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DEPARTMENT OF AGRI CULTURE
Ani mal and Pl ant Health | nspection Service
9 CFR Part 78

[ Docket No. APHI S-2009-0083]
RI N 0579- AD22

Brucellosis Class Free States and Certified Brucell osis-Free
Herds; Revisions to Testing and Certification Requirenents

AGENCY: Animal and Plant Health Inspection Service, USDA

ACTION: Interimrule and request for coments.

SUMVARY: W are anmendi ng the brucellosis regulations to reduce the
anount of testing required to maintain Cass Free status for States
that have been Cass Free for 5 or nore years and have no Brucella
abortus in wildlife. W are also renoving the provision for automatic
reclassification of any Class Free State or area to a |lower status if
two or nore herds are found to have brucellosis within a 2-year period
or if a single brucellosis-affected herd is not depopulated within 60
days. Further, we are reducing the age at which cattle are included in
herd bl ood tests. W are also adding a requirenent that any C ass Free
State or area with Brucella abortus in wildlife nmust devel op and

i mpl ement a brucel |l osi s nanagenent plan approved by the Adm nistrator
in order to maintain Cl ass Free status. Finally, we are providing an
alternative testing protocol for maintaining the certified brucell osis-
free status of dairy herds, which will give producers nore flexibility
for the herd certification process. These changes are necessary to
refocus resources to control and prevent the spread of brucellosis and
to protect and nmaintain the economc viability of the donestic

i vestock industry.

DATES: This interimrule is effective Decenber 27, 2010. W will
consider all coments that we receive on or before February 25, 2011

ADDRESSES: You nay subnmit comments by either of the foll owi ng nethods:
Federal eRul emaking Portal: Go to
http://ww.regul ations. gov/fdnspublic/conponent/ mai n?rmai n=Docket Det ai | &d=APHI S-



http://www.gpo.gov/
http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d=APHIS-2009-0083

2009- 0083 to submit or view coments and

to view supporting and related nmaterials avail able electronically.
Postal WMail/Comercial Delivery: Please send one copy of

your comment to Docket No. APHI S-2009-0083, Regul atory Anal ysis and

Devel opnent, PPD, APHI' S, Station 3A-03.8, 4700 River Road Unit 118,

Ri verdal e, MD 20737-1238. Please state that your coment refers to

Docket No. APHI S-2009-0083.

Readi ng Room You nmay read any comments that we receive on this
docket in our reading room The reading roomis located in room 1141 of
the USDA South Building, 14th Street and | ndependence Avenue, SW,
Washi ngton, DC. Normal reading roomhours are 8 a.m to 4:30 p.m,
Monday through Friday, except holidays. To be sure soneone is there to
hel p you, please call (202) 690-2817 before com ng

O her Information: Additional information about APHIS and its
prograns is available on the Internet at http://ww. aphis. usda. gov.

FOR FURTHER | NFORMATI ON CONTACT: Dr. Debbi Donch, National Brucellosis
Epi deni ol ogi st and Program Manager, National Center for Animal Health
Progranms, VS, APH' S, 4700 River Road Unit 43, Riverdale, NMD 20737-1231;
(301) 734-6954.

SUPPLEMENTARY | NFORVATI ON
Backgr ound

Brucellosis is a contagi ous di sease, caused by bacteria of the
genus Brucella that affects both ani mals and humans. The di sease nainly
affects cattle, bison, and swi ne; however, goats, sheep, horses, and
humans are susceptible as well. In its principal aninmal hosts, it
causes | oss of young through spontaneous abortion or birth of weak
of fspring, reduced milk production, and infertility. There is no
economically feasible treatment for brucellosis in livestock. In
humans, brucellosis initially causes flu-like synptons, but the di sease
may develop into a variety of chronic conditions, including arthritis.
Hurmans can be treated for brucellosis with antibiotics.

The brucellosis regulations, contained in 9 CFR part 78 (referred
to bel ow as the regul ations), provide a systemfor classifying States
or portions of States according to the rate of Brucella abortus (B.
abortus) infection present and the general effectiveness of a
brucel | osis control and eradi cati on program The classifications are
Class Free, Class A, Cass B, and Class C. States or areas that do not
meet the mini mum standards for Class C status are required to be placed
under Federal quarantine. Restrictions on noving cattle and bison
interstate becone less stringent as a State or area approaches or
achi eves Cl ass Free status.

APHI S regul ations support a cooperative Federal - State-industry
program that has nmade consi derabl e progress in eradicating brucellosis
fromthe United States. By 2007, the national brucellosis program had
achieved an all-tine | ow national herd preval ence of 0.0001 percent
(one affected herd in approximately 1 mllion cattle herds). In
February 2008, every State, along with Puerto Rico and the U S. Virgin
I sl ands, achieved Cass Free status for the first time in the programs
74-year history. Currently, all States, including Puerto Rico and the
U.S. Virgin Islands, are Class Free for brucellosis. In addition, every
State except Montana, |daho, Womni ng, and Texas has been classified as
free frombrucellosis for at |east 5 consecutive years. Each of the
three States in the Geater Yell owstone Area, |daho, Mntana and


http://www.aphis.usda.gov/
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Woni ng, experienced a tenporary |oss of Class Free status for a period
of time during the past 7 years. The source of disease in these three
States is attributable to exposure to brucellosis-affected wildlife in
the Greater Yell owstone Area.

The brucellosis Cass Free classification is based on a finding of
no known brucellosis in cattle for the 12 nonths precedi ng
classification as Class Free. In order to maintain Cass Free
classification, the regulations have required Cass Free States or
areas to conduct surveillance by carrying out as many brucellosis ring
tests per year as are necessary to ensure that all cattle herds
producing milk for sale are tested at |east twi ce per year at
approximately 6-nonth intervals. In addition, the regul ations have
required Class Free States or areas to collect blood sanples from at
| east 95 percent of all cows and bulls 2 years of age or over at each
recogni zed sl aughtering establishment and subject the sanples to an
of ficial brucellosis test. The regul ati ons have further provided that a
Class Free State or area may have no nore than one herd deternmined to
be affected with brucellosis within a 2-year period, and if a herd is
found to be affected with brucellosis, the herd nust be depopul at ed
within 60 days of an infected animal being detected. If two or nore
herds are found to be affected with brucellosis within a 2-year period
or if an affected herd is not depopulated within 60 days, the State or
area loses its Class Free status. The regul ati ons have provided no
exceptions to these requirenents for reclassification

These requirenents have encouraged producers to depopul ate
brucel | osis-affected herds to prevent a reclassification of State
status. Cattle and bison from States or areas reclassified to a | ower
status--usually Class A--are subject to testing requirenents for
interstate novenent. Furthernore, the regulations in 9 CFR
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part 51 authorize APH S to pay indemity to owners of animals destroyed
because of brucellosis. These paynments provide a financial incentive
for owners to el ect depopulation instead of maintaining a herd under
quar anti ne.

APHI S has reeval uated this approach and no |l onger uniformy
recomends whol e herd depopul ation for di sease nmanagenent. The numnber
of brucellosis-infected animals found in a herd is often small and test
and renoval of the infected animals will often mitigate transnission of
brucellosis within and fromthe herd. In such circunstances, it is
difficult to justify depopulation. Limted indemity funds al so nake
herd depopul ation a | ess viable option, especially as herd sizes
continue to increase. In addition, the public perceives whol e-herd
depopul ati on as a | ess acceptabl e approach for di sease nanagenent.
Changi ng soci al val ues concerning the care and wel |l -being of |ivestock
the recognition of the environnental consequences of animal disposal
and the value of proteins derived fromlivestock also drive the need to
devel op new approaches to di sease control

APHI S has announced its intention to take a new approach to
managi ng t he bovine brucellosis eradication programthat will allow
APHI' S and States to apply limted resources effectively and efficiently
and focus on current program di sease-risk issues. The new approach for
the program which includes strategies for surveillance and
depopul ati on and woul d invol ve revisions to the brucellosis
regul ations, is described in the brucellosis concept paper that was
made avail abl e for public coment on COctober 5, 2009. (See " A Concept



Paper for a New Direction for the Bovine Brucellosis Program'' 74 FR
51115-51116; Docket No. APHI S-2009-0006). In the neantine, the
requirenments for maintaining Class Free status give APHIS little
flexibility in reclassifying States or areas based on risk. This |ack
of flexibility is an obstacle to effectively addressing the current
chal | enges of the brucellosis program Wen a Cass Free State is
reclassified to a lower status, APH S and the State expend scarce
resources to enable the State to regain its status or to establish
split-State status. These resources could be applied nore effectively
to programactivities that would have a greater inpact on di sease
managenent and elimnination. Additionally, nmany producers in Cass Free
States that are reclassified incur additional costs to neet testing and
other interstate novenent requirenents associated with the
reclassification, regardless of the risk associated with their
particul ar herd.

As we proceed to devel op this new approach, APH S intends to
conti nue maki ng deci sions regardi ng the disposition of each
brucel | osi s-affected herd after evaluating the circunstances
surroundi ng each herd. APHI S will continue to offer indemity
(depending on the availability of funding) to conpensate producers
consi deri ng depopul ati on when the eval uation indicates that other
options will not mitigate di sease spread, there is an inm nent public
or animal health risk, and/or it is cost-beneficial to do so. Were
depopul ati on and indemmity are not considered appropriate, APHI' S will
continue to rely on State animal health agencies to maintain affected
herds under quarantine and inplenent a programto periodically test the
animals for brucellosis and renove and destroy those that do not test
negative. ~~Test and renpve'' strategies can be an effective
alternative to depopul ati on provided that the State or area naintains
al | affected herds under quarantine and applies adequate neasures
within the State to detect and prevent the spread of brucellosis,
including frominfected wildlife. Wien a Cass Free State or area
implements all of these neasures, APH S does not believe it is
necessary to reclassify the State or area to a lower status or to
restrict the interstate novenent of all cattle and bison fromthe State
or area in order to prevent the interstate spread of brucellosis.

Changes to Requirements for Mintaining Cass Free Status

For the reasons given above, we are renoving the requirenent that a
Class Free State or area nust lose its Class Free status if two or nore
herds are found to have brucellosis within 24 nonths or if a
brucel | osis-affected herd is not depopul ated within 60 days. W wll
allow a Cass Free State or area to maintain its Cass Free status if:

The affected herds are maintai ned under quarantine;

A herd plan has been inplemented for each affected herd to
prevent the spread of brucellosis;

The animal s under quarantine are periodically tested for
brucellosis as required by the Adm nistrator and all aninals that do
not test negative are renoved and destroyed until there is no evidence
of brucellosis within the herd; and

The State conducts surveill ance adequate to detect
brucellosis if it is present in other herds or species.

We are retaining the provision that an epi dem ol ogi ca
i nvestigation nust be perforned and that herds adjacent to the affected
herd, herds from which animals may have been brought into the affected
herd, and herds which nay have had contact with or accepted animals



fromaffected herds, nust be epidemologically investigated to confirm
that brucell osis has not spread.

The Administrator nay reclassify a State or area to a | ower status
if these conditions are not nmet or under any other circunstances if the
Admi ni strator determines it is necessary to do so to prevent the spread
of brucel | osi s.

Cattle and bison fromC ass Free States or areas that maintain
af fected herds under quarantine w thout |oss of Class Free status would
be subject to the sanme interstate novenent requirenents as cattle and
bi son from C ass Free States or areas with 0.0 percent of field strain
brucel | osis, except as otherw se required by a brucell osis nmanagenent
pl an, as di scussed bel ow.

Consistent with this change in the regulations, APHI S is allow ng
Idaho to use a test and renove strategy on a brucell osis-affected herd
identified in November 2009 without |oss of C ass Free status.

Anot her change to the requirenments for naintaining Cass Free
status concerns brucell osis nanagenent plans. W are requiring any
Class Free State or area in which the Adnministrator has determ ned
wildlife are infected with B. abortus to develop and inplenent a
brucel | osi s managenment plan approved by the Administrator. The
exi stence of B. abortus in wildlife will be determ ned by the
Admi ni strator, based on, but not linmted to, histopathol ogy, testing
data, or epidemnm ology. The Admi nistrator may also require a O ass Free
State or area to develop and inplenent a brucell osis nanagenent plan
under any other circunstances if the Adm nistrator determnes it is
necessary to prevent the spread of brucellosis. The State nust sign a
menor andum of understanding (MOU) with the Adm nistrator that describes
its brucellosis managenent plan. The brucel |l osis managenent plan nust
define and explain the basis for the geographic area in which a disease
risk exists fromB. abortus and to which the brucell osis nmanagenent
pl an applies. The brucellosis managenent plan nust al so describe the
surveillance activities that the State will conduct to identify
occurrence of B. abortus in domestic livestock and wildlife and
potential risks for spread of the di sease. The brucell osi s nmanagenent
pl an nmust al so describe nitigation activities to prevent the spread of
B. abortus fromdonestic livestock and/or wildlife, as applicable. The
Admi ni strator may reclassify to a lower status any State or area that
has
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not inpl enented an approved brucel |l osis managenent plan within 6 nonths
of being required to devel op one.

For States or areas that have been Cass Free for 5 or nore years
and do not have B. abortus in wildlife, we are also revising
requi rements for maintaining Class-Free status by removing the
requirenent for twice-yearly brucellosis ring testing of dairy cattle
herds producing mlk for sale and the requirement for each State to
coll ect bl ood sanples fromat |east 95 percent of all cows and bulls 2
years of age or over at each recogni zed slaughtering facility and
subj ect the sanples to an official brucellosis test. Instead, we wll
require that all recognized sl aughtering establishnments in such States
or areas must, upon request by APHI' S, agree to participate in slaughter
surveillance testing as part of a new national bovine brucellosis
surveillance plan being devel oped by APH S. The new plan, along with
the changes made in this interimrule, will allow us to reduce the
| evel of surveillance testing in States or areas that have been C ass



Free for 5 or nore years and do not have B. abortus in wildlife. This
will elimnate redundancies in slaughter surveillance testing and
increase the efficiency of the bovine brucellosis slaughter
surveillance program allowing us to focus activities on States and
areas of greater risk for spreading brucellosis (i.e., States and areas
that have B. abortus in wildlife). The slaughter surveillance sanpling
strategy APHI S is devel opi ng as part of the new national bovine
brucel | osis surveillance plan provides 95 percent confidence of
detecting brucellosis at a preval ence level of less than 1 infected
animal per 1 million animals (0.0001 percent) in the National dairy and
beef cattle populations. Information about the statistical analysis and
the new national brucellosis surveillance plan is available to the
public on APHI'S' brucellosis Wb site

(http://ww. aphi s. usda. gov/ ani mal _heal t h/ ani mal _di seases/ brucel |l 0sis/).

Changes to Requirenments for Herd Bl ood Tests

The regul ations include, in sone cases, requirenents for bl ood
testing of herds fromwhich cattle and bison intended for interstate
movenent originate or blood testing of herds identified as adjacent,
source, or contact herds in an epidem ologic investigation. In the
definition for herd blood test, the regulations list cattle and bison
to be included in herd blood tests. Prior to this interimrule, we
required the followi ng sexually intact cattle and bison to be included
in herd bl ood tests:

Cattl e and bison 6 nonths of age and ol der if not
vacci nat ed;

Cattle and bison 20 nonths of age and ol der if vaccinated
and a dairy breed;

Cattle and bison 24 nonths of age and older if vaccinated
and a beef breed; and

Cattl e and bison of any age if vaccinated and parturient
or post-parturient.

These age requirenents were established because the previously used
B. abortus Strain 19 vacci ne had the propensity to cause fal se positive
test results in younger vaccinated animals. The B. abortus RB 51
vaccine that is nowin use, and that has been in use for the past 13
years, does not have the propensity to cause false positive test
results. Therefore, we are making a change in our definition of herd
bl ood test to require that all sexually intact cattle and bison 6
mont hs of age and ol der be included in all herd bl ood tests (vaccinated
cattle and bison of any age that are parturient or post-parturient wll
continue to be included in herd blood tests). Wen herd blood tests are
required, the inclusion of official vaccinates 6 nonths of age and
older will ensure that brucellosis is detected in younger aninals that
may be i nfected.

Changes to Requirenents for Certified Brucell osis-Free Herds

Under the current regulations, interstate novenent restrictions for
cattle or bison fromcertified brucellosis-free herds may be |ess
restrictive than those applied to other cattle or bison noving fromthe
State or area. The requirenents for achieving certified brucellosis-
free herd status are contained in the definition of certified
brucel | osis-free herd. For dairy herds, the regul ati ons have provi ded
that certification may be achi eved t hrough negative results to two herd
bl ood tests or through negative results to a series of brucellosis ring


http://www.aphis.usda.gov/animal_health/animal_diseases/brucellosis/

tests, followed by a negative herd bl ood test.

The brucellosis ring test is conducted on mlk fromdairy animals.
Addi tional types of brucellosis tests for mlk are under devel opnent
and may be approved for use in the brucellosis program To allow for
use of newmlk tests, if approved, we are anending the provisions for
certifying dairy herds to provide for use of either the brucellosis
ring test or another official brucellosis mlk test approved by the
Adm ni strator.

To maintain certification, the regulations have required that dairy
herds nust test negative to a herd blood test conducted within a
certain period of time following the initial certification. As an
alternative, this rule will allow dairy herds to maintain certification
through negative results to a series of four brucellosis ring tests, or
t hrough another testing protocol if the Administrator finds that the
protocol is adequate to deternmine there is no evidence of brucellosis
in the herd.

These changes will give producers nore options for achieving and
mai ntaining certified brucellosis-free status for dairy herds.

M scel | aneous Changes

As explained earlier, the regulations require Cass Free States or
areas to conduct certain surveillance testing in order to maintain
Class Free status. Under this interimrule, States that have not been
Class Free for 5 or nore years or that have B. abortus in wildlife nust
continue to conduct the same |evel of surveillance testing as in the
past. However, as an alternative to conducting brucellosis ring tests,
this interimrule will allow use of another official brucellosis mlk
test if one is approved by the Adm nistrator for use in the brucellosis
program This change is in the definition of Cass Free State or area,
paragraph (a)(1)(ii)(A).

We are al so naking several other minor changes to the regul ations.
W are correcting an oversight in paragraph (d) under the definition
for approved internmediate handling facility by extendi ng the period of
time from1 year to 2 years for retaining docunments related to cattle
and bison that are or have been in the facility. We are naking this
change to be consistent with current record-keeping practices required
under Sec. 71.20 of the regul ations, which contains provisions for
stockyards, livestock facilities, buying stations, concentration
points, or "“any other prem ses under State or Federal veterinary
supervision where |ivestock are assenbled'' to acquire and retain
status as approved facilities. One of the requirenents for qualifying
as an approved facility, including an approved internedi ate handling
facility, is the retention, for a period of 2 years, of all docunents
such as weight tickets, sales slips, and records of origin
identification, and destination that relate to |livestock that are in,
or that have been in, the facility. Wen the 2-year record requirenent
was established in Sec. 71.20 on Cctober 31, 1996 (61 FR 56155-56165,
Docket No. 96-041-1), we neglected to make the correspondi ng change in
the definition of approved internediate handling facilities. W are
correcting that oversight now.
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In addition, in paragraph (c)(1) under the definition for

certificate, we are correcting a typographical error by replacing the
word " “stabled'' with the word " “stapled.'



Finally, we are reorganizing the requirenents under the definitions
for Certified brucellosis-free herd and Class Free State or area to
make them cl earer to read

| mredi ate Action

| medi ate action is warranted to renove requirenents that present
an obstacle to effectively managing the brucell osis program Changes to
the requirements for mamintaining Cass Free status, in particular, are
necessary so that APH S and States can use avail abl e resources on
program activities that will have the greatest inpact on disease
managenent and di sease risk mitigation. The changes in age requirenents
for sexually intact vaccinates to be included in herd blood testing are
necessary to ensure that brucellosis is detected in younger aninmals
that may be infected. Under these circunstances, the Adm nistrator has
determ ned that prior notice and opportunity for public coment are
contrary to the public interest and that there is good cause under 5
U S.C. 553 for making this action effective I ess than 30 days after
publication in the Federal Register.

We will consider comments we receive during the comment period for
this interimrule (see DATES above). After the comrent period closes,
we will publish another docunment in the Federal Register. The documnent
will include a discussion of any conments we receive and any anendnents
we are making to the rule.

Executive Order 12866 and Regul atory Flexibility Act

This interimrule has been determined to be not significant for the
pur poses of Executive Order 12866 and, therefore, has not been revi ewed
by the Ofice of Managenent and Budget.

In accordance with the Regulatory Flexibility Act, we have anal yzed
the potential economc effects of this action on small entities. The
anal ysis identifies beef cattle and dairy operations as the snall
entities nost likely to be affected by this action and considers the
effects of the rule on the beef and dairy industry. Based on the
information presented in the analysis, the Administrator has certified
that this action will not have a significant econom c inpact on a
substantial nunber of snall entities. The full econom ¢ anal ysis nay be
vi ewed on the Regul ati ons.gov Wb site (see ADDRESSES for instructions
for accessing Regul ations.gov). Copies of the econonm c analysis are
al so avail able fromthe person listed under FOR FURTHER | NFORMATI ON
CONTACT.

Executive Order 12372

This progranfactivity is listed in the Catal og of Federal Donestic
Assi stance under No. 10.025 and is subject to Executive Order 12372,
whi ch requires intergovernnmental consultation with State and | oca
officials. (See 7 CFR part 3015, subpart V.)

Executive Order 12988

This rul e has been revi ewed under Executive Order 12988, Civi
Justice Reform This rule: (1) Has no retroactive effect; and (2) does
not require adninistrative proceedings before parties may file suit in
court challenging this rule.
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Paper wor k Reduction Act

In accordance with section 3507(d) of the Paperwork Reduction Act
of 1995 (44 U.S.C. 3501 et seq.), the information collection or
recordkeepi ng requirenents included in this interimrul e have been
submitted for approval to the Ofice of Managenent and Budget (QOVB).

Pl ease send witten conments to the Office of Information and

Regul atory Affairs, OB, Attention: Desk Oficer for APH S, Washington
DC 20503. Pl ease state that your comments refer to Docket No. APHI S-
2009- 0083. Pl ease send a copy of your comments to: (1) Docket No.

APHI S- 2009- 0083, Regul atory Anal ysis and Devel opnment, PPD, APHI S,
Station 3A 03.8, 4700 River Road, Unit 118, Riverdale, NMD 20737-1238,
and (2) Cearance Oficer, OC O USDA Rroom404 W 14th Street and

I ndependence Avenue, SW, Washi ngton, DC 20250. A comment to OMB is
best assured of having its full effect if OVB receives it within 60
days of publication of this interimrule.

The APHI S bovi ne brucellosis programregulations in 9 CFR part 78
provide a systemfor classifying States or portions of States according
to the rate of Brucella abortus infection present and the genera
ef fectiveness of a brucellosis control and eradication program The
program al so provides for the creation of brucellosis managenent areas
within a State and for testing and novenent mitigation activities
before regulated aninals are pernmitted to nove interstate. This system
enhances the ability of States to nove healthy, brucellosis-free cattle
and bison interstate and internationally. This managenent area and
testing system al so enhances the effectiveness of the Bovine
Brucel | osi s Eradi cati on Program by decreasing the |ikelihood that
infected animals will be noved interstate or internationally.

The creation of brucellosis nanagenent areas allow States that have
found B. abortus in wildlife (which are nonregul ated animals) to
mtigate the risk of transm ssion and spread of disease while
mai ntaining the State's di sease-free status in regul ated donestic
|ivestock. The State nust sign a nenorandum of understanding (MOU) with
the Admi nistrator that describes its brucell osis managenent plan. The
brucel | osi s managenent plan devel oped by the State nust define the
geogr aphi ¢ brucel l osi s nanagenent area and describe the surveillance
and nmitigation activities that the State will conduct to identify
occurrence of B. abortus in domestic livestock and wildlife and
potential risks for spread of the disease

The information provided by these docunents is critical to APHI S
m ssion to prevent the introduction or spread of bovine brucellosis.
APHI S is asking the O fice of Managenent and Budget (OVB) to approve
the use of these information-gathering activities for 3 years in
connection with APH S bovi ne brucell osis program

We are soliciting conments fromthe public (as well as affected
agenci es) concerning our information collection and recordkeeping
requi renents. These comments will help us:

(1) Evaluate whether the information collection is necessary for
the proper performance of our agency's functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our estimate of the burden of the
information collection, including the validity of the nethodol ogy and
assunptions used,;

(3) Enhance the quality, utility, and clarity of the information to
be col | ected; and

(4) Mnimze the burden of the information collection on those who
are to respond (such as through the use of appropriate automated,



el ectronic, nechanical, or other technol ogical collection techniques or
other forms of information technology; e.g., pernmtting electronic
subm ssi on of responses).

Esti mate of burden: Public reporting burden for this collection of
information is estinated to average 300 hours per response.

Respondents: State aninmal health and wildlife officials.

Estimated annual number of respondents: 3.

Esti mat ed annual nunber of responses per respondent: 2.

Esti mat ed annual nunber of responses: 6
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Estimated total annual burden on respondents: 1,800 hours. (Due to
averagi ng, the total annual burden hours may not equal the product of
the annual nunber of responses multiplied by the reporting burden per
response.)

Copies of this information collection can be obtained from Ms.
Celeste Sickles, APHIS' Information Collection Coordinator, at (301)
851-2908.

E- Gover nment Act Conpliance

The Animal and Plant Health Inspection Service is commtted to
compliance with the E-Governnent Act to pronbte the use of the Internet
and other information technol ogies, to provide increased opportunities
for citizen access to Governnent information and services, and for
ot her purposes. For information pertinent to E-Governnent Act
conpliance related to this interimrule, please contact Ms. Celeste
Sickles, APH S' Information Collection Coordinator, at (301) 851-2908.

Li st of Subjects in 9 CFR Part 78

Ani mal di seases, Bison, Cattle, Hogs, Quarantine, Reporting and
recordkeepi ng requirenents, Transportation.

0
Accordingly, we are amending 9 CFR part 78 as foll ows:

PART 78--BRUCELLGOSI S

0

1. The authority citation for part 78 continues to read as foll ows:
Authority: 7 U S. C. 8301-8317; 7 CFR 2.22, 2.80, and 371. 4.

0

2. Section 78.1 is anended as foll ows:

0

a. In the definition of Approved internediate handling facility, by

revising paragraph (d) to read as set forth bel ow

0

b. In the definition of Certificate, by revising paragraph (c)(1) to

read as set forth bel ow

0

c. By revising the definitions of Certified brucellosis-free herd,
Cl ass Free State or area, and Herd blood test to read as set forth
bel ow.



Sec. 78.1 Definitions.

* * * * %

Approved internediate handling facility.

* * k* * %

(d) Any docunent relating to cattle or bison which are or have been
in the facility shall be nmaintained by the facility for a period of 2

years;

* * * * %
Certificate.

* % % *x %
(C)***

(1) Alegible copy of the official brand inspection certificate
must be stapled to the original and each copy of the certificate;
* % *x * %

Certified brucellosis-free herd. A herd of cattle or bison which
has qualified for and whose owner has been issued a certified
brucel |l osis-free herd certificate signed by the appropriate State
animal health official and the Veterinarian in Charge.

(a) Certification. The follow ng methods nay be used to qualify a
her d:

(1) By conducting at |east two consecutive negative herd bl ood
tests not |ess than 10 nonths nor nore than 14 nonths apart; or

(2) As an alternative for dairy cattle, by conducting a m nimum of
four consecutive negative brucellosis ring tests, or other official
brucellosis mlk test approved by the Adm nistrator, at not |less than
90-day intervals, followed by a negative herd blood test within 90 days
after the last negative brucellosis ring test or other officia
brucellosis mlk test approved by the Adm nistrator

(b) Maintaining certification. Certified brucellosis-free herd
status will remain in effect for 1 year beginning with the date of
i ssuance of the certified brucellosis-free herd certificate. The
foll owi ng nethods may be used to maintain herd certification

(1) A negative herd bl ood test nust be conducted within 10 to 12
mont hs of the last certification date for continuous status. Lapsed
certification may be reinstated if a herd blood test is conducted
within 14 nonths of the last certification date. A new recertification
test date nmay be established if requested by the owner and if the herd
is negative to a herd blood test on that date, provided that date is
within 1 year of the previous certification date

(2) As an alternative for dairy cattle, a mninumof four
consecutive negative brucellosis ring tests, or other officia
brucellosis mlk test approved by the Adm nistrator, nust be conducted
at approximately 90-day intervals, with the fourth test conducted
within 60 days before the 1-year anniversary of the previous
certification date.

(3) The Administrator nay allow another testing protocol to be used
if the Adm nistrator determ nes that such a protocol is adequate to
determne there is no evidence of brucellosis in the herd.

(c) Loss of certification. A herd which loses certified
brucel | osis-free herd status because a brucellosis reactor is found in
the herd may be recertified only by repeating the certification
process, except that certified brucellosis-free herd status may be
reinstated without repeating the certification process if
epi demi ol ogi cal studies and bacteriol ogi cal cultures conducted by an



APHI S representative or State representative show that the herd was not
affected with Brucella abortus.
* * * * %

Class Free State or area. A State or area which neets standards for
classification as a Cass Free State or area and is certified as such
oninitial classification or on reclassification by the State ani nal
health official, the Veterinarian in Charge, and the Adm nistrator. For
initial classification or reclassification, all cattle herds in the
State or area nust have remained free of Brucella abortus for 12
consecutive nonths, based on surveillance and epi dem ol ogi c
i nvestigations as required for Class A States or areas, and the State
or area nmust have a cattle herd infection rate, based on the nunber of
herds found to have brucellosis reactors within the State or area
during any 12 consecutive nmonths due to Brucella abortus, of 0.0
percent or O herds per 1,000. Any reclassification will be made in
accordance with Sec. 78.40 of this part. Al cattle herds in the State
or area in which brucellosis has been known to exi st nust be rel eased
fromany State or Federal brucellosis quarantine prior to
classification. In addition, if any herds of other species of donestic
livestock have been found to be affected with brucellosis, they nmust be
subjected to an official test and found negative, slaughtered, or
quarantined so that no foci of brucellosis in any species of donestic
|ivestock are left uncontrolled. The following are the standards to
mai ntain Cl ass Free status.

(a) Surveillance. (1) Testing requirenents. (i) States or areas
that have been C ass Free for 5 consecutive years or |onger and that do
not have B. abortus in wildlife. Al recognized sl aughtering
establishnments in the State or area, upon request by APH'S, nust agree
to participate in market cattle identification (MCl) testing as part of
the national brucellosis surveillance plan.

(ii) States or areas that have not been Cass Free for 5
consecutive years or longer or that have B. abortus in wildlife. The
State or area nust carry out testing as provided in paragraphs
(a)(1)(ii)(A) and (a)(1)(ii)(B) of this definition:

(A) Brucellosis ring test. The State or area shall conduct as many
brucellosis ring tests per year as are necessary to ensure that al
herds producing mlk for sale are tested at |east twi ce per year at
approximately 6-nonth intervals. Another official brucellosis mlk test
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may be used as approved by the Adm nistrator.

(B) Market Cattle ldentification (MC) program Al recognized
sl aughtering establishnments in the State or area nust participate in
the MCI program Blood sanples shall be collected fromat |east 95
percent of all cows and bulls 2 years of age or over at each recognized
sl aughtering establishment and subjected to an official test.

(2) Brucellosis reactors. All Cass Free States or areas nust
conmply with the foll owing requirenents upon detection of a brucellosis
reactor:

(i) Tracebacks. The State or area nust trace at |east 90 percent of
all brucellosis reactors found in the course of MCl testing to the farm
of origin.

(ii) Successfully closed cases. The State or area nust successfully
close at | east 95 percent of the MCl reactor cases traced to the farm
of origin during the 12-consecutive-nonth period imrediately prior to
the nost recent anniversary of the date the State or area was



classified Cass Free. To successfully close an MCI reactor case, State
representatives or APHI S representatives nust conduct an epi dem ol ogic
investigation at the farmof origin within 15 days after notification
by the cooperative State-Federal |aboratory that brucellosis reactors
were found on the MCI test. Herd blood tests nust be conducted or the
herd nust be confined to the prenm ses under quarantine within 30 days
after notification that brucellosis reactors were found on the M

test, unless a designated epidemn ol ogi st deternines that:

(A) The brucellosis reactor is located in a herd in a different
State than the State where the MClI bl ood sanple was collected. In such
cases a State representative or APHI S representative nust give witten
notice of the MCl test results to the State animal health official in
the State where the brucellosis reactor is |ocated; or

(B) Evidence indicates that the brucellosis reactor is froma herd
that no | onger presents a risk of spreading brucellosis, or is froma
herd that is unlikely to be infected with brucellosis. Such evidence
could include, but is not Iimted to, situations where:

(1) The brucellosis reactor is traced back to a herd that has been
sold for slaughter in entirety;

(2) The brucellosis reactor is traced back to a herd that is
certified brucellosis free and is 100-percent vaccinated; or

(3) The brucellosis reactor showed a low titer in the M test and
is traced back to a dairy herd that is 100 percent vacci nated and has
tested negative to the npbst recent brucellosis ring test required by
this section for herds producing mlk for sale.

(iii) Epidemologic surveillance. (A) Adjacent herds. Al adjacent
herds or other herds having contact with cattle in a herd known to be
af fected shall be placed under quarantine and have an approved
i ndividual herd plan in effect within 15 days after notification of
brucellosis in the herd known to be affected;

(B) Epideniologically traced herds. All herds fromwhich cattle are
nmoved into a herd known to be affected and all herds which have
received cattle froma herd known to be affected shall be placed under
quaranti ne and have an approved individual herd plan in effect within
15 days of locating the source herd or recipient herd. Each State shal
ensure that such approved individual herd plans are effectively
complied with, as deterni ned by the Admi nistrator

(b) Herd infection rate. (1) Affected herds. Except as provided in
par agraph (b)(4) of this definition, all cattle herds in the State or
area nust remain free of Brucella abortus.

(2) Epidem ologic investigation. Wthin 15 days after notification
by the cooperative State-Federal |aboratory that brucellosis reactors
have been found in any herd, State representatives or APH S
representatives shall investigate that herd to identify possible
sources of brucellosis. Al possible sources of brucellosis identified
shall be contacted within an additional 15 days to determ ne
appropriate action.

(3) Approved herd plans. Al herds known to be affected shall have
approved individual herd plans in effect within 15 days after
notification by a State representative or APH' S representative of a
brucellosis reactor in the herd. Each State shall ensure that such
approved individual herd plans are effectively conplied with, as
determ ned by the Adm nistrator.

(4) Affected herd. If any herd in a Class Free State or area is
found to be affected with brucellosis, the State or area nay retain its
Class Free status if it neets the conditions of this paragraph;
provided that the Adnministrator may reclassify a State or area to a



| ower status upon finding that continued detection of brucellosis
presents a risk that the disease will spread

(i) The affected herd. (A The affected herd nust be quarantined
i medi ately, and, within 60 days, tested for brucellosis and
depopul at ed; or

(B) The affected herd nust be quarantined i mediately and tested
for brucellosis as required by the Administrator until there is no
evidence of brucellosis in the herd; and

(ii) Oher herds. An epidem ol ogical investigation nust be
perfornmed within 60 days of the detection of an infected animal in a
herd. Al herds on prenises adjacent to the affected herd (adjacent
herds), all herds fromwhich aninals nay have been brought into the
af fected herd (source herds), and all herds that may have had cont act
with or accepted aninmals fromthe affected herd (contact herds) nust be
epi demi ol ogi cally investigated, and each of those herds nmust be pl aced
under an approved individual herd plan. If the investigating
epi dem ol ogi st determines that a herd bl ood test for a particul ar
adj acent herd, source herd, or contact herd is not warranted, the
epi dem ol ogi st nmust include that determnination, and the reasons
supporting it, in the individual herd plan.

(iii) APH' S review After the close of the 60-day period follow ng
the date an aninmal in the herd is determined to be infected, APH S wi ||
conduct a review to confirmthat the requirenents of paragraphs
(b)(4)(i) and (b)(4)(ii) of this definition have been satisfied and
that the State or area is in conpliance with all other applicable
provi si ons.

(c) Brucellosis managenent plans. (1) Any State in which the
Adm ni strator has determined wildlife are infected with B. abortus nust
devel op and i nplenent a brucel | osis managenent plan approved by the
Adm ni strator. The existence of B. abortus in wildlife will be
determ ned by the Admi nistrator, based on, but not linted to,
hi st opat hol ogy, testing data, or epidem ol ogy. The Admi nistrator may
also require a Class Free State or area to devel op and inplenent a
brucel | osi s managenent plan under any other circunstances if the
Admi ni strator determines it is necessary to prevent the spread of
brucel |l osis. The State nust sign a menorandum of understandi ng (MOU)
with the Admi nistrator that describes its brucellosis managenent plan
The MOU nust be updated annually. The Admi nistrator may reclassify to a
| ower status any State or area that has not inplenented an approved
brucel | osi s managenent plan within 6 nonths of being required to
devel op one

(2) The brucellosis managenent plan reflected in the MOU nust:

(i) Define and explain the basis for the geographic area in which a
di sease risk exists fromB. abortus and to which the brucellosis
managenent plan activities apply;

(ii) Describe epidem ol ogi c assessnent and surveillance activities
to identify occurrence of B. abortus in
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donestic livestock and wildlife and potential risks for spread of
di sease; and

(iii) Describe mtigation activities to prevent the spread of B.
abortus from donestic livestock and/or wildlife, as applicable, within
or fromthe brucellosis nmanagenent area

* * * * %

Herd bl ood test. A blood test for brucellosis conducted in a herd



on all cattle or bison 6 nonths of age or over, except steers and
spayed heifers.

* * * * %

Done in Washington, DC, this 17th day of Decenber 2010
Kevi n Shea,
Acting Administrator, Animal and Plant Health | nspection Service.
[ FR Doc. 2010-32371 Filed 12-22-10; 8:45 an]
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