and that
its birth cohorts “do not represent significant risk.” Nevertheless, the panel, which
made a number of recommendations for strengthening the U.S. BSE program, said
“it is probable that other infected animals have been imported from Canada and
possibly also from Europe. These animals have not been detected and therefore
infectivematerial haslikely beenrendered, fed to cattle, and amplified with the cattle
population, so that cattle in the USA have also been indigenously infected.”

March 8, 2004

In light of the U.S. BSE case and related developments, USDA published a
Federal Register notice reopening the public comment period for its November 4,
2003, proposed rule, accepting additional comments until April 7, 2004. The notice
explained that because FSIS had recently published rules prohibiting high-risk cattle
parts from the human food supply, APHIS believed it no longer necessary to require
that all beef importsfrom Canada (which had equivalent measuresin place) be from
cattle under 30 months old.”

April 19, 2004

APHIS posted on its website another version of the list of low risk Canadian
products. Thisversionand an accompanying memoto*“U.S. Importers, Brokers, and

2 FSIS, USDA, “Prohibition of the Use of Specified Risk Materials for Human Food and
Requirementsfor the Disposition of Non-Ambulatory Disable Cattle,” 69 Federal Register
1862; “Meat Produced by Advanced M eat/Bone Separation Machinery and Meat Recovery
(AMR) Systems,” 69 Federal Register 1874; “Prohibition on the Use of Certain Stunning
Devices Used to Immobilize Cattle During Slaughter,” 69 Federal Register 1885.

% Some critics argued that the panel’ s findings contradict other scientific findings, notably
the examination of the U.S. BSE situation by the Harvard Center for Risk Analysis.

# 0OIG. Animal and Plant Health Inspection Service Oversight of the Importation of Beef
Products from Canada (p. 4).
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other Interested Parties,” expanded permitted Canadian products to include bone-in
beef. The memo said “existing permits will be deemed to cover al edible bovine
meat products originating from a Canadian establishment certified to FSIS provided
it isaccompanied with anew agreed CFIA certificate.” Specific bovine meatsonthe
April 19 list included “bovine meat and meat products including boneless, bone-in,
ground meat, and further processed bovine meat products.” The web posting and
memo were not accompanied by a Federal Register notice or rule, or press release.

April 22, 2004

A cattle producers group, Ranchers-Cattlemen Action Legal Fund United
Stockgrowers of America (R-CALF USA), filed alawsuit inthe U.S. District Court
in Montana seeking judicial review of USDA’s April 19 action and asking for a
temporary restraining order.

April 26, 2004

The federal judge issued the temporary restraining order, which immediately
prohibited USDA from permitting the importation of “al edible bovine meat
products beyond those authorized” on August 8, 2003. The judge concluded that
USDA’sAugust 8, 2003, and April 19, 2004, actions*do not appear on their faceto
be the kind of case-by-case exception to the general ban on imports, determined on
the facts of the specific case, that [the Code of Federal Regulations] authorizes....
(T)hese actions appear to be across-the-board relaxations of the ban on importation
of Canadian beef established in the May 29, 2003, emergency rule, rather than
case-specific exceptions to the ban.”*

The judge further stated that the April 19 action “was a statement of general
applicability coveringal existing permitsto import beef from Canada, and that it was
intended to affect individua rights and have the force of law. Thus, notice-and-
comment rulemaking was required beforeitsadoption.” Referring to the November
2003 proposed rule, the judge said it was:

... troubling to the Court how USDA could believeit is appropriate procedure to
authorizeall importsof bovinemeat productsfrom Canada, through the April 19,
2004 memorandum, at the very same time when USDA is in the middie of a
rulemaking to determine whether to take such a step. Moreover, the Court is
concerned by the manner in which, according to counsel for USDA, USDA has
been authorizing imports of virtually all edible bovine meat products, apparently
through individual permits, at atime when it was assuring the public that such
authorization would take place through the rulemaking process.®

% Ranchers Cattlemen Legal Action Fund United Stockgrowers of America v. U.S.
Department of Agriculture, Animal and Plant Health Inspection Service, CV-04-51-BLD-
RFC, Apr. 26, 2004.

! |bid.
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May 4, 2004

The temporary restraining order was converted to a preliminary injunction to
expire five days after R-CALF is notified of final agency action on the November
2003 USDA rulemaking. While the injunction was in effect, the only Canadian
bovine mesats that could be imported for human consumption were those identified
in the August 8 announcement (as modified by the August 15 list): fresh or frozen
bovineliver, al veal (including carcasses) from calves 36 weeks of age or less, and
fresh or frozen boneless meat from animals under 30 months of age, which could
includetrim/manufacturing trim derived from skel etal musclewith associ ated tissues,
but could not include any ground meat, trim derived from mechanical separation
processes, including advanced meat recovery systems, or from vertebral columns.

The injunction aso restored several explicit risk mitigation factors —
specifically, “ CFIA verification that the animals were under 30 months of age when
slaughtered and are not known to have been fed prohibited products during their
lifetime; brain and spinal cord are removed; slaughter plant only kills animals less
than 30 months of age.”* The injunction also required USDA to provide a status
report on the rulemaking process every 45 days until afinal agency rule appearsin
the Federal Register.

May 6, 2004

APHIS republished its August 15, 2003, list of low risk Canadian products.
Thislist was accompanied by another memorandum to importers, brokers and other
interested parties.®

May 20, 2004

Conflicting information had been circul ating throughout May 2004 asto exactly
what types and quantities of Canadian beef products had been improperly allowed to
enter since USDA began to ease import restrictions. The lawsuit plaintiff, R-CALF
USA, said that it had compiled U.S. Census and USDA data indicating that 33
million pounds of processed beef, more than 3 million pounds of bone-in beef, and
440,000 pounds of beef tongue were imported improperly from September 2003 to
April 2004. These datawere widely quoted by the news media, including astory in
the May 20 Washington Post.

May 21, 2004

At apress briefing on BSE, USDA officials sought to clarify their import data
and to reassure consumers that no unsafe products had been permitted entry. They
explained that out of atotal of more than 500 million pounds of Canadian beef and
veal products which had entered the United States between September 1, 2003, and

¥ R-CALF USA vs. USDA (CV-04-BLG-RFC), Stipulation Exhibit 1, May 4, 2004.

% As of early March 2005, the list could be accessed through the APHIS BSE website at
[http://www.aphis.usda.gov/lpalissues/bse/bse_hunter CANADA .html].
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April 30, 2004, only 7.3 million poundsincorrectly camein under categories beyond
thoseannounced in August 2003. The officials stressed that although they may have
erred administratively, there was never apublic healthrisk. They said all of the beef
— even product that may have entered improperly — was safe, because it wasfrom
cattle under 30 months old. USDA spokesmen also told reporters that neither the
Secretary nor the Under Secretary for Marketing and Regulatory Programs had been
aware that APHIS had expanded the list of eligible products after August 8, 2003.3*

July 1, 2004

USDA' s Inspector Genera (IG) sent aletter, in response to arequest by three
Senators, that her officewasinitiating areview of USDA’ s actions on Canadian beef
imports and would beinterviewing USDA officialsand examining relevant records.
As of late 2004, OIG had not published the results of such areview.

August 12, 2004

A group of Albertacattlefeederscalled Canadian Cattlemenfor Fair Tradefiled
notice of five claimsunder Chapter 11 of the North American Free Trade Agreement
(NAFTA) to recover $113 million (U.S. dollars) in investment |osses because the
United States haskept the border closed “in an arbitrary and discriminatory manner.”

August 19, 2004

APHISissued a“clarification” of its August 15, 2003, list, stating: “Meat from
the diaphragm (i.e., from the beef plate, e.g., beef skirt steak, hanging tender) is
considered boneless beef” and therefore may be imported when accompanied by a
valid permit for bonel ess beef.

December 30, 2004

The American Meat Institute (AMI), representing major meat packers, filed a
lawsuit charging that thereisno legal or scientific justification for continuing to ban
Canadian cattle 30 months of age and older. The lawsuit came after USDA said it
was publishing afinal ruleto permit importsof younger Canadian cattle (see January
4, 2005, below). AMI stated that it is not challenging the rule itself, but is seeking
an injunction against enforcement of the original May 2003 ban.*

% See Appendix B of thisCRS report for amore detailed breakout of these Canadian bovine
imports. The breakout is based on a June 15, 2004, entry on the APHIS website at
[http://www.fsis.usda.gov/pdf/canada_import_update 061404.pdf.]. Other sourcesfor this
section include the following: transcript of May 21, 2004, Technical Briefing with Bill
Hawks, Under Secretary for Marketing and Regulatory Services, Elsa Murano, Under
Secretary for Food Safety, APHIS Administrator Ron DeHaven, and FSIS Acting
Administrator Barbara Masters; background information posted on the APHIS website on
June 15, 2004, at [http://www.aphis.usda.gov/lpalissues/bse/bse.html]; and various news
reports.

% American Meat Institute v. Ron DeHaven, No. 04CV 2262 (D.D.C. filed Dec. 30, 2004).
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Chronology of U.S. Actions (2005)

January 2, 2005

CFIA reported that BSE had been confirmed in an Alberta dairy cow born in
October 1996. Canadian officials said that preliminary testing had first detected the
presence of the disease in December. No part of the animal entered the human food
or animal feed supply, CFIA stated. Later, the agency said that it had not found any
other related animals(i.e., recent offspring and animal sborn at the same placewithin
a year of the infected cow) to have BSE, athough a few were not traced due to
missing records. Six had been sent to the United States for slaughter. CFIA added
that the cow was fed a dairy ration containing some ruminant material just prior to
the 1997 “feed ban” on use of such material, which likely wasthe cause of infection.

January 4, 2005

APHIS published the final version of its November 4, 2003, proposed rule.*®
Thefinal rule (1) establishes a new category of regions that present a minimal risk
of introducing BSE into the United States from live ruminants and ruminant
products, including the conditions that must be met to qualify as a minimal-risk
region; and (2) accepts Canada as the first such region. The rule was set to take
effect on March 7, 2005. Because it is a “magor” rule under the Congressional
Review Act (5 U.S.C. 801-808), it cannot take effect for 60 days from publicationin
the Federal Register or presentation to Congress (whichever islater). Thisdelay aso
allows time for Congress to review the rule; Congress also has the option, for 60
legislative days, to pass ajoint resolution overturning the rule.*’

The new rule explicitly permitsimports of, among other things, live Canadian
cattle and other bovinesfor feeding and for immediate slaughter. All cattle must be
under 30 months of age, and feeder cattle must be slaughtered before 30 months of
age. Most additional types of Canadian beef also are permitted, including product
from animals slaughtered after 30 months of age (the provision of the rule allowing
beef from animalsover 30 months|ater wasdel ayed by the Secretary of Agriculture).

In announcing the final rule, USDA stated that its approach is consistent with
OIE guidelines* and relieson appropriate, science-based risk mitigation measures.”*
In a separate statement on January 3, USDA said that despite the new BSE finding
in Canada, it remains confident that Canada’s BSE protections, along with U.S.
safeguards, are providing “the utmost protectionsto U.S. consumers and livestock,”

% USDA, APHIS, “Bovine Spongiform Encephalopathy; Minimal-Risk Regions and
Importation of Commodities,” 70 Federal Register 460, Jan. 4, 2005.

%" For more on the congressional review process, see CRS Report RL30116, Congressional
Review of Agency Rulemaking: An Assessment After Nullification of OSHA's Ergonomics
Sandard, by Morton Rosenberg.

¥ “USDA Releases Rule to Establish Minimal-Risk Regions for Bovine Spongiform
Encephalopathy,” December 29, 2004. For additional information see the APHIS BSE
website, [http://www.aphis.usda.gov/I palissues/bse/bse.html].
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and that “[t] he extensive risk assessment conducted as part of USDA’ s rulemaking
processtook into careful consideration the possibility that Canada could experience
additional casesof BSE.”* USDA also said that under OI E guidelines, Canadacould
have up to 11 cases of BSE in its population of 5.5 million cattle over 24 months of
age and still be considered a“minimal risk” country.®

January 10, 2005

R-CALFUSA filed another lawsuitinthe U.S. District Courtin Montanato halt
implementation of the January 4 rule, charging among other things that the rule is
based on a faulty risk assessment not supported by scientific evidence.*

January 11, 2005

CFIA reported that BSE had been confirmed in an Alberta beef cow born in
March 1998, more than six months after Canada had announced its ban on feeding
ruminant material back to ruminants. Canadian officials said they had launched
investigations to ascertain the whereabouts of any other at-risk animals and to
determine what the animal had consumed. They speculated that the cow may have
consumed B SE-contaminated feed that had been manufactured either beforetheban,
or shortly afterward, before it had been fully implemented. They also announced a
comprehensive assessment of the effectiveness of their ban, with results expected by
late February. USDA and cattle industry officials also went to Canadato assessthe
situation. USDA officials continued to assert that the January 4 final rule remained
on track to take effect March 7, 2005.

February 1, 2005

R-CALFfiledamotionrequestingapreliminary injunctioninitslawsuit against
USDA concerning the January 4 final rule. If granted, the injunction would prevent
USDA from implementing therule until after the court hasfully considered thefacts
in the lawsuit.

February 3, 2005

The Senate Agriculture Committee held an oversight hearing on the Canada
BSE situation, where Secretary of Agriculture Johannstestified that the Department
intended to implement the rule on March 7 as scheduled.*

¥ Statement by Ron DeHaven, APHIS Administrator, January 3, 2005.
“ | bid.

*! Ranchers Cattlemen Legal Action Fund United Sockgrowers of America v. U.S.
Department of Agriculture, CV-05-06-BLG-RFC (D. Mont. filed Jan. 10, 2005).

“2 The Senate Committee’ s website is at [http://agriculture.senate.gov/].
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February 14, 2005

USDA's Office of Inspector General (OIG) released the results of its audit
report Oversight of the Importation of Beef ProductsfromCanada. OIG found that
the Department’ s actions were sometimes arbitrary and undocumented, that policy
decisions were poorly communicated to the public and between APHIS and FSIS,
andthat controlsover theregulatory processwereinadequate. Thereport’ sexecutive
summary noted that the gradual expansion of permissible Canadian imports:

...occurred because the agency empl oyees tasked with administering the permit
process did not consider the initial announcement made by the Secretary to
exclude products similar to those on the published list of low-risk products, if
APHIS had concluded that the products posed similar risk levels. However,
APHIS did not devel op documentation to support the agency’ s conclusions that
the additional products were low-risk products. APHIS also did not have a
review structure or other monitoring process in place to identify discrepancies
between publicly stated policy and agency practice. According to APHIS
officials, they considered the initial announcement made by the Secretary to be
part of an effort to demonstrateto theworld that such trade with Canadawas safe
and appropriate. Accordingly, they allowed the import of products they
considered low risk in an attempt to further that greater effort. However, APHIS
did not document the processit used to determine the additional products were
low risk.

Asaresult of the “ permit creep” that occurred between August 2003 and April
2004, APHIS issued permits for the import of beef tongue as well as other
permits for products with questionable eligibility. Further, the agency allowed
the import of products from Canadian facilities that produced both eligible and
ineligible products, thusincreasing the possibility that higher-risk product could
be inadvertently exported to the United States. This practice contrasted with
APHIS publicly stated policy that only Canadian facilities that limited
production to eligible products would be allowed to ship to the United States. In
addition, APHIS did not communicate its decisions to all interested parties and
USDA was criticized by segments of the public, the cattleindustry, and the U.S.
Congress.®

Among other criticisms, OIG said that APHIS issued 1,155 import permits
without ensuring that the agency had an appropriate system of internal controls to
manage the process, which wasoriginally devel oped for handling permit requestsfor
small amounts of product. The process was not adequate to deal with the high
volume of requestsfor large quantities of commercial beef, OIG observed. It added
that because of inadequate monitoring of import requirements, “there was reduced
assurance that Canadian beef entering the United Stateswaslow-risk. Some product
with questionable eligibility, as described above, entered U.S. commerce.” USDA

“ USDA, OIG. Animal and Plant Health I nspection Service Oversight of the Importation
of Beef Products from Canada, (pages iii-iv), at [http://www.usda.gov/oig/webdocs/
33601-01-HY .pdf].
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agreed with several OIG recommendations for improving its procedures, and
generally promised to implement them.*

February 25, 2005

USDA released its assessment of the effectiveness of the Canadian ban on
feeding most ruminant materials back to ruminants. USDA reported that “Canada
has a robust inspection program, that overall compliance with the feed ban is good
and that the feed ban is reducing the risk of transmission of bovine spongiform
encephal opathy in the Canadian cattle population.” The Department stated that it “is
confident that the animal and public health measures that Canada has in place to
prevent BSE, combined with existing U.S. domestic safeguards and additional
safeguards provided in the final rule, provide the utmost protections to U.S.
consumers and livestock.”*

March 1, 2005

The House Agriculture Committee held a hearing on the Canada beef import
rule, taking testimony from Secretary Johanns, two cattle producer groups, and two
meat packers.*

March 2, 2005

A federal judge in Montana (the same judge who took action in April 2004)
issued apreliminary injunction to halt implementation of the January 4 final ruleand
ordered attorneys for both USDA and R-CALF to develop a proposed schedule for
trial on the merits of whether a permanent injunction should be granted. The judge
stated in part that R-CALF had “demonstrated the numerous procedural and
substantive shortcomings of the USDA’ sdecision to allow importation of Canadian
cattle and beef. The serious irreparable harm that will occur when Canadian cattle
and meat enter the U.S. and co-mingle with the U.S. meat supply justifies issuance
of apreliminary injunction ... pending areview on the merits.”#

Secretary Johanns expressed disappointment with the ruling and said “USDA
remainsconfident that therequirementsof theminimal-risk rule, in combinationwith
the animal and public health measures aready in place in the United States and
Canada, provide the utmost protection to both U.S. consumers and livestock. We
also remain fully confident in the underlying risk assessment, developed in

“ Ibid.

4 “USDA Releases Technical Assessment on the Implementation of the Canadian Feed
Ban,” February 25, 2005, press release. The USDA findings generally echo those of a
separate CFIA assessment. See CFIA, “Feed Ban Review Executive Summary,” March 2,
2005, at [ http://www.inspection.gc.calenglish/ani malfeebet/rumin/revexalrevintroe.shtml].

“6 The House Committee’ swebsiteis at [http://www.house.gov/agriculture/].
4" Ranchers Cattlemen Action Legal Fund USA vs. USDA (CV-05-06-BL G-RFC).
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accordance with the OIE guidelines, which determined Canadato be aminimal risk
region.”*®

March 3, 2005

Thefull Senate voted, 52-46, to approve aresolution (S.J.Res. 4) providing for
the disapproval of the January 4 USDA rule. Senate procedural rules allow such a
resolution to reach the floor without clearing committee if at least 30 Senators
requestit. However, House passage and the President’ ssignaturearerequired for the
resolution to take effect. The House Agriculture Committee must agreeto report the
companion House measure (H.J.Res. 23), which is not considered likely. Also, the
President has stated his opposition to the resolution.

March 4, 2005

APHISposted anoticeontheinternet toimporters, brokers, and other interested
parties, about the March 2 preliminary injunction, adding: “ Therefore, until further
notice, thecurrent import requirementsfor ruminant and ruminant commoditiesfrom
Canada will remain unchanged. Only those commodities that were listed in the
August 15, 2003 notice (republished May 6, 2004) will be eligible for importation
from Canada, under the risk-mitigation measures specified in that notice.”

March 7, 2005

Thefederal judgeinthe AMI lawsuit denied the mesat packer group’ srequest for
a preliminary injunction to, in effect, allow imports of cattle over 30 months (see
December 30, 2004 entry).

March 11, 2005

APHIS published afinal ruleto delay until further notice the applicability of its
January 4 rule on minimal risk regions.

Federal Rulemaking Procedures

Among other observationsin his April 26, 2004, temporary restraining order,
the judge stated: “It isespecialy important, for an issue asimportant to human and
animal health and to the agricultural economy as BSE, that USDA make and explain
its decisions publicly, rather than confuse the public about what bovine product
imports are being allowed.” Later in the order, he observed:

USDA counsel offered that the justification for USDA’s April 19, 2004 action
was the same as for the August 8, 2003 decision, but there is very little in the
August 8" decision to explain what the risk of importing boneless cuts of beef is
or why that risk is acceptable. Whereincreased risk to human health isat issue,
itisparticularly critical that USDA berequired to providenot only itsconclusion

8 Johanns, Mike, Secretary of Agriculture, March 2, 2005, press release.
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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.*

The federa rulemaking process is designed by law to enable the public to
comment in advance on potentia regulatory changes, but this process also alows
agenciestheflexibility to act quickly in times of emergency. More specificaly, the
Administrative Procedure Act (APA) generaly requires that agencies, including
USDA and its agencies, publish a notice of proposed rulemaking (NPRM) in the
Federal Register. The notice must contain (1) a statement of the time, place, and
nature of public rulemaking proceedings; (2) reference to the legal authority under
whichtheruleis proposed; and (3) either the terms or substance of the proposed rule
or adescription of the subjects and issuesinvolved.

After giving “interested persons’ an opportunity to comment on the proposed
rule, and after considering the public comments, the agency may then publish the
final rule, incorporating a general statement of its basis and purpose. Although the
APA doesnot specify the length of this public comment period, agencies commonly
allow at least 30 days. Public commentsaswell as other supporting materias (e.g.,
hearing records or agency regulatory studies but generally not internal memoranda)
are placed in arulemaking “docket” which must be available for public inspection.
Finally, the APA states that the final rule cannot become effective until at least 30
days after its publication unless (1) the rule grants or recognizes an exemption or
relieves arestriction, (2) theruleisan interpretative rule or a statement of policy, or
(3) the agency determinesthat the rule should take effect sooner for good cause, and
publishes that determination with the rule. The final rule cannot adopt a provision
if the NPRM did not clearly provide notice to the public that the agency was
considering adoptingit. If challenged in court under the APA, an agency rulemaking
can be held unlawful or set aside if it isfound to be “arbitrary, capricious, an abuse
of discretion, or otherwise not in accordance with the law.”

Although the APA generally requires agencies to publish NPRMs before
promulgating a final rule, the act provides exceptions to this requirement. For
example, the APA states that the notice and comment procedures generally do not
apply when an agency finds, for “good cause” that those procedures are
“impracticable, unnecessary, or contrary to the public interest.” When agencies use
the good cause exception, the act requires that they explicitly say so and provide a
rational e for the exception’ s use when the rule is published in the Federal Register.
An agency can usewhat isknown as*“interim final” rulemaking, in which an agency
issuesafinal rulewithout an NPRM that isgenerally effectiveimmediately, but with
apost-promul gation opportunity for the public to comment. If the public comments
persuade the agency that changes are needed in theinterimfinal rule, the agency may
revise the rule by publishing a final rule reflecting those changes. Interim fina
rulemaking can be viewed as another particular application of the good cause

* R-CALF USA vs. USDA, CV-04-51-BLD-RFC, Apr. 26, 2004.
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exception in the APA, but with the addition of a comment period after the rule has
become effective.®

For example, USDA’s May 2003 action (banning all Canadian imports) was
issued as an interim final rule, which took effect immediately but was subject to
further refinement becauseit allowed an opportunity for subsequent public comment.
USDA’s November 2003 action (proposing to loosen the restrictions and allow
importation of certain products and live ruminants from Canada) was published as
a proposed rule which allowed for public comment and full consideration before a
final decision was made and implemented.

In contrast, the changesin policy that APHIS posted on its website August 15,
2003, October 22, 2003, and April 19, 2004, were not issued as formal rules. The
federal district court viewed the April 19 changein particular asafinal agency action
that should have been made through the rulemaking process. USDA later agreed that
it had made procedural errors, and said it had put in place protocols regarding how
any similar actions would be made and communicated to the public in the future.

TheR-CALF lawsuit did not ask for arulingon USDA’ sinitial announcements
in August 2003 which had first opened the U.S. border to Canadian imports. Infact,
the legal stipulation agreed to by both parties uses the August 15, 2003, list as a
benchmark for what bovine productscan beimported from Canada. Nonetheless, the
judge in the case, and some legal observers, have indicated that even these August
actions also could have been vulnerable to legal challenge because they were not
taken through the rulemaking process.

In agreeing to rescind their April 19 action, USDA officials acknowledged that
they had skirted rulemaking requirements by changing import requirements without
public input. USDA spokesmen also said that neither the Secretary of Agriculture
nor the Under Secretary for Marketing and Regulatory Programs were aware that
APHIS had been issuing import permitsfor Canadian beef products other than those
the Secretary had announced on August 8, 2003. Adhering to statutorily-prescribed
rulemaking procedures aso has a practical advantage — helping to ensure that
policy-level officials are aware of, approve, and are held accountable for policy
changes, particularly those with far-reaching effects and/or thosethat arelikely to be
controversial.

* For additional details, see CRS Report RL 32240, The Federal Rulemaking Process: An
Overview, by Curtis W. Copeland, from which the preceding discussion is excerpted.
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Appendix A. Selected “Low Risk Canadian Products”

Permitted Bovine Meat Products* as of: Required Risk Mitigations
August 8, 2003: CFIA verification that the animals were under 30 months of age when slaughtered and
Bovine Meat, Boneless Fresh or Frozen from animals under 30 months of age — are not known to have been fed prohibited products during their lifetime; brain and

(no manufacturing trim derived from bone, advanced meat recovery, mechanically spinal cord are removed; slaughter plant only kills animals |ess than 30 months of age
separated meat, ground meat, or low-temperature rendered product)

August 15, 2003: CFIA verification that the animals were under 30 months of age when slaughtered and
Bovine Meat, Boneless Fresh or Frozen from animals under 30 months of age — are not known to have been fed prohibited products during their lifetime; brain and
(no mandtacturtng-trim-derived-frombene; advanced meat recovery, mechanically spinal cord are removed; slaughter plant only kills animals |ess than 30 months of age
separated meat, ground meat, or low-temperature rendered product) [includes
trim/manufacturing trim derived from skeletal muscle with associated tissues, not
including any ground meat, trim derived from a mechanical separation process
(including AMR), or derived from vertebral column]

October 22, 2003: CFIA ver|f|cat|on that the anlmals were under 30 months of age when slaughtered-and
Bovine Meat, Boneless Fresh or Frozen from animals under 30 months of age — tine; that the

(no advanced meat recovery, mechanically separated meat, ground meat, or low- ani malswere subj ect to a ban on the feedlng of prohibited materials dunng their life
temperature rendered product) [includes trim/manufacturing trim derived from span; brai-ane-spina-cord-areremoved; slaughter plant only kills animals less than 30

skeletal muscle with associated tissues, not including any ground meat, trim derived | months of age or an approved segregation procedureisin place
from amechanical separation process (including AMR), or derived from vertebral
column]

April 19, 2004:
Bovine meat and meat products including: boneless, bone-in, ground meat, and

requiring an import permit. Shipments need to be accompanied with CFIA Annex (E)1
stating USDA and CFIA agreed upon certification statements and VS Import Permit
Form 16-6. For edible use. Not for usein animal feed or pet food.

May 6, 2004: Identical to August 15, 2003 Identical to August 15, 2003

*Bovine meats only, excerpted from complete lists posted on these dates by APHIS. Veal, bovine liver, hearts, kidney, tripe, lips, as well as various sheep, goat, cervid, and other
ruminant products also are in some or al lists. Strikeouts show language removed from prior list; italics show language added since last list.
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Appendix B. Canadian Beef Imports
September 1, 2003 - April 30, 2004

Further Processed Products (beef sourced from product eligible for
entry under Aug. 8 & 15 notices asnoted above):

Products Per mitted Aug. 8, 2003 as Clarified Aug. 15, 2003: Pounds
Veal carcasses (all veal from calves 36 weeks & under) 8,624,012
Ve cuts, bone-in and boneless 6,130,747
Boneless veal for manufacturing 704,374
Veal tongues 993,814
Veal bones 1,073,893
Beef cuts, boneless (from animals under 30 months 241,468,001
Beef boneless trim (for manufacturing, animals under 30 months) 238,445,951
Liver (beef and veal) 4,867,215
Beef cheek meat 21,110
Beef cuts, bone-in (from animals originating from non-BSE region) 3,164
Tripe (from animals originating from non-BSE region) 3,386,973
Total Beef & Veal (From Above) 505,719,254

Miscellaneous Products:

Ground beef 486
Canned beef, shelf-stable 388,543
Not heat treated, shelf stable beef (includes dry fermented sausages such as 1,513
pepperoni)

Heat treat, shelf stable beef (includes Jerky) 41,490
Fully cooked, not shelf stable beef (includes hot dogs, deli meats, cooked 2,630,751
sausages, etc.

Total Further Processed Products 5,611,580*

Beef cuts, bone-in (after April 19) 139,298
Beef organg/offals (tongue, heart, kidney) 1,504,656
Total Miscellaneous Products 1,643,954

| GRAND TOTAL, ALL BEEF/VEAL IMPORTS | 512,974,788 |

Source: FSIS. *2,232,459 |bs. imported on permits allowing for importation of product that either originated
inU.S. or other BSE free country or that originated in Canada, provided that the product was processed strictly
from animals under 30 months of age, and in accordance with a number of processing requirements designed

to further mitigate any risk (based on APHIS permit requirements and CFIA certification).



