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Pt. 310

antinomycosls, or actinobacillosis to
such an extent that the leslons would
be readily detected on post-mortem in-
spectlon, need not be Individually
tagged on ante-mortem inspection with
the U.S. Suspect tag, provided that
such cattle are segregated and other-
wise handled as U.S. Suspects.

(b) In addition, identification of 1L.5.
Suspect swine must include the use of
tattoos specified by the inspector to
maintain the identity of the animals
through the dehairing equipment when
such equipment is used.

{c) All livestock required by this part
to be identifled as U.S. Condemnned
shall be tagged with a serially num-
bered metal ear tag bearing the term
*'U.S. Condermmed.™

{d) The devices described In para-
graphs (a), (), and (c) of this section
shall be the official devices for identi-
ficatfon of livestock required to be
identified as U.S. Suspect or U.S. Con-
demned as provided in this part.

PART 310—POST-MORTEM
INSPECTION

Sec.

310.1 Extent end time of post-mortem in-
spection; post-mortem inspection staff-
ing standards.

310.2 Identification of carcass with certain
severed parts thereof and with animal
from which derived,

310.3 Carcasses and parts in certain In-
stances to be retalned.

3104 IdentMlcation of carcasses and parts;

tagging.

3105 Condemned carcasses and parts to be
so marked; tanking; separation.

3106 Carcasses and parts passed for cook-
ing; marking.

310.7 Removal of spermatic cords, plzzles
and preputial diverticull,

3103 Passing and marking of carcasses and

parts.

3109 Anthrax; carcasses not to be evis-
cerated; disposition of affected carcasses;
hides, hools, horns, hair, viscera and con-
tents, and fat; handling of bloed and
scalding vat water; general cleanup and
disinfection.

310.10 Carcasses with skin or hide on; clean-
ing before evlscaration; removal of lar-
vae of Hypodermae, external parasites
and other pathological skin conditions.

310.11 Cleaning of hog carcesses before in-

clsing.
310,12 Sternum to ba split; abdominal and
thoracic viscers to be removed.

9 CFR Ch. 1l (1-1-05 Edition)

310.13 Inflating carcasses or parts thereof;
transferring caul or other fat.

31014 Handling of brulsed parts.

310.15 Disposition of thyroid glands and la-
ryngeal muscle tissua.

310.16 Disposition of lungs.

310.17 Inspection of mammary glands,

310.12 Contamination of carcasses, organs,
or other parts.

310.19 Inspaction of kidneys.

310,20 Saving of blood from livestock as an
edible product.

310.21 Carcasses suspected of containing
sulfa and antiblotic residues; sampling
frequency: disposition of affected car-
casses and parts.

310.22 Specified rislkk materials from cattle
and their handling and disposition.

310.23 Identification of carcasses and parts
of swine,

310.24 [Reserved]

310.25 Contamination with microorganisms;
process cantrol verification criteria and
testing: pathogen reduction standards.

AUTHORITY: 21 U.S5.C. 601-685; 7 CFR 2.18,
2.53.

SourcH: 35 FR 5567, Oct. 3. 1970, unless
otherwise noted.

§310.1 %ent and't- time to: post mox;_am
on; JNoTiem Ispestion
staffing s’fil;n?iirds.

(a} A careful post-mortem examina-
tion and inspection shall be made of
the carcasses and parls thereof of all
livestock slaughtered at officlal estab-
lishments. Such inspection and exam-
ination shall be made at the time of
slaughter unless, because of unusual
circumstances, prior arrangements ac-
ceptable to the Administrator have
been made in specific cases by the cir-
cuit supervisor for making such inspec-
tion and examination at a later time.

(b){1) The staffing standards on the
basis of the number of carcasses to be
inspected per hour are outlined in the
following tables. Standards for mul-
tiple inspector lines are based on in-
spectors rotating through the different
types of inspection stations during
each shift to equalize the workload.
The inspector in charge shall have the
authority to require the establishment
to reduce slaughter line speeds where,
in his judgment, the inspection proce-
dure cannot be adeguately performed
at the current line speed because of
pacticular deficiencies in carcass prep-
aration and presentation by the plant
at the higher speed, or because the
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health condition of the particular ani-
mais indicates & need for more exten-
sive inspection.

(2) Cattle inspection. For all cattle
staffing standards, an "a" in the
“Number of Inspectors by Stations'
column means that one inspector per-
forms the entire inspection procedure
and a “b"” means that one inspector
performs the head and lower carcass in-
spection and a second inspector per-
forms the viscera and upper carcass in-
spection.?

(i) Inspection Using the Viscera
Truck.

STEERS AND HEWERS
Number of inspectors

hler raves (hoad per by siations

Head | Viscera

Maximum

N
MR- e
. ]

1The “"Maxintum Slaughter Rates™ figures
listed in parageaph (b){2}{i) of this seccion for
one (a) and two (b) inspector kills are over-
stated because the time required to walk
from one inspection station to another is not
included. Toc datermine the proper adjusted
maximum slaughter line speed, paragraph
B [L(A) of this section for one inspector
kills or paragraph ()(2){()}(B) of this section
for two inspector kills must be used along
with thair accompanying rules.

§310.1
Caws AND BULLS
Numrber of inspactors
Mo slugbtn raios (o per by etations
n d Car-
Head | Viscer | oooe
a a 3
b b b
1 1 1
. 1 2 1
|: 1 |- T RO 2 2 1

{A) Rules for determining adjusted
maxirmum slaughter rates for single-in-
specror kills considering walking dis-
tance according to the table in this
subdivision: Determine the distances
the inspector actually walks between
the points shown in colurns 2 through
14 of the following table. For each col-
umn, determine the deduction figure
opposite the appropriate number of feet
in column 1. Compute the total of the
deduction figures for columns 2
through 14. The adjusted maximum
rate !s the maximum rate in paragraph
(B)(@({) of this section minus total of
the deduction figures. If the resultant
number is not a whole number, it must
be rounded off to the next Jowest whole
number.
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ONE-INSPECTOR CATTLE KILL—VISCERA TRUSK
[Tabla of deductions irom maximum siaughtor rates for wech 2 fost batwesn pokits in tonths of catila par ol

L'oLes

911

1 2 3 4 B L] T ] 9 10 11 12 13
Haed EOMR e Head Cacast T 00 | Tage—brancs | Vieosm Visowen a8 | Cow el auwt Weshbuain
’E; Stk | Vectawd | Lnwniad | Hednk, [Curmitid | TnTin | Veween | VREOAT | MBS | GhARE | o W
be- Cown | Sus. | Coms Cows | 8. | Coms Cows Cows | Sre. | Cows | S, | Cows | Sira, | Cows 8z, | Cows
mnmuumaab“'mwummuum%m:mmmmwmum%&“mamﬁm
il o] o o af of of of o] of o] of a] o] e of of e o] of ol ef of of o
al of ol o o of of of o] e ol o ol of of of of o o cef of o] of o] o
gl o] ol os] of of of o ol o of of e aof ot os] e} ol o o]l of eof o o] o
71 el e at] oi] ar] atf o el o af er| et] or| oz o2| o2 at] @1 ¢ of of o af a
o o ol e2] o3| eaf o1| e of o] ef 1| 1| o] os| ea] osf ot| @i o] o) wi| ot} | ot
11| cal oa] oz| oz| 02| nz| o] o ol at| oz 02| oa| ok| o] ozj ozf o o va| o1} ea| o1
13 4] a1 93 02 Q2 o2 a o ¢ 0 o2 o2 02 5 [ 1] (13 (113 Q2 0 1] ol 0 [ 2} 0.4
| o3| a1| oa} o3| e3] os] e ol @»| o] e2f oz| os| as| os| ws] os] e3] o] o| o2f o2f 0z| o2
7] a1| o1 ca| 03] o3| oa] o o] of o ea| a2 as} os] a7| wr| o3| ezl o ai1| p2| o2] 02 o2
18f 01| o1]| es| a4l va| es| o of o| ol o3| os] oaf o7| oe] o8| o4| oa] o oi| oz| e2| ez2| ez
21| oz| o2] os| 4| o4 o4 o o] o o] os| cef e4| osf oo] ce| os| 04| o 01| 03] o0z val ez
25| e2| o2f es| osf os| os| o) e el of os] os| os] o] we| oe} os| es| o] o1 o3| a’s| o3| es
2| o2| oz] o7] vs| o5] e8| o of of ol a¢] os| es| 1o tt| rof as| os{ o ar| os{ oz s o3
zr| oz| e2| o7| os| o] as| of o] o] 0| wej o5 osp 13| 12] 11| es| os| o} a1]| va] @3] os| es
2a| oz| oz{ oe| oce| ve| e8| o] of o ol ws| os| oe] 12| 13| 12|l ce| oe] o] ei1| o4]| o3| wa] wa
at| cal oz| osf o8| 07| o8| of o a| of es| oe| or| i3] 13| 4] e7] or] o} 01| os] os| w4 s
s3] oal a3l os| o7| or| x| o o o of es{ o7| o] 3| ws| ] ex] or| of e} 04| o] ca| o
3% 03 [-E.) 10 o7 [} ey a -] ] ¢ 07 0.5 14 LE 1.5 .1} a4 [ oz (1] o4 os o4
wi os| os| 10| os| osf we} o ol =& o] as| osf os| sx| us| 18] o8| o8| o] ez2| os| os| os| es
m| o3| o3l 11| el os| esf o o e o] ex| os| o] 18| 17| 17| es| oe| o] ocz| os| 65| as| o=
] as| o3| 11| o8] oe| es| o orf o] wil] az| ws| e8] wz| | 18| 09| e8| o] c=| o8| os| os| as
£3 (23 04 .z ag 18 od ] a1 [} at o7 g 19 14 18 (2] 10 18 [ 5] 0.2 14 05 on (1.3
A5 :2} 04 12 -1} 10 [:1] [} [+2] [} 21 e oe ta 18 189 220 140 10 0.1 [1-3 -1 08 08 os
| oa| oa] 13] se| 1a] 16| o oa| eof a1} o8| o} w1} 1sj 2o) a1| ni] sl er| o2 os| os| os] oe
| cal oa| 1a| o] 11| o] o] ea| o] va]| as| o] waf 20| 23] zel wi| a1} a1 oz| o7| o8] o7| os
ol os] as| zal 91| 32| 1] o e1] o] w| el ]| 2| =24) 22| 20| 12| 2| ox| o3| o7l er| ov| ez 3z
s3] os| os| sl | 2] 1] o} et} o] oa].ee] 1] 12| 22] 23] za| 12| 12} oa|l as| orf o7} 07| w7 33
56| 05 a5 15 12 12 12 1] o1 a ol 10 1.2 12 23 23 24 1.3 14 [:4] 03 [+ ] 07 as or 34
sr| os| os| 18] 12| 13| 2] o] wei| o] as| we] 2| 13| =za| 24| 28| 13| 13| 03] wa] cel ar| es| a7 385
so| os| os| ws] taf 13| sal o] er|l o] ws]| we] 18] 13| 24| 28| =28l 14| 14| o3 o3l o8| o8] o3| os a8
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{(B) Rules for determining adjusted
maximum slaughter rates for two-in-
. spector kills considering walking dis-
tance according to the table in this
subdivision: Determine the distances
the inspectors actually walk between
the points shown in colurans 2 through
9 of the following table. Column 9 is
used only if the condemned brands and
tags the viscera inspector uses are kept
at a location other than at the wash-
basin-sterilizer. Far each column, de-

§310.1

termine the deduction figure opposite
the appropriate number of feet in col-
umn 1. Compute the total of the deduc-
tion figures for columns Z through 9.
Divide this total by 2. The adjusted
maximum rate is the maximum rate in
paragraph (b)(2){) of this section
minus the number calculated above. If
the resultant number is not a whole
number, it must be rounded off to the
next Jowest whole number.
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Two-INSPECTOR CATTLE Kii—VISGERA TRUCK

[Table of deductions Trom maximum sieughler rates for each 2 feet botwoen polnts (In tnths of catiie par heur))

Honds and low rall Inspaction Viscere and high rall inspection
1 2 3 4 8 7 8 gt
Head rackand | Head mack and car- | Washbasin and fow | Head rack and low | Viscers and biends | Visceraand high | High rall and wash- | Viscara and wash-
Hénb\i;r washbasin cansos® rell rall (washbasin) ral bas’n basin
between | Strs. Cows Strs. Cows. Birs, Cows Sirs, Cows Siry. Strs, Cows Sirs. Cows Stre, Cows
polnis Hirs, Bulls Hirs. Bulls Hix. Bulls Hirs. Bulls Hirs. Bulls Hims. Bulls Hirs, Bulls Hira, Bulls
¥ 0 0 ¢ [+] 0 0 0 1] 1] ] o [+ ] [+] 0 4] 0
3 01 0 a1 ] ad 2] Q [+] ] 1] 4] ] 0 0 -k} 0.2
5 o1 o4 [+ 01 01 a1 0.8 o7 04 0.5 0.5 0.5 01 02 [+¥- 03
7 01 0.2 o1 04 ad 0.1 1.5 14 o7 08 1.0 [+X:] 03 03 03 04
9 0.2 0.2 [+ 02 1 a2 22 20 1.t 13 15 13 04 0.5 04 05
11 0.2 0.3 o1 o2 D2 0.2 2a 27 14 17 1.9 18 a5 a8 04 06
i3 02 04 0.1 03 0.2 0.2 3.6 33 17 2.1 24 22 0.6 0.7 0.5 o8
1B 0.3 04 0.1 03 0.2 23 41 a9 20 23 28 28 07 0.8 06 [14:]
17 o3 05 01 04 0.2 03 48 45 24 23 a3 30 08 10 oy 1.0
18 0.3 0.6 92 o4 0.3 04 54 51 27 33 a7 34 0.8 1.2 07 12
21 03 06 Q2 o4 03 04 &80 5.7 a0 a7 42 37 1.0 13 0.8 13
23 04 2.7 02 05 03 05 1] 63 33 40 40 4.1 12 14 09 14
25 0.4 o7 02 0.5 63 05 72 (1] s 44 50 45 13 1.8 10 18
27 a4 0.8 02 0.8 04 05 78 74 a8 47 54 49 1.4 1.7 10 1.7
29 [LF-] 08 02 08 04 08 B3 79 42 &1 &8 52 15 1.8 11 14
3 05 LX) 02 o7 04 oa 89 X 45 B4 &2 58 18 20 1.2 29
k<) 058 1.0 0.2 07 0.4 o7 84 8.0 48 58 85 59 1.7 21 13 241
<3 06 1.1 0.3 0.8 0.6 o7 100 a5 &0 -5 ] 1] 83 18 22 1.3 23
k14 i3] 14 0.3 08 0.5 07 10.5 10.0 63 64 73 8.6 1.8 24 14 24
3@ 0.8 12 o3 03 0.5 piL] 11.0 105 L1 [-1:] 78 (3] 20 25 15 2.5
41 0.7 12 03 a4 0.8 08 15 110 59 71 8 72 21 268 15 28
43 0.7 13 03 28 08 09 120 114 &1 TA 83 7.6 22 28 18 28
45 0.7 14 03 1.0 08 08 125 1.8 64 77 a7 749 24 23 1.7 2%
47 0.8 14 03 1.0 08 1.0 130 124 ar 8.0 2.0 a2 25 34 18 ae
43 0.8 1.6 a3 11 [ g 1.0 134 128 ;5] 83 24 85 28 82 18 31
51 1.} 18 03 1.1 o7 1.0 138 123 72 LF ] 87 a8 27 33 1.9 33
53 [+1-] 1.8 94 12 o7 11 144 187 74 4.0 100 9.3 28 34 20 3.4
66 09 1.7 0.4 12 07 11 148 14.1 17 82 108 94 29 as 20 a8
87 18] 1.7 D4 13 0.B 1.2 152 4.8 78 ;43 106 a7 30 a7 29 3e
5 08 1.8 04 15 08 1.2 15.7 150 82 X 109 o8 3.1 a8 22 348
1Thig colurnn to be used only H brands and tage are not located et the washbasin,
This relera to the carcasses In the blasding area.
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Food Safety and Inspection Service, USDA §310.1
(i) Inspection Using Viscera Table, COWS AND BuLLS
Tongue-In Presentation of Heads. PrT————
STEERS AND HEIFERS Maxirurn slaugier wles o par sztions —
Nu'rbbeyrd' P Hood cass
Maximum sizughter ratas (head par 110 2B e a a a
o Head | Viscera | C2F b 4 I
case 1 1 1
1 2| 1
L T a a a % § :
b b b
| I
1 2 3 4| =
2 2 1 4 4l =z
3 2 1 s 4| 2
a 3| 1 TS | 8 5| 2
3 s 2
4 3 2 {3} Swine Inspection. The following in-
4 4 : spection staffing standards are applica-
207 10 393 : 2| Z ble to swine slaughter configurations.
me—— The inspection standards for all
slaughter lines are based upon the ob-
COWS AND BulLs servation rather than palpation, i’m: ge
viscera inspection station, o© e
Number of Inenechns J
by stations spleen, liver, heart, lungs, and medi-
Mmm““]v.h:'qm (heed per o @stinal lymph nodes. Ingsaddition. for
Head | Viscem | soc;  one- and two-Inspector lines, the stand-
ards are based upon the distance
Y : ; walked (In feet) by the inspector be-
1 1|  tween work statlons; and for three or
1 2] ¢ more inspector slaughter lines, upon
2 2 1+ the use of a mirror, as described in
2 a 1 §307.2(m)(8), at the carcass inspection
4 3| 1 station. Although not required in a
3 41 1 cne- or two-inspector slaughter con-
3 i 2 figuration, except in certain cases as
5 s| 2z determined by the inspection service, if
20080 318 oo | 8 5| 2 a mirror is used, it must comply with

({i}) Inspection Using Viscera Table,
Tongue-Out Presentation of Heads.

STEERS AND HEIFERS
oy

Mudmum sluuqn%ruw (heded parr

Care
cass

]

MU aROURINN—~—=TR
@O AL RN
MNNRNN = - ol ®

the requirements of §307.2(m) (6).

TABLE 1—ONE [NSPECTOR—STAFFING
STANDARDS FOR SWINE

Maximern inspection rates {(head

pox hour)
e | et £

Without
mixror
140
134
129
124
120 12 113 122
118
112
108
108
101
8
98
83
80
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In early November 2003, shortly after reporting the confirmation
of BSE in a 23-month-old animal, Japan reported that BSE was
confirmed in a 21-month-old animal. The 21-month-old animal
was Japan's 9th reported case of BSE. Like the 23-month-old
animal, this animal apparently did not have clinical signs of
disease. However, the abnormal prion protein detected in this
animal does not appear to be the same as the apparently atypical
form detected in the 23-month-old animal. Japanese officials
reported that they will be conducting testing to determine if the
tissues of these relatively young cattle that were recently found
positive for BSE contain BSE infectivity. Although rare, confirmed
cases of BSE in animals younger than 30 months of age have also
been reported in the United Kingdom and in some other European
countries. Confirmed cases of BSE in an animal less than 30
months of age generally imply that the animal was exposed to a
Jarge dose of the infective agent at a young age. From 1988 to
1996, during the height of the BSE epidemic in the United
Kingdom when large amounts of infective agent were being
circulated among cattle herds, 19 clinical cases of BSE were
confirmed in cattle younger than 30 months of age. The youngest
confirmed case of BSE was in the United Kingdom in an animal
with clinical disease at 20 months of age in 1992. However, as of
September 30, 2003, no cases of BSE in cattle younger than 30
months of age have been detected in the United Kingdom since
1996, and only 3 cases have been found in European animals less
than 30 months of age since 2001.



Consequently, FSIS recognizes the remote possibility, under
extreme conditions, of finding cattle under 30 months of age that
test positive for BSE. FSIS also recognizes that there have been
no confirmed cases of BSE for cattle under 20 months of age.
Therefore, given a worst-case scenario, testing caitle that are 20
months of age or older would not be out of line with historical
evidence; although international guidelines (OIE) do not concur
with this level of testing.

However, as you know, FSIS Notice 5-05 dated 1/12/04 states that ‘

“The [FSIS] VMO is to contact the Animal and Plant Health
Inspection Service ( APHIS) Area Veterinarian-in-Charge
(AVIC) to allow APHIS the opportunity to collect BSE
surveillance samples. APHIS is primarily interested in caftle that
are 20 months of age and older and cattle showing signs of CNS
disorder. Therefore, if cattle show signs of CNS disorder or are
non-ambulatory disabled, and there is reason to believe that they
are 20 months of age or older, VMOs are to make this known to
the AVIC so the AVIC has an opportunity to collect a surveillance
sample from the condemned animals.”  FSIS has been unable to
find written documentation of why APHIS is interested in cattle
. between 20 and 30 months of age and suggests that APHIS
respond directly to this query.
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See attached. With regard to the specific request for
description of the antibody used: F97/99 antibody is used
for the NVSL IHC procedure and for the NVSL ELISA
procedure, the proprietary antibody for BioRad test kit is
used.
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ELISA Test Procedure for Bovine Spongiform Encephalopathy

Purpose:

The purpose of this standard operating procedure (SOP) is to document the proper
technical procedure for performance of the enzyme-linked immunosorbent supplemental
assay (ELISA) test for bovine spongiform encephalopathy (BSE) at the National
Veterinary Services Laboratories (NVSL), Pathobiology Laboratory (PL), General
Pathology and Pathology

Investigations (GPPI) Section and at designated BSE contract laboratories.

Test Preparation:

Receiving, log-in, sample identification, safety, and sample handling procedure;
accordance with the current version of NVSL SOP, “Tracking Protocol fofﬁig A
for Bovine Spongiform Encephalopathy” (GPPISOP0031) or, in th&case{of BSE

laboratories, in accordance with protocols developed at each individual labet: .
Cat-in Procedure: k
i

protein (PrP™). The NVSL protocol for cuiting in thefgbex differs from the manufacturer’s test
kit instructions (Bio-Rad TeSeE™ Purification Ki igoatlined in the following paragraph.
This deviation is employed to conserve satiiple ialjin the event additional tests are required.
8

Organize samples in appropriately labelcdigri
is balanced. Place a disposable weigh boat' balance scale and zero the scale. For cach

sample, use clean forceps to gently ¥ or} oﬁ the edges of the brain stem and allow the tissue
to slide onto another weigh bo;ﬁ\ iith a sterile scalpel, make a cut to unilaterally remove brain
0

The obex area of the brain stem must be sampled for o;%%detecﬂon of protease resistant prion

ubes in numerical order, Make sure the scale

stem tissue that encompasses ghe of the'dorsal vagal nuclei located at the level of the obex. (The
sample should incorporatefgne yl vagal nucleus, but NOT both). The sample tissue is placed
in the weigh boat on calcegnd ‘Must weigh 350 +/- 40 mg, Slide the tissue into a grinding tube
and use a wood Sﬁcm eps to push the tissue into the buffer. Discard the scalpel and all
weigh boats in appropriate biohazard containers.  Upon completion of cut-in, the samples are held

T

ACCES rc gerator pending testing.

in a controlled

Aﬂeﬁ samples from 2 particular case submission are cut-in, place the samples into a clean
bag With the identifying Lab ID number and a copy of the VS 10-4 form, which should include the
date andsinitials of the person cutting in. Any comments on the condition of the samples
(autolyzed, mutilated, inappropriate anatomical location, etc.) should also be noted on the VS

10-4 form.
NVSL GPPISOP0030.02

Standard Operating Procedure Page3 of 3
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Cut-In Cards:

After cut-in, a cut-in card should be filled out. The form must include the Lab ID number,
the initials of the person cutting in, and any determinations on the suitability of the sample
for testing as outlined in the following paragraph.

Any samples that are received but are not clearly recognizable as brain stem will not b d and -

inappropriate location. (Note that the print-out result from the test equipmer:
for not detected, so the inappropriaie location information has to be obtai
card) Samples suitable for testing will be reported as described i fhe_c

Performance of the ELISA BSE Test:

Aside from the specific above-noted deviation involving titdin procedure and the deviation

listed below, the NVSL sample purification proce;s%} Nussthe manufacturer’s instructions for

serni-automated processing of the purification p ol (TeSeE™ and TeSeE™ NSP manuals). A
uses a sample homogenate volume of

In the event of a known splashizg e ‘ ing error, the technician should document the error and
report to their supervisor BRIOR¥ID READING THE PLATE. In such cases of a documented
i SL/inconclusive resuits being generated, the samples

error or a run failure t
should he retested in At laboratory before sending samples to NVSL. If, after repeating
the sample that had mented error, the repeated sample results were ND, there would be no

need for a con B tFforward the sample to NVSL.

),
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TSE IHC PROCEDURES NVSL AMES, IA

Detection of Prion Protein in Formalin-ﬁxed Brain of Cattle
by Immunohistochemistry using the Ventana NexES

CAUTION: This protocol uses formalin. This agent Is caustic and may cause
sensitivity. Handle only in a fume hood and avoid contact with eyes and skin.
Avoid breathing fumes.

Brain Tissue is placed in 10% Neutral Buffered Formalin and left for a minimum of 5
days. Appropriate sections are put in casseites and kept in fresh Formalin until they
are processed, (Cassettes containing brain tissue are never left in alcohols for more
than 12 hours.)

Automated Tissue Processing utilizes pressure and vacuum to achieve optimum
solvent and Paraplast penetration. The routine (overnight) and weekend (48 hour
delay) processing schedules consist of 16 - 1 hour-long stations. Solutions in the
processor are changed after running approximately 300 samples.

Tissue Processor Solutions
Station 1 — 70% Ethyl Alcohol
Station 2 — 70% Ethyl Alcohol
Station 3 — 80% Ethyl Alcohol
Station 4 — 95% Ethyl Alcohol
Station § — 95% Ethyl Alcohoal
Station & — 100% Ethyl Alcohol
Station 7 — 100% Ethyl Alcohol
Station 8 — 100% Ethyl Alcohol
- Station 9 - Xylene
Station 10 — Xylene
Station 11 — Paraplast Tissue Embedding Medium
(Oxford Labware of Sherwood Medical)
Station 12 - Paraplast Tissue Embedding Medium
Station 13 — Paraplast Tissue Embedding Medium
Station 14 — Paraplast Tissue Embedding Medium
Station 15 — Cleaning Xylene
Station 16 — Cleaning Alcohol (100% Ethyl Alcohol)

1. Cut paraffin embedded tissue sections at 5 microns and mount onto charged
glass slides (Fisher Superfrost Plus) using lab quality water (distilled or
deionized).

2. Set slides upright; drain and air-dry a minimum of 3 hours.
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3.  Run positive and negative control tissues with each set of twenty or less slides.
4. Dry slides for 15 minutes at 80 degrees C.
5. Remove from oven and process:

10.
11.

12.

13.

14.
16.

16.
17.
18.

18.
20.

Xylene —~ 5 minutes
Xylene — 5 minutes
Xylene — 5 minutes
100% Ethyl Alcohol — 1 minute
100% Ethy! Alcohol — 1 minute
95% Ethyl Alcohol — 1 minute
Lab quality water (Distilled or Deionized} 10 dips
{Solutions changed after 40 slides)
Place 500ml lab grade {distilled or deionized) water in bottom of Biocare
Medical Decloaking Chamber.
Dilute Dako Concentrated Target Retrieval Sofufion using 20ml concentrate fo
180mi lab grade (distilled or deionized) water. Make 1 container for every 20
slide rack to be run. Place in Biocare Medical Decloaking Chamber.
Fill decloaker so there are 4 containers every time, each containing 20 slides
(fill to 20 slides with blanks if necessary) and 200mi Target Retrieval solufion
or lab grade (distilled or deionized) water.
Place steam monitor strip across top of dishes. Close and secure lid and
lower the weight on the vent nozzle. Set dial for 30 minutes at 120 degrees C.
At the end of the timing, cool for 25 minutes. Timing is critical so do not vary
times!
After 25 minute cool, transfer slides from Target Retrieval solution to Ventana
APKWash. Change APK Wash and soak slides for at least 5 minutes.
During the 5 minutes in the second APK Wash, you can appply the
appropriately printed bar code label to slide. (DO NOT LET SLIDES DRY
WHILE LABELING) Label all slides.
1L oad on the Veniana NexES stainer covering the sample with APK Wash
Solution (DO NOT ALLOW SLIDES TO DRY)
Place all reagents on carousel and fill APK Wash and Liquid Coverslip bottles.
Primary Antibody : Cattle — Primary antibody 97 only (10ug/ml)
- DILUTE FRESH DAILY using Dako antibody diluent
- Store concentrate vialsin a freezer until ready to use.
- Once concentrate vial is opened — store in refrigerator.
Run slides to completion using Alkaline Phosphotase Red Paraffin Protocols
{See attached protocols)
Remove slides and place in rack. Dip thirty times in 250ml warm soapy tap
water containing 2-3 drops Dawn dishwashing liquid.
Rinse in running tap water 2 minutes.
Rinse in lab quality water (distilled or detonized) 10 dips.
Dehydrate / Clear / Mount
Dip 10 times each:
- 100% Ethyl Alcohol
50/50 — 100% Ethyl Alcohol & Xylene
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Xylene

{Change sclvents every 40 slides)
21. Coverslip slides or allow slides to dry, rewet with xylene and Coverslip.
22. Clean instrument daily

Demonstration of Results: Prion Protein — pirk to red
Background - blue
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Protocol # 96 : #96 usda alk phos {11/06/2003)

Procedurs: Alk Phos Red Paraffin
NezES |HC Staining Moduls
NVSL - PL - GPPI - PrP, Ames, la §0010

NeES .00

* oo Grop I e MAIgANE diapanes
NVEL « PL- GPP! - PiP. Amwt, l 50D

HEBYBRERBNERIIIaaReS

derrt Warmim Rinsa Bufler 10 41.0 Dag ¢ =2st
Rines Bk

Adjust Stide Volume , then Apply Coverslip

et Blart Thriad Stepa w4+

st Warmup Shide Chamber o 370 Deg G~

Adjust Sida Voiurne , then Apply Caversip

Apply One Drop of [ANTIBODY 5714 Antfbody ), and Incubae for {32 MinAse]

Rinse Skida

Adjust Shde Vone , ther Apply Coversip

Apply One Dtop of BIOTINYLATED Ig, and Incubale for B Minutes

Rinse Slids:

Adjusl Sids Voluma | thett Apply Coversiip

Apply One Drop of AVIDIN-ALK PHOS, and Incubats for 12 Mintes

Finas Side

Aduet Side Volume , then Apply Coversiip

Apply One Drop of SNHANCER, and incubsls Kr 4 Minikes

Apply One Drop of FAST RED A and One Diop of NAPHTHOL, and Inoubsle ior & Minates
Apply Dna Diop of FAST RED B, and Incubete for & Minules. -

Rirme Side

Adiust Side Volume , then Apply Coverslip

Apply Ona Drop of [HEMATOXYLIN] ( € Jand fori4

Rint S¥go

At St Volume , then Appily Covnalip

Apply Ona Drop of [BLUING REAGENT] { Post Counberstsin ), snd incubati for {2 Mixtes]
Rinsa 53de

Printed 1222272003 3:08:30 PM.
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FSIS Response is as follows:

Background

FSIS Notice 37-95, effective June 2, 1995, establishments electing to use alternative
inspection procedures must receive approval from the Area Supervisor. To obtain
approval for alternative ante-mortem inspection procedures, establishments would
have to prepare a letter to the Area Supervisor stating that they met the following
requirements: (a) have a good history of regulatory compliance; (b) have sunitable
facilities and volume of operations; (c) have condemnation rates (based on data from
the Animal Diseases Reporting System) within the national average for market hogs
and fat cattle, respective of species; (d) apply the alternative ante-mortem inspection
procedures only to domestic livestock (animals fed-out in the United States); (e)
segregate abnormal animals; and (f) hold animals (normal and abnormal) for
examination by FSIS personnel.

FSIS would {a) examine ALL animals found normal by the establishment while
they were “at rest”; (b) select 5 to 10 percent of such animals from several lots,
and_obscrve them in motion on both sides; (¢) examine, “at rest” and “in
motion,” establishment segregated abmormal animals; and (d) ensure animals
determined to be USDA suspects are tagged with a U.S. suspect stage.

FSIS Notice 46-05, effective July 12, 2005, due to BSE, replaced existing
memorandum and instructions regarding how inspection program personnel verify an
establishment” s voluntary segregation of animals prior to FSIS ante-moriem
inspection (Previously referred to as alternative ante-mortem inspection). FSIS is
announcing that an establishment may no longer employ the practice for cattle,
but may continue to do so for swine and sheep. This notice provides inspection
program personnel new instructions regarding their responsibilities at establishments
* that voluntarily scgregate swine or sheep prior to FSIS ante-mortem inspection.

Inspection program personnel, under the Federal Meat Inspection Act, perform an
ante-mortem examination and inspection all animals prior to slaughter to determine
that an animal is fit for slaughter for human food purposes. If an establishment fails
to present animals for ante-mortem inspection in accordance with 21 USC 603 and 9
CFR 309.1, inspection program personnel will be unable to determine that carcasses
are not adulterated during postmortem inspection, and therefore cannot permit the
carcasses to be marked as “inspected and passed.”



Provided the establishment properly presents animals for ante-mortem inspection and
properly follows the Humane Slaughter Act, FSIS has permitted an establishment to
voluntarily segregate animals, to facilitate the establishment’ s scheduling of animals
for slaughter. As of the implementation date of this notice, FSIS will only permit
market classes of swine and sheep (i.e., market hogs and lambs), arriving for regular
slanghter (i.e., not arriving for slaughter under any APHIS Veterinary Services permit
or certificate) to continue to be voluntarily segregated by the establishment prior to
FSIS ante-mortem inspection activities provided that: (a) market classes of animals
comprise the predominant class slaughtered at the establishment; (b) the establishment
has documented its segregation procedures in a prerequisite program, and (c) all
animals are presented to inspection program personnel for examination and inspection
prior to slaughter, and (d) the procedures in the prerequisite program and related
records are available to inspection personnel upon request (FSIS Directive 5000.2).

Inspection program personnel verification of establishment segregation procedures for
market swine and lambs prior to FSIS ante-mortem inspection must (verify) that the
segregation procedures are only for market classes of swine and lambs; (b) examine
all animals found normal by the establishment while the animals are “at rest,” (i.e., by
randomly moving around in the pens) (9 CFR 309.1(a)); (c) select 5 to 10 percent of
all animals presented for ante-mortem inspection from several lots and observe them
on each side in motion; (d) instruct the establishment to move abnormal animals that
may be condemned under 9 CFR part 311 to the designated “Suspect” pen under 9
CFR 307.2 for final disposition by the PHV; and (¢) randomly observe establishment
personnel performing segregation procedures (i.e., segregating those animals showing
signs of abnormalities or diseases from healthy animals) at least once per month.

NOTE: For livestock classes other than market swine and lambs (such as cattle),
establishments may presort animals prior to inspection and move the animals that may
be designated “U.S. Suspect” or “U.S. Condemn” under 9 CFR part 309 and 311 to
the designated “Suspect” pen for final disposition by the PHV. The PHV must
conduct a careful examination and inspection on all apimals in the “Suspect’” pen.

The difference in inspection procedures before and after FSIS Notice 46-05 is
that now _inspection program personnel are to conduct an examination_and
inspection of ALL remaining animals by observing them at rest and in motion.

SOURCE:
FSIS Notice 46-05, dated July 12, 2005
FSIS Notice 37-95, dated June 2, 1995
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Outline of the incident involving the recent recall case (import of age 31+ animal
from Canada). :

1) What did Canada (CFIA) do? (in terms of investigation, efc.)

2) What did the US (abattoir and APHIS) do?

1} CFIA investigated the incident and suspended the accreditation of the veterinarian
that certified the shipment for export. CFIA also stopped issuing export health
certificates to the exporter. CFJA has made & public statement to accredited
veterinarians working on behalf of CFIA and to exporters that there is a zero tolerance
for non-compliance with U.S. import requirements. USDA immediately informed
Canada and has been monitoring their investigation of this matter

A cow imported directly for slaughter in the US from Canada was approximately one month
older than the 30-month age limit. FSIS learned about this as a result of a Canadian audit of
their health certificate that accompanied the imported cow. Prior to slanghter, the health
certificate accompanying the cow was presented to the establishment, and it appeared
complete and accurate. However, a subsequent audit of information related to the health
certificate by Canadian officials found that it was not accurate. Action has been taken by
Canadian Food Inspection Agency officials in response to findings from the andit, A
spokesman for the Canadian Food Inspection Agency said that the veterinatian responsible for
issuing the certificate was suspended because of the error.

2) FSIS local field personnel verified the information and documentation that accompanied the
animal and followed the gnidelines and instrnctions as outlined in FSIS Notice # 15-05, dated
02/28/2005 (Importation of Canadian Cattle, Sheep, and goats into the United States ). The
suid potice is attached above for reference and details. Both ante-mortem and post-mortem
inspection were done on the cow in question. FSIS inspection program personnel determined
the cow to be healthy and fit for haman food.

See attached Press release for details on recall of meat and FSIS document.



The cause of the incident
- Why did an animal aged 31 months+ and eight pregnant cows
get commingied with US cattle (see attached article) 7

As per FSIS Notice 15-05, Canada has provided the US governments (APHIS and FSIS) with
documentsation and certification that appeared to be complete thus assuring that the conditions
of the Minimal Risk Regions Rule were adhered to, as follows:

"Animals shipped directly for stanghter will go to official establishments in
sealed trucks, will bear a Canadian ear tag, will be accompanied by VS Form
17-33 and a Canadian Health Certificate, and are to be slaughtered or

euthanized within two weeks of entry into the U. S. and are not to leave the
official premises. An establishment is to have procedures in place to ensure that
animals arriving directly from Canada for iramediate slaughter are slaughtered -
as a group (9 CFR 93. 420(a)(6))".

USDA's Minimal Risk Regions Rule clearty delineates the conditions to which exporting -
countries (such as Canada) must adhere in order to export animals and products to the United
States. Veterinary officials of exporting countries are responsible for meeting those conditions.
"This includes ensuring that certification and other documentation are eror-free. APHIS
inspection at the border was conducted according to CFIA/APHIS agréement (based on the
Minimal Risk Regions Rule) to ensure compliance. FSIS Notice 15-05 states that “the APHIS
veterinarian reviews documents and inspects the shipment to ensure that it is being imported in
. compliance with the regulations. The APHIS veterinarian also has the authority to offload
 animals for verification.” CFIA has taken swift action in response to the improper exportation

cited above and has provided every assurance that they will continue to ensure strict
compliance with the conditions of the Minimal Risk Regions Rule. USDA will continue to
monitor the situation.



What corrective measures have been {or will be} taken?

Preventing further occurrences: According to the CFIA websiie
they are " Exploring new ways fo minimize incidents of
noncompliance in the future; including enhancing the tools that they
use to monitor the performance of accredited veterinarians in fulfilling
their important roles.” To date, 5 veterinarians have had their
accreditation removed. it is important to note that having one's
accreditation removed is a very severs-action, Accreditation removal
is not taken lightly by any veterinarian. One exporter is no [onger
able to export. Paperwork is pending on a second exporter.

USDA actions: We are accepting CFIA endorsed export certification regarding the
age and pregnancy status and are advising CFIA of any problems. They have been
extremely cooperative and have taken swift actions. We are not planning any punitive
actions against CFIA. .

What happened to the SRMs from the animal (#55 above)? If they entered the
foodffeed chain, have they also been recalled?

With 1egard to the food chain, FSIS asked the firm to initiate a voluntary recall of implicated
products where the vertebral column may have been involved. FSIS’ designation of this recall
as Class II is because it is a sitnation where there is a2 remote probability of adverse health
consequences from the use of the product. Additionally, FSIS verified recall effectiveness
checks by the recalling firm. Under the interit final rules FSIS implemented on Jannary 12,
2004, certain specified risk materials must be removed from all cattle depending on the age of
the animal., On this animal all specified risk materials for cattle 30 months and over were
removed, with the exception of the vertebral column, At the time of slaughter, the animal was
cestified to be under 30 months of age and removal of the vertebral column was not required.
A subsequent audit determined the animal was just over 30 months of age; therefore, the
vertebral column is required to be removed. This is the reason for the recall of the selected
products.

Since the definition of SRMs is different in the US for 30 MOA under, the prion
experts suspect that the SRMs went fo rendering facilities, got processed and
entered into the foodffeed chain.

FDA has notyet completed rulemaking to prohibit SRMs from being rendered for use
in feed for non-ruminant specles. However, FDA is confident that the current BSE
feed regulation provides assurance that rendered offal from this animal was not used .

in ruminant feed.
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S inspeciion Service
CLASS I RECALL Congressional and Public Affairs

HEALTH RISK: LOW Steven Cohen (202) 7209113
RC-FSIS-032-2005

WISCONSIN FIRM RECALLS BEEF PRODUCTS

WASHINGTON, Ang. 19, 2005~ Green Bay Dressed Beef, a Green Bay, Wis., establishment, is
voluntarily recalling approximately 1,856 pounds of beef products that may contain portions of the backbone
from a cow just over 30 months old, the U.S. Department of Agriculture’s Food Safety and Inspection Sexvice
announced today. The product was from a cow imported directly for slanghter from Canada.

Based on information provided by Canada, the products subject to this Class Il recall are from & cow that
is approximately one month older than the 30-month age limit. Both ante-mortem and post-mortem inspection
were done on the cow in question. FSIS inspection program personnel determined the cow to be healthy and fit

for human food, FSIS’ designation of this recall as Class II is becanse it i3 a situation where there is a remote
. probability of adverse health conseguences from the use of the product.

FSIS learned about this as a result of a Canadian audit of their health cestificate that accompanied the
imported cow. Prior to slaughier, the health certificate accompanying the cow was presented to the
establishment, and it appeared complete and accuzate. However, a subsequent audit of information related to
the health certificate by Canadian officials found that it was not accurate. Action has been taken by Canadian
Food Inspection Agency officials in response to findings from the andit.

The products subject to recall are:

« Five boxes of 243 Ib. vacnum pouched packages of “American Foods Group, NECKBONE
UNTRIM’D, USDA CHOICE OR HIGHER"” with the case code of 77333;

+ One box of 50 Ib, vacuum pouched package of “American Foods Gronp, SHORTLOIN 2X2, USDA
SELECT OR HIGHER” with the case code of 75231;

» One box of 60 Ib. vacuum pouched package of “American Focds Group, SHORTLOIN 2X2, USDA
CHOICE OR HIGHER” with the case code of 75060;

« Five boxes of 258 Ib. vacuum ponched packages of “Dakota Supreme Beef, SHORTLOIN 0X 14,
USDA SELECT OR HIGHER?” with the case code of 75442,

+ Sixteen boxes of 811 1b. vactum pouched packages of “American Foods Group, BLADE BIN/O
CHUCK., USDA CHOICE OR HIGHER” with the case code of 75955;

« Nine boxes of 435 Ib. vacuum pouched packages of “American Foods Group, BLADE BIN/O
CHUCK, USDA SELECT OR HIGHER” with the case code of 75952.

Each box bears the establishment number “410” inside the USDA seal of inspéction. The products were
produced on August 4, and were distributed to wholesale distributors in Peansylvania, Florida, Illinois,
Maryland, Mimnesota and Wisconsin.

-MORE-
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Under the interim final rules FSIS implemented on January 12, 2004, certain specified risk materials
must be removed from all cattle depending on the age of the animal. On this animal ali specified risk materials
for cattle 30 months and over were removed, with the exception of the vertebral column. At the time of
slaughter, the animal was certified to be under 30 months of age and removal of the vertebral column was not
required, A subsequent audit determined the animal was just over 30 months of age; therefore, the vertebral
column is required to be removed. This is the reason for the recall of the selected products.

Consumers with questions about the recall may contact Sally VandeHei, Executive Assistant at 1-877-
894-3927. National media with questions may contact Jim Mulhem at (202) 496-2468. Local media with
questions may contact Susan Finco at (920) 965-7750 ext.153.

Consumers with other food safety questions can phone the toll-frec USDA Meat and Poultry Hotline at

MP Hotline (1-888-674-6854). The hotline is available in English and Spanish and can be reached from 10 a.m.
to 4 p.m. (Bastern Time), Monday thzough Friday. Recorded food safety messages are available 24 hours a day.
‘ #

NOTE: Access news releases and other information at the FSIS Web site at http:/fwww. fiis.usda.gov

USDA RECALL CLASSIFICATIONS

Class } This is a heaith hazard slituation where there Is a reasonable probabiiity that the use of the
product wili cause serfous, adverse health consequences or death,

Class T This is a healfh hazard situation where there Is & remote probability of adverse health
consequencea from the use of the product.

Class Bl This Is a skuation where the usa of the product wilt not cause adverse health
consaquences.

F:\W-Policy\BSE\FSC Review - June 05\USG responses\Wisconsin recall release.doc
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Summary of investigation into cattle shipped to U.S. that did not meet
the requirements of the U.S. Import Rule

On August 3, 2005, one shipment of cattle from Canada was slaughtered in the United
States (U.S.) that included an animal that was subsequently determined to be
approximately one month over the 30 month age limit for export eligibility. As a result,
this animal was not processed according to SRM removal requirements for animals over
. 30 months of age.

A shipment of 35 cattle from Ontario, which was certified for export on August 2,
included eight animals that were confirmed by the USDA as being pregnant at slanghter.
The shipment of pregnant animals is not a food safety issue, but the USDA rule prohibits
the import of pregnant animals. .

Canada was notified on August 9 that animals in the shipment were pregnant. The CFIA
immediately contacted the accredited veterinarian to review the situation and to conduct a
follow up investigation on the animals involved. Ear tags were traced to the farm(s) of
origin and producers contacted to confirm information. On August 18, during the course
of this investigation, it was confirmed that one of the animals was just over the 30-month
age limit for export to the U.S. The CFIA immediately informed the USDA, who
initiated a product recall because of concerns that product derived from this animal may
have been contaminated with tissues designated as specified risk materials which are
required to be removed from cattle over 30 months of age.

The U.S. BSE Rule specifies that only animals under 30 months of age are eligible for
importation. In their application of the Rule, U.S. regulators have determined that female
cows must not be pregnant. Accredited veterinarians certify that females are not pregnant
and that all animals in a shipment are under 30 months of age.

In keeping with international practises, the Canadian Food Inspection Agency (CFIA)
accredits private veterinary practitioners fo act on behalf of the Agency in various animal
health programs, including the export certification of cattle to the U.S. There are
presently over 2000 accredited private veterinarians in Canada, and of these,
approximately 200 are directly involved in the export certification of ive cattle. Before a
veterinarian is eligible to act on behalf of the agency, he/she must be licensed to practice
in the province in which he/she is working, and must have received formal training and
appropriate reference materials, including a manual of procedures, from a CFIA
veterinary inspector. The Accredited Veterinarian’s Manuat describes the activities and
rcsponsibﬂmes of the accredited veterinarian. Once training has been completed the
practitioner is eligible to enter into a formal contractual relationship with the CFIA in the
capacity of an accredited veterinarian. The contract is valid for three years and specifies
the conditions under which the practitioner agrees to perform various duties on behalf of
‘'the Agency, including ramifications of a failure to execute these duties. During the term
of the contract the work of the accredited veterinarian is monitored by the CFIA District

Veterinarian.



However, even though the accredited veterinarian is responsible for certifying that the
export requirements are met, meeting the requirements remains the responsibility of the
exporter, including that the animals meet the age limitations and health specifications of
the importing country. Once the accredited veterinarian has verified that the animals
offered for export meet the requirements of the importing country, formal certification
can be obtained from the CFIA.

Accredited veterinarians are kept abreast of changes in the export requirements through
regular contact with their supervising CFIA district office.

Accredited veterinarians, and the CFIA, take very seriously their obligation to certify
animals in accordance with the importing country’s requirements. The accredited .
veterinarian who certified this shipment has been suspended pending a formal hearing to
be held in September. Furthermore, the CFIA has suspended the issuance of export
certificates to the Ontario cattle exporter for shipment of ruminant animals to the U.S.
pending the ontcome of the investigation and the implementation of any remedial actions
necessary.

All accredited veterinarians involved in the export certification program were informed
about the U.S. import requirements before any certificates were issued. However, a
notice will be sent to all accredited veterinarians and exporters to remind them of their
responsibilities, including that there will be zero tolerance for any non-compliance with
U.S. import requirements, Farthermore, the CFIA will be enhancing monitoring of the
certification process with an audit-based verification system.

Over 64,000 Canadian cattle have been exported to the U.S. since the border was

* reopened in July, To date this is the only instance of an over-aged animal being exported
to the U.S. that Canada is aware of. With respect to the shipment of pregnant animals,
the CFIA is aware that five shipments made by an Ontario exporter contained pregnant
animals. Some of these animals were acquired in Quebec. Canada is also aware of one
shipment from Manitoba that contained two pregnant animals and this shipment remains
under investigation.

It is worth emphasizing that the export certification of beef and beef products is not a
function of the accredited veterinarian. In these cases, the meat exporter assumes
responsibility for meeting the requirements of the importing country, and the CFIA
assumes responsibility for verification and certification.

September 7, 2005
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Notice to Industry

EXPORTING CATTLE, BISON, SHEEP AND GOATS TO THE UNITED STATES
ROLES AND RESPONSIBILITIES

The Canadian Food Inspection Agency (CFIA) is reminding cattle producers, exporters,
accredited veterinarians and livestock transporters of their obligations when exporting cattle and
other live amimals to the United States. These groups must ensure that antmals presented for
export fully meet U.S, import requirements. By doing so, those persons involved in the
exportation of Canadian livestock may prevent potential trade disruptions that could arise due to
the export of non-compliant animals.

Export Certification

A Government of Canada Veterinary Health Certificate must accompany all shipments of live
animals. This certificate, which confirms that U.S."'s import requirements have been met, must be
completed and signed by a veterinarian accredited by the CFIA. Exporters and producers must
provide the accredited veterinarian with all the information necessary for him or her to carry out
this function. Producers, exporters and accredited veterinarians are r&cponsxble for ensuring the
accuracy of the 1nformauon presented on the certificate.

The export certificate certifies that:

» cattle and bison are less than 30 months of age, and sheep and goats are less than 12
months of age. Where possible, this should be determined using birth recoxds. Where
records are not available, the accredited veterinarian must determine ape based ona
dental examination; '

e animals are not pregnant,;

» animals have been born in the U.S. or Canada, or kept in the U.S. or Canada for at least
60 days prior to importation into the U.S;

» animals are free from any evidence of commumicable diseases and have not been exposed
to any such diseases during the 60 days preceding the inspection,; .

e animals are subject to Canada’s ruminant feed ban;

» sheep and goats have not tested positive for a transmissible spongiform encephalopathy,
such as scrapie, or be considered to pose a risk of such diseases; and

s animals are identified with official Canadian ear tags, which can only be removed by U.S.
officials at the port of entry or destination slanghter establishment. Cattle, bison, sheep
and goats that are exported for feeding in the U.S. must also be permanently identified by
branding.



Completed export certificates must be endorsed by an authorized CFIA veterinary officer.



Tramnsporting Animals

Once the export certificate has been endorsed by the CFIA and the animals have been loaded
onto a vehicle, the vehicle must be sealed by the accredited veterinarian using official federal
seals. The numbers from these seals must be recorded by the accredited veterinarian on the
corresponding export certificate. Shipments of animals from Canada will be refused entry into
the U.S. if these seals are missing, broken or do not match the numbers on the corresponding
export certificate. Sealed vehicles must move directly from the exporting premises to a U.S. port
of entry and from the port of entry to a designated slanghter establishment or feedlot.

NOTE: The Health of Animals Regulations require that animals be handled and transported in a
manner that prevents injury and unnecessary suffering.

Additional Requirements
In addition to an export certificate, a Declaration of Importation form must also accompany all
shipments. This U.S. government form is generally prepared by a customs broker.

The U.S. Food and Drug Administration (FDA) requires exporters of live animals intended for

* food use (i.e. slaughter) to provide prior notice before animals enter the .S, Prior notice must be
received and confirmed electronically by the FDA no more than five days before the arrival of
the animals and no fewer than two hours for animals arriving by road. In addition, Canadian
commetcial feedlots exporting live animals to the U.S. must be registered with the FDA.

For additional information:
www.inspection.ge.ca

o
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FSIS Monitoring and Enforcement of BSE Safeguards

This document details the successful monitoring and enforcement by FSIS inspection program
personnel of BSE safeguards implemented by establishments beginning January 12, 2004, FSIS
has exhaustively analyzed all noncompliance record (NR) from all federally inspected
establishments subject to BSE regulations. FSIS is confident that BSE reguiations are being
effectively enforced and that public health is being protected.

FSIS inspection program personnel are assigned to every federally inspected meat, poultry and
egg products plant in America. Under the Federal Meat Inspection Act, the Poultry Products
Inspection Act and the Egg Products Inspection Act, meat, poultry and egg products cannot énter
commerce without federal inspection. '

FSIS inspection program personnel use Pathogen Reduction/Hazard Analysis and Critical
Control Points (PR/HACCP) regulations to verify that written procedures for the removal,
segregation and disposition of Specified Risk Materials (SRM) are effectively designed and
executed. This is consistent with all food safety verification activities completed by FSIS
inspection program personnel, such as the cooking and chilling of products.

FSIS conducts ante-mortem and post-mortem inspection on 34 million head of cattle slaughtered
annually in federally inspected plants. FSIS inspection program personnel perform thousands of
inspection procedures each day to determine whether or not inspected plants are in compliance
with regulatory requirements. Bach time performance of a procedure results in a finding of
noncompliance with regulatory requirements, inspection program personnel document their
findings in the form of a NR and immediately take additional enforcement actions when
appropriate. '

‘These NRs indicate that FSIS regulations and immediate corrective actions by establishments are
effective. They are evidence that actions are being taken and the.public is and has been
protected. We carefully reviewed each plant response to ensure that facilities were following
agency procedures and that public health was protected.

The following chart is a distribution of the NR categories FSIS analyzed. The categories of the
analyzed NRs include handling and processing, recordkeeping and design flaws. Design flaws
were documented when plans at each federally inspected establishment did not meet all
regulatory requirements. Handling and processing flaws were documented for failure to fully
execute written procedures, such as inadequate sanitation during SRM removal. Recordkeeping
flaws were noted when the establishment failed to properly document the execution of the
establishment's plan.

The 1036 NRs were written from January 2004 through May 2005. Because all the NRs relate to
public health and food safety, all corrective actions were taken immediately. We are confident
that no SRMs reached consumers.
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These data demonstrate inspection program personnel took immediate action when they
determined that regulations were not being strictly followed. The analysis demonstrates public
health was protected. The number of enforcement actions associated with these non-compliant
findings is a testament to the skill and conscientiousness of 8,000 highly trained inspection
program personnel who are assigned to every plant in America and who examine each live
animal and each carcass to ensure that the U.S. food supply remains the safest in the world.

On January 12, 2004, the Food Safety and Inspection Service (FSIS) published new rules
enhancing its BSE safeguards in order to minimize exposure to BSE infective tissues and better
protect public health. These measures included:

* Banning from the human food supply all tissues that science tells us could be infective in
a cow with the disease. These are called specified risk materials (SRMs) and include the skull,
brain, trigeminal ganglia, eyes, portions of the vertebral column, spinal cord and dorsal root
ganglia of cattle aged 30 months or older, and the tonsils and the distal ileum, (a part of the small
intestine) of all cattle.

* Strict process controls for establishments using advanced meat recovery (AMR) systems
for cattle younger than 30 months of age since SRMs are prohibited from use in AMR systems;

* Banning non-ambulatory cattle from entering the human food supply;

* Holding the carcass of any animal chosen for testing out of the food supply until the test
is confirmed negative and;

* The prohibition of air-injection stunning of cattle.

Public Health Veterinarians perform or verify ante-mortem and post-mortem inspection on every
animal. These highly educated and trained FSIS veterinarians, along with formally trained
Consumer Safety Inspectors, are specifically assigned the responsibility for verification of the
development, implementation and maintenance of plant control procedures for the removal,
segregation, and disposition of SRMs.

Since these BSE regulations were issued, FSIS has implemented a number of programs to train
its inspection program personnel and help plants comply with new requirements. FSIS has issued
12 notices to its inspection program personne! detailing specific aspects of the regulations,
including BSE surveillance activities in cooperation with the Animal and Plant Health Inspection
Service (APHIS).
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Executive Summary

In June 2005, an inconclusive bovine spongiform encephalopathy (BSE) sample from
November 2004, that had originally been classified as negative on the
immunohistochemistry test, was confirmed positive on SAF immunoblot (Westem blot).
The U.S. Department of Agriculture (USDA) identified the herd of origin for the index cow
in Texas; that identification was confirmed by DNA analysis. USDA, in close cooperation
with the Texas Animal Health Commission (TAHC), established an incident command post
(ICP) and began response activities according to USDA’s BSE Response Plan of
September 2004. Response personnel removed at-risk cattle and cattle of interest (COL}
from the index herd, euthanized them, and tested them for BSE; all were negative. USDA
and the State extensively traced all at-risk cattle and COI that left the index herd. The
majority of these animals entered rendering and/or slaughter channels well before the
investigation began. USDA’s response to the Texas finding was thorough and effective.

Background of the Investigation

On June 10, 2005, USDA announced that the November 2004 inconclusive BSE sample
tested positive on SAF immunoblot. The SAF immunoblot was run at USDA’s National
Animal Disease Center NADC) upon the recommendation of USDA’s Office of the
Inspector General. Samples were sent to a World Organization for Animal Health (OIE)
reference laboratory for BSE in Weybridge, England, for confirmatory tests. Farm A,
located in Texas, was the suspected farm of origin for the index cow and was placed under
hold order on June 20, 2005 pending confirmation of the positive results and DNA analysis
of the herd. Weybridge confirmed the BSE positive on June 24, 2005, The carcass of the
index cow had been disposed of by incineration in November 2004. Caitle from several
units on Farm A were bled for DNA testing (a unit is a part of the business entity of a farm.
For example, a pasture on which a group resides may be a unit), Farm A was confirmed as
the farm of origin for the index cow on June 29, 2005, and an ICP was established in Texas
to coordinate the response. Removal of at-risk cattle from the index herd, and tracing of at-
risk cattle and CO! that had left the index herd, commenced immediately.

BSE Response Plan

The September 2004 BSE Response Plan outlines the necessary tracing and removal of at-
risk cattle and, in some cases, COI, in response to the identification of a BSE-positive
animal. Response personnel removed at-risk animals from the index farm and traced at-
risk animals and COI in accordance with the response plan.

Definition of At-Risk Cattle

At-risk cattle were cattle that were confirmed to be: part of the birth cohort; part of the feed
cohort; or progeny of the positive cow bom within 2 years prior to the positive test.
Response personnel removed at-risk cattle from the herd, euthanized them, and tested them
for BSE; all were negative.



Definition of Cattle of Interest :

It many cases, at-risk caitle could not be definitively identified. Response personnel then
analyzed herd inventories and herd records to identify a group of cattle that include all
potential at-risk cattle and any other cattle that could not be distinguished from at-risk
cattle. All of these cattle (at-risk cattle and any additional cattle as necessary) were defined
as COL COI that fell into the appropriate age range and could be part of the birth or feed
cohort were removed from the herd, euthanized, and tested for BSE; all were negative.

Definition of Feed Cohort

The feed cohort consisted of all cattle which, during their first year of life, were reared with
the positive animal during its first year of life and consumed the same feed during that
period. In the index herd, this definition applied fo cattle in any unit that were weaned and
fed with calves from the other units for a short period of time and then later retumed to
their respective units of origin from 1991-1995 (the range of years that could have
coincided with the first year of life of the index cow).

Definition of Birth Cohort

In most cases, it was impractical or impossible to definitively determine which caitle were
exposed to a feed source. Accordingly, response personnel used a birth cohort to determine
which cattle to consider at-risk. The birth cohort included all cattle born on the positive
animal’s birth premises within 1 year before or after the BSE-positive animal’s date of
birth,

Since the index cow was approximately 12 years of age, but an exact date of birth did not
appear in the herd records, response personnel used a potential age range of 12 years with 1
year added to each end of that age (age 11 to 13) to sufficiently cover the most likely age
range of the animal. In addition, if the positive animal moved from the birth premises to
any other premises during its first year of life, all cattle of less than 1 year of age that were
present on such additional premises were also considered to be at-risk. Using the age range
of the index animal, all cattle born on the index premises from 1990-1995 were part of the
birth cohort of the index animal.

Definition of At-Risk Progeny .

Since the index cow was not confirmed to have been exhibiting clinical signs of BSE prior
to her positive test results, the at-risk progeny as defined by the OIE were those offspring
that were bom within the 2 years prior to the positive test result. Those 2 years prior to the
positive test result would have included her calves from 2002, 2003, and 2004. According
to the owner, the index cow produced her last calf either in Fall 2003 or Spring 2004, and
the calf prior to that was born either in Fall 2002 or Spring 2003. Tracing activities
focused on these two calves as at-risk progeny.



Epidemiology Investigation of Index Herd: Farm A

Background

The index cow was an approximately 12-year-old yellow or cream-colored Brahma cross
that originated from Farm A located in Texas. The cow was sold through a livestock sale
on 11/11/04, purchased by an order buyer,.and was transported to a packing plant on
Monday, 11/15/04, ‘When the truck arrived at the packing plant during the late afternoon of
11/15/04, the index cow and one other were found dead on the truck and were transported
to a pet food plant later that day where they were sampled for BSE testing as part of the
enhanced BSE surveillance.

DNA analysis of blood samples taken from five of the six units of cattle that comprise
Farm A yielded four animals from two different units that were genetically related to the
index cow and confirmed Farm A as her herd of origin.

The herd on Farm A consisted of mixed breed beef cattle that are traditionally not used as
seedstock replacement animals. Market records and preliminary tracing indicated that most
animals that left the index herd either went to slaughter within a few days of sale or, in the
case of younger animals, entered into known rendering and slaughter channels immediately
following sale. There were only 11 cows identified during the investigation that were
traced from Farm A into other herds where they had been used as replacement cows.

The owner of Farm A raised this cow from birth and stated that the cow had never been off
the premises prior to its sale. She was marketed because of poor body condition (the
animal’s condition had not improved despite the early weaning of her 2003/2004 calf). The
owner stated that the cow had always been excitable and had fallen while she was being
loaded to go to the market, but that this was not unusual behavior for her in his opinion. In
addition there was a report of this cow being down in the alley at the livestock market on
11/11/04, but she apparently got up again and was able to be loaded onto the truck to go to
the packing plant. When questioned about any previous history of neurological signs in
cattle on the farm, the owner reported that no cattle on the farm had ever shown any
neurological signs, nor had there been any cases of rabies on the index farm.

Index Herd Census

Farm A consisted of 6 units (Units A through F) containing a total of about 217 adult cattle
and approximately 100 to 120 calves. Early in the investigation, response personnel
discovered that an additional unit belonging to the owner’s son and located adjacent to Unit
F could also contain COL This group, Unit G, contained 16 adult cattle and made a
seventh unit that became included in the investigation.

On 6/22/05, the first three of the original six units were sampled for DNA testing to
confirm the herd of origin of the index cow. Those first three units consisted of: Unit A
contained 62 head with some older cattle (more likely than the other units to provide a
DNA match); Unit B with 28 head (3-year-old unit); and Unit C with 25 head (2-year-old
unit). Two additional units were sampled for DNA. on 6/23/05; Unit D with 31 head and
Unit E with 30 head, both of which contained older animals.



The sixth unit, Unit F, containing 41 head, was purchased in 1993 from another source.
Because it did not have animals that were genetically related to the other 5 units, this unit
was not sampled for DNA testing. Unit F, and adjacent Unit G, contained COI because the
weaned heifers from those units were commingled and fed with weaned heifers from the
other units for a short period of time before they were retumed to their respective units of
origin. This practice of weaning and feeding together fit the definition of a feed cohort.

Progeny

The owner did keep some replacement heifers and, although he was relatively sure that he
had not kept any offspring from the yellow cow because of her excitable demeanor, DNA
analysis of the herd revealed several animals in the herd that may have been older offspring
of the index cow. 'While the owner sold 12 calves at the sale with the index cow on
11/11/04, her last calf was not in that group. According to the owner, the index cow’s last

. calf was born either in Fall 2003 or Spring 2004, weaned early, and sold through the
livestock market some time between February and October 2004. The calf prior to that
would have been bom either in Fall 2002 or Spring 2003 and was sold at the livestock
market sometime between January and December 2003.

Birth Cohort .

The owner of Farm A kept very few herd records; this made finding documentation on this
cow’s birth cohort difficult. The birth cohort, by definition, included all cattle born on the
positive animal’s birth premises within 1 year, before or afier, the positive animal’s date of
birth. The index cow was approximately 12 years of age in November 2004, but there was
no exact birth date in the herd records. A potential age range of 11 to 13 years was used to
sufficiently cover the animal’s most likely age. Using this range, all cattle bom on the
index premises between 1990 and 1995 were considered part of the birth cohort.

In lieu of the owner’s records, herd records from Veterinary Services’ Generic Database
(GDB) were used to compile a list of brucellosis calfhood vaccination (CV) tag numbers
from the index herd that corresponded to animals to be included in the birth cohort. There
were 121 animals identified through GDB as having been calfhood vaccinated on the index
farm between 1991 and 1994. The owner of Farm A did not calthood vaccinate after 1994.
Moreover, calfhood vaccinates include only heifers. Therefore, the list of 121 animals was
not a complete list of all birth cohorts. However the tracing that response personnel
conducted on other COI was designed to account for the remainder of the birth cohorts.

Feed Cohort :

Animals in Units A, D, and E, that were weaned and fed with the positive cow between
1991-1995, were already considered at-risk as part of the defined birth cohort. Animals in
Units B and C were 3-year-olds and 2-year-olds, respectively, and were too young to be
either birth or feed cohorts. Although Unit F was purchased separately and did not contain
animals genetically related to the other units, calves from Unit F were weaned and fed for a
short period of time with weaned calves from other uniis and all calves were later returned
to their respective units of origin. Since Unit F was not purchased until 1993, the feed
cohort consisted of those animals in Unit F that could have been weaned and fed with the
index cow in 1993 or 1994. Additionally, Unit G contained possible feed cohorts that
could have been weaned and fed with the index cow between the years of 1991 and 1995,
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Feed

The feeding regimen for the cattle in this herd consisted of natural pasture, hay, mineral
supplement, syrup tubs occasionally, and a breeder’s supplement (predominantly a name .
brand manufactured breeder’s cube). The Food and Drug Administration (FDA)
investigated all sources of feed and supplements used on Farm A. In-depth investigations
and site visits were conducted by FDA involving retail feed stores, feed manufacturers,
slaughter plants, renderers, and brokers. A more detailed account of the investigation is
contained in FDA’s final report.

Removal of Cattle from the Index‘Farm

Any animal still present within the index herd that could have been a possible birth cohort
or feed cohort of the index cow was targeted for removal as an at-risk animal. Units A, D,
E, F, and G, all of which were known to contain older animals, were inventoried.
Identification tags, tattoos, and brands were recorded, and all animals were aged based on
their dentition and any man-made identification. Cattle whose estimated age indicated that
they could have been part of the index cow’s birth or feed cohort were removed from the
herd, euthanized, and tested for BSE; all were negative.

Units B and C were exempt from the cohort removal process because they contained only
3-year-old and 2-year-old animals respectively. Although the DNA analysis of animals in
Units A through E determined that there were 2 animals present that could have been
offspring of the index cow, their estimated age by dentition revealed that they were not of
the appropriate age to be at-risk progeny. This verified the owner’s claim that he had sold
the index cow’s last two calves at the livestock market and they were not currently present
in the index herd. . .

After sorting by age, response personnel identified and removed the following numbers of
cows from the herd on 7/6/05: Unit A, 11 cows; Unit D, 11 cows; Unit E, 7 cows. The
same process was applied to Units F and G and the following numbers of cows were
identified and removed from the herd on 7/7/05: Unit F, 28 cows; Unit G, 10 cows.

Of the 67 animals removed from the herd as possible birth cohorts and/or feed cohorts of
the index cow, 42 were definitively identified as belonging to the birth cohort due to the
presence of a calfhood vaccination tag or tattoo that corresponded to the appropriate birth
cohort years. All 67 animals were euthanized on 7/6/05 and 7/7/05 and samples were
subsequently sent to USDA’s National Veterinary Services Laboratories (NVSL) for BSE
testing. All samples were run on the ELISA test and confirmed negative on 7/8/05 and
7/9/05. Upon confirmation of negative results, disposal of carcasses was completed by
burial in an approved landfill facility. The index farm was released from hold order on
7/11/05.

Tracing of Progeny

The 2003/2004 progeny of the index cow was known to have left the farm through a
specific livestock market sometime between February and October 2004, The 2002/2003
progeny of the index cow left the farm through the same market sometime between January



and December 2003, Response personnel leamed early in the investigation that animals
from the index farm were sold not only under the index farm owner’s name and that of his
wife, but also by other members of the owner’s immediate family. Additionally, there were
no herd records to indicate the gender of the two at-risk progeny. Therefore, market
records for February through October 2004 and January through December 2003 were
obtained for all calves sold both by Farm A’s owner and by members of his immediate
family; response personnel traced all such calves to determine their disposition.

With the index herd being composed of mixed breed beef cattle, the calves that lef the
farm were geneticaily unsuitable for use as replacement animals or for sale as breeding
stock, a fact that was confirmed by the trace work and the documentation of the final
disposition of the calves of interest.

Response personnel ultimately identified 213 calves of interest to be traced. Of these, 208
were confirmed to have entered known rendering/slaughter channels, 4 were presumed to
have entered rendering/slaughter channels, and 1 was purchased in cash through a livestock
market with no buyer name or contact information (this animal was classified as
untraceable. See Appendix 1). A calf was categorized as presumed to have entered
rendering/slaughter channels if it passed through at least one livestock market subsequent
to its original sale and could not be individually traced due to unknown resale date and new
backtag, but all calves resold matching that description during an appropriate date range
were purchased by known rendering/slaughter order buyers.

Tt was not possible to DNA test the calves that entered known rendering and slaughter
channels — most were of an age in which they were likely fo have been slaughtered prior to
the time of the investigation. There were no calves traced to farms outside of rendering and
slaughter channels.

Tracing of Birth Cohorts

Since there were essentially no records maintained on the index farm, it was necessary to
compile the list of known birth cohorts using bruceliosis CV tag numbers for this herd from
the period 1991 to 1994. The calves vaccinated during that time period were part of the
index cow’s birth cohort and tracing activities centered on finding those animals.

There were 121 animals whose CV tag number and/or tattoo included them as part of the
birth cohort. Of those 121 animals, 67 animals were definitively accounted for (42 were
found in the index herd, removed, and tested BSE negative; 25 were identified as having
left Farm A through the market system and were traced, 11 of those were reported
slaughtered, 13 were classified as presumed dead, and 1 was found alive, euthanized, and
tested BSE negative). Of the remaining 54 animals from the birth cohort, there may have
been several that died within the index herd, but the majority likely left the herd without
identification and would have been either re-tagged at the livestock market or consigned
directly to slaughter without identification. To account for these remaining birth cohorts,
all adult cattle that left the index farm since 1990 were traced as COL



Tracing of Cattle of Interest

The investigation revealed that many animals left Farm A, arrived at markets without any
identification tags, and were subsequently re-tagged at the market. Due to lack of farm
records, it is unknown which of these re-tagged animals may have belonged to the birth
cohort. As aresult, all animals that may have left Farm A since 1990 were traced as COL
Additionally, animals from the index farm were sold not only under the index farm owner’s
name and that of his wife, but also by other members of the owner’s immediate family;
therefore, cattle sold from the index farm by all pertinent family members were traced.

There were some older animals that left the index farm but were able to be excluded from
further trace work because they were known not o have been part of the birth cohort or
feed cohort of the index cow despite their being of the appropriate age. The index farm
owner’s late father had maintained a herd of cattle separate from the index farm but which
was added to the index farmin 1997. Complete herd test data and CV data from the GDB
was obtained for the father’s herd and those animals were excluded from the tracing
activities.

There were a total of 200 COI traced: 143 were reported to have been slaughtered (131 of
those were confirmed as having been slaughtered), 1 is known to have died previously and
was buried, 2 were found alive (1 was a known birth cohort that tested negative, 1 was
determined not to be one of the cattle of interest due to her young age), 34 were classified
as presumed dead, 20 were classified as untraceable. (See Appendix 1). Animals were
confirmed at slaughter using GDB slaughter testing data or the hard copies of slaughter
testing Form 4-54.

An animal was classified as presumed dead if records that could be used to advance the
tracing of the animal were exhausted or did not exist, and the age of the animal at the time
of the investigation was estimated to be at least 11 years old or older. Since the index herd
was not a purebred or seedstock operation, and animals leaving the herd were unlikely fo
be purchased as replacement cattle, standard industry practices indicated that most adult
animals that had left the herd would have been culled and slaughtered by the time they
were in this age group. Additionally, this age cutoff was arrived at through review of
market records and the specific years in which Farm A sold cattle through the market. An
animal was classified as untraceable if all records to advance the tracing of the animal were
exhausted or did not exist, and the age of the animal at the time of the investigation was
estimated to be less than 11 years of age (the animal, therefore, could not be presumed
dead).

Calculation of Minimum Estimated Ages

Throughout the tracing process, personnel used minimum estimated ages of the 200 COI to
evaluate whether those individuals could be old enough to be part of the birth or feed
cohort of the index cow. Since Farm A’s owner maintained no records on the ages of
animals, GDB data assisted in assigning minimum estimated ages. Animals that were
wearing brucellosis CV eartags could be aged quite accurately because the exact CV date
was recorded in the GDB and those animals would have been vaccinated between 4 to 12
months of age. The GDB also contained lists of individual eartags for all animals on the
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index farm that were included in complete herd brucellosis testing in 1991, 1993, and 1994,
Cattle included in those herd tests would have been at least 18 months of age at the time of
the test and their minimum age today could be extrapolated from that data. Finatly, the
GDB also contained livestock market testing data that could also be used to assign a
minimum age because the animal would have been at least 18 months of age on date the
earliest brucellosis market test was conducted. The minimum ages calculated for the cattle
of interest were used later in an analysis by USDA’s Centers for Epidemiology and Animal
Health (CEAH) to determine the probable disposition of untraceable and presumed dead
animals based on their age.

Trace Herds

Response personnel made every attempt to trace COI to their final dispositions (which, in
most cases, was slaughter), If an animal was traced to a herd owner and the owner could
not provide information that indicated that the animal of interest was not currently present
within his/her herd, the owner’s herds were placed under hold order pending a herd
inventory to determine whether or not the animal of interest had been retained. There were
eight herds identified as the last traceable location of the animal of interest and were,
therefore, subjected to herd inventories in an attempt to locate the animal.

When an animal of interest was located within a herd, the age of the animal was estimated
using dentition and any man-made identification. If the animal fell into the appropniate age
range to be a possible birth cohort or feed cohort of the index cow, the animal was removed
from the herd and tested. If an animal of interest was located within the herd and fell into
the appropriate age range to be a possible at-risk progeny of the index cow, the animal was
sampled for DNA testing.

Trace Herd 1

The owner of Trace Herd 1 was identified as having received one of the adult COI from the
index herd. Trace Herd 1 contained 909 head of cattle in multiple pastures and was placed
under hold order on 7/21/05. Upon completion of herd inventory, the animal of interest
was not found within the herd. A GDB search of all recorded herd tests conducted on
Trace Herd 1 and all market sales by the owner failed to locate the identification tag of the
animal of interest and she was subsequently classified as untraceable. The hold order on
Trace Herd 1 was released on 8/8/05.

Trace Herd 2

Trace Herd 2 was identified as baving received one of the adult COI from the index herd.
Trace Herd 2 contained 19 head of cattle on one pasture and was placed under hold order
on 7/25/05. The owner of Trace Herd 2 identified the animal of interest by her eartag while
he was feeding his cattle out of a bucket and individually penned her for inspection by field
personnel. While the cow was identified as one of the animals that had left the index farm,
her age by dentition was estimated to be only 5 years old, which was too young to have
placed her as part of the birth or feed cohort of the index animal. She was classified as
found alive but determined not to be one of the COI; the hold order on Trace Herd 2 was
released on 7/26/05.
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Trace Herd 3

The owner of Trace Herd 3 was identified as possibly having received an animal of
interest. The herd was placed under hold order on 7/27/05. The herd inventory was
conducted on 7/28/05. The animal of interest was not present within the herd, and the hold
order was released on 7/28/05. The person who thought he sold the animal to the owner of
Trace Herd 3 had no records and could not remember who else he might have sold the cow
to. Additionally, a search of GDB for all cattle sold through the markets by that individual
did not resunlt in a match to the animal of interest. The animal of interest traced to this herd
was classified as untraceable because all leads were exhausted.

Trace Herd 4

The owner of Trace Herd 4 was identified as having received one of the COI through an
order buyer. Trace Herd 4 was placed under hold order on 7/29/05. A complete herd
inventory was conducted on 8/22/05 and 8/23/05. There were 233 head of caitle that were
examined individually by both State and Federal personnel for all man-made identification
and brands. The animal of interest was not present within the herd. Several animals were
reported to have died in the herd sometime after they arrived on the premises in April 2005.
A final search of GDB records yielded no further results on the eartag of interest at either
subsequent market sale or slaughter. With all leads having been exhausted, this animal of
interest has been classified as untraceable. The hold order on Trace Herd 4 was released on
8/23/05,

Trace Herd 5

The owner of Trace Herd 5 was identified as having received two COI and was placed
under hold order on 8/1/05. Trace Herd 5 is made up of 67 head of cattle in multiple
pastures. During the course of the herd inventory, the owner located records that indicated
that one of the COI, a known birth cohort, had been sold to Trace Herd 8 where she was
subsequently found alive. Upon completion of the herd inventory, the other animal of
interest was not found within the herd. A GDB search of all recorded herd tests conducted
on Trace Herd 5 and all market sales by the owner failed to locate the identification tag of
the animal of interest and she was subsequently classified as untraceable due to all leads
having been exhausted. The hold order on Trace Herd 5 was released on 8/8/05.

Trace Herd 6

The owner of Trace Herd 6 was identified as possibly having received an animal of interest
and was placed under hold order on 8/1/05. This herd is made up of 58 head of cattle on
two pastures. A herd inventory was conducted and the animal of interest was not present
within the herd, The owner of Trace Herd 6 had very limited records and was unable to
provide further information on where the cow might have gone after he purchased her from
the livestock market. A search of GDB for all cattle sold through the markets by that
individual did not result in a match to the animal of interest. Additionally, many of the
animals presented for sale by the owner of the herd had been re-tagged at the market
effectually losing the traceability of the history of that animal prior to re-tagging. The
animal of interest traced to this herd was classified as untraceable due to all leads having
been exhausted. The hold order on Trace Herd 6 was released on 8/3/05.
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Trace Herd 7

The owner of Trace Herd 7 was identified as having received an animal of interest and was
placed under hold order on 8/1/05. Trace Herd 7 contains 487 head of cattle on multiple
pastures in multiple parts of the State, including a unit kept on an island. The island
location is a particularly rough place to keep cattle and the owner claimed to have lost 22
head on the island in 2004 due to liver flukes. Upon completion of the herd inventory, the
animal of interest was not found present within Trace Herd 7. A GDB search of all
recorded herd tests conducted on Trace Herd 7 and all market sales by the owner failed to
locate the identification tag of the animal of interest. The cow was subsequently classified
as untraceable. It is quite possible though that she may have died within the herd,
especially if she belonged to the istand unit. The hold order on Trace Herd 7 was released
on 8/8/05,

Trace Herd 8 ’

Trace Herd 8 received an animal of interest, which happened to be a known birth cohort of
the index cow, from Trace Herd 5. Trace Herd 8 consists of 146 head of cattle that were
placed under hold order on 8/4/05. A herd inventory was conducted, the birth cohort was
found alive in the herd, and she was purchased and euthanized. The hold order on Trace
Herd 8 was released on 8/4/05. The cow was sampled on 8/5/05 and BSE tested by ELISA.
at NVSL. Results were negative (as reported on 8/6/05); carcass disposal was completed
by alkaline digestion.

Analysis of Data on Presumed Dead and Untraceable Animals
CEAH performed an analysis of the minimum estimated ages of those COI that were
classified as either presumed dead or untraceable to determine the likely disposition of

those animals based on their ages. Moreover, CEAH performed an analysis of thp likely
disposition of the one calf that was classified as untraceable during the investigation.
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Appendix 1 - Final Trace-Out Diagram

Trace-Outs: August 24, 2005

{Final)
200372004 calf
“Traced all catile that
|=f Farm Asince 1250 calves
{213 total)
20022003 call
Farm A
all cattie™

(200 total)

Birth Cohart/Feed Cohorts:

Total known = 121

Mumber found In Index hergd =42
Number known to have left herd = 25

{11 slaughtered, 13 presumed dead,
1 found alive — iested negative)
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FoA U.S. Food and Drug Administration ~ <¢:

CENTER FOR VETERINARY MEDICINE

Report on Food & Drug Administration Dallas District Investigation of
Bovine Spongiform Encephalopathy Event in Texas 2005

Executive Summary:

On June 24, 2005, USDA informed FDA that a cow in Texas tested positive for Bovine Spongiform
Encephalopathy (BSE). Information provided by APHIS was that the BSE positive cow was bomn and
raised in a herd in Texas and was approximately 12 years old. The animal was sampled for BSE at a
pet food plant in Texas on November 15, 2004, as part of USDA’s enhanced surveillance program.
The animal was disposed of by incineration and did not enter the human food or animal feed chains.
Although the positive animal posed no risk to the animal feed supply, FDA, APHIS, the Texas Animal
Health Commission (TAHC), and the Texas Feed and Fertilizer Control Service (TFFCS) conducted a
feed investigation with two main objectives. The first objective was to identify all pretein sources in
the animal's feed history that could potentially have been the source of the BSE agent. The second
objective was to verify that cattle leaving the herd after 1997 that were identified by USDAJAPHIS as
animals of concern (e.g. progeny and feed cohorts), were rendered at facilities in compliance with the
regulation (21 CFR 589.2000) that prohibits most mammalian protein in feed for ruminants that
became effective August 4, 1997 (herein called BSE/Ruminant Feed rule).

The feed history investigation identified 21 feed products that had been used on the farm since 1990,
These feed products were purchased from three retail feed stores and had been manufactured at
nine different feed mills. The investigators visited these establishments to collect information on
formulations, shipping invoices, and use of ruminant meat and bone meal (MEM) on the premises
both pre-1997 feed ban and post-1997 feed ban. This investigation found no feed products used on
the farm since 1997 that had been formulated to contain prohibited mammalian protein.

The investigation identified one feed which contained an animal protein source that could not be
identified. The investigation also found one feed mill that supplied feed to the farm that had used
ruminant MBM in feed formulations for non-ruminant species after the ESE/Ruminant Feed rule went
into effect, which is permitted under the rule, and that several feed mills had used ruminant MEM in
feeds prior to the feed ban. Although the investigation did not identify a specific feed source as the
likely cause of this animal's infection, it is probable that the most likely route of exposure for this
animal was consumption of an animal feed containing mammalian protein prior to the implementation
of the BSE/Ruminant Feed rule in 1997,

The investigation into the disposition of herd mates from this farm involved visits to nine slaughter
plants and eight rendering plants. The investigation found that all rendering plants were operating in
compliance with the BSE/ruminant feed ban regulation. A review of the inspection history of each of
these rendering firms found no violations.

Background of Investigation:

When notified on June 24, 2005, FDA Headquarters and Dallas District management officials
immediately began making contacts with their Federal, State and Local counterparts to plan for and
initiate follow-up investigational activities to determine the feed history in this herd and to assure the
safety of the animal feed supply by evaluating current and historic compliance with the BSE/ruminant
feed ban rule.

APHIS established a joint Incident Command Post and FDA Dallas District staffed this post full ime
with a Supervisory Investigator charged with coordinating activities between FDA, APHIS, TAHC and
TFECS. Coordination conference calls were set up with all Federal and State agencies involved in
the investigation to keep everyone apprised of investigational developments.

Animal Tracing Activities and Renderer Follow-up Inspections:

One of APHIS' primary objectives was to identify and trace the animals of interest (animals of interest
would include any animals which could have been potential birth cohorts or feed cohorts of the index
animal, or potential offspring of the index animal within the two years prior to the positive diagnosis)
from the index herd. This objective included the identification of points of sale and ultimately the



actual slaughter facilities for animals of interest that left the farm. As the trace information was
developed, APHIS shared this information with FDA. Further information on animal of interest
ideniification and fracing can be found in the USDA Texas BSE Final Epidemiology report.

APHIS identified nine slaughter establishments receiving these animals of interest. Eight of the
slaughter establishments were located in the State of Texas and one was located in the State of
Georgia. Dallas District Investigators notified USDA/FSIS of our plans to visit each slaughter
establishment to identify rendering facilities receiving materials from these slaughter establishments
during the timeframe they received animals of interest. Dallas District also issued an assignment to
Atlanta District to visit and inspect the one slaughter/renderer establishment located in the State of
Georgia.

Eight renderers and one protein source broker were identified as receiving materials from these
slaughter establishments. Each rendering facility identified was inspected for current compliance with
the mammalian protein feed ban rule. Each firm's operations during the period of time of receipt of
these animals post 1987 were evaluated from a historical viewpoint and no evidence of
noncompliance was detected.

In all, FDA visited nine slaughter facilities, eight rendering facilities and one broker of these materials.
All facilities inspected were found to be in compliance with the BSE/ruminant feed ban rule

Following is a graphical representation of the animal product follow-up work performed.
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Feed Investigation:

As information was leamed about the index herd, FDA Investigators working with TAHC officials
conducted multiple interviews with the producer of the animal regarding possible feeds, feed sources,
animal husbandry practices, and other events which may have changed normal feeding practices
over the course of the index animal's life in the herd and any other information which may have been
helpful in identifying the possible sources of feed for this animal and herd. FDA corroborated this
information through interviews at the retail feed supply stores where the producer purchased feeds.

Follow-up at these retail feed supply stores identified 21 possible feed products the producer may
have used during the history of the herd. Fifteen purchased feed products were identified, along with
hay, native grass, rice straw, soybean meal, milk replacer/colostrum and bagged com. These
products were identified as originating from nine different manufacturers. Each of these
manufacturers was inspected by FDA Dallas District and TFFCS Investigators.

Feed manufacturers were located throughout the State of Texas. An assignment was also issued o
another FDA District to visit a Corporate Headquarters facility in an effort to review archived feed
formulations and labels. During each of these inspections, the firm's current compliance with the



BSE/ruminant feed ban rule was evaluated and attempts were made to determine the protein sources
used in feeds on the index farm. Many of the feeds investigated were manufactured and used prior to
the implementation of the BSE/ruminant feed ban rule in 1997. Feed products of particular interest
included any which may have contained a protein source and the primary focus was on identifying
any possible mammalian protein source material in those feed products. We found that ruminant
feeds that had contained mammalian meat and bone meal (MBM) prior to the BSE/ruminant feed ban

_rule had been discontinued or reformulated upon the implementation of these rules. There is no
regulatory requirement for a feed mill to archive formulations for that length of ime, so in those
instances whera an actual formulation could not be obtained, experienced employees of the firms
were interviewed and their recollections recorded.

Of all the feeds in use by the producer since 1897, none were discovered to have contained
prohihited material {mammalian protein). Since the age of the index animal was determined to be
approximately 12 years, investigating and reconstructing a feed history over such a long period of
time is challenging. This ranch is a beef cow-calf operation and minimal feed records were
maintained. Due to the nature of this investigation, it is difficult to determine what feeds were In use at
specific times and what the formulation of those feeds were at the time they were fed. A feed history
was developed through interviews with the prodiicer and other farm personnel since they did not
maintain any feed history documentation. Interviews with personnel at retail establishmenis disclosed
incomplete records and cash sales that did not always identify the purchaser. Dallas District
investigated any and all feed ingredients that were identified as being fed or potentially fed over the
course of the Jast 15 years of this herd’s operation. Feeds discovered during this investigation with
potential mammalian protein sources are as below:

e One feed, used prior to 1996, before the implementation of the feed ban, was suspected to
contain mammalian meat and bone meal, but this could not be confirmed as no formulation
records were available.

e The producer recalled using a particular feed speradically during the 1980's and 1990's,
however, he could not remember the hame or manufacturer of the feed and had no records
identifying the product. Itis not known whether this feed contained an animal protein source,
Attempts to identify this feed through interviews with retail sources were unsuccessful.

¢ The producer idenfified one feed product that has been used since the year 2000 which
contains fish meal as a protein source. Further investigation revealed that this product had
contained mammalian meat and bone meal pricr to 1997, but that it had been reformulated at
that fime using fish meal fo replace the MBM.

A tabular representation of the feed inspection follow-up activities is presented below:

[Feed Dates of Use Protein Source |Current BSE |BSE
Inspection |Compliance
History
Feed #1 - 1980's - 2000 Unknown - Unable |N/A N/A
Range Meal to determine actual
manufacturer, no
records available
from producer
Feed #2 - High |2001 to present |Feather meal BSE BSE Compliant
Protein Starter Compliant .
Feed _
Feed #3 - High [|~1995 - 2001 Feather meal BSE BSE Compliant
Protein Starter Compliant
Feed
Feed #4 - Prior to 1990 Cottonseed meal [jBSE BSE Compliant
Cottonseed Compliant
cake
Feed #5 - Early 1980's - Cottonseed meal |BSE BSE Compliant
Cottonseed 1990's Compliant
cake : -
[Feed #6 - 2001 to present  |Feather meal BSE BSE Compliant
imiter Compliant
Feed #7 - Creep |Prior to 1970 Likely feather meal|N/A NIA
ellets - no formulation
could be obtained :
|Feed #8 - Lick |Since 2000 MBM prior to 1987 [BSE BSE Compliani
I(ub Fish Meal since  |Compliant



| 1997
Feed #9 - Continuously Cottonseed meal |BSE BSE Compliant
Cottonseed Compliant
meal
Feed #10 - Continuously Feather meal BSE BSE Compliant
Range Gubes |since 1990 Compliant [1]
Feed #11 - Continuously Minerals; calcium -|BSE BSE Compliant
Sulfur Salt Block all non-animal Compliant
derived
Feed #12 - Lick {Continuously Feather meal BSE BSE Compliant
b since 1995 Compliant
Feed #13 - Beef |Prior to 1996 Priorto 1997, BSE Same
Supplement suspect MBM - Nof|Compliant manufacturer as
able to confirm, no Feed #10[1]
formulation
available
Feed #14 - Continuously Minerals; calcium -|BSE BSE Compliant
Mineralized Salt |since 1998 all non-animal Compliant
" |derived
Feed #15 - Since 2000, Soybean meal NIA N/A
Soybean meal _|sparingly
|IFeed #16 - Com |Continuously Corn N/A N/A
eed #17 - Rice |1996, during dry |Rice straw N/A N/A
traw year
[Feed #18 - Hay |Continuously Hay N/A N/A
[Feed #19 - Milk |Since 2000, Dehydrated N/A N/A
Replacer linfrequentuse  |colostrums, whey
Feed #20 - Continuously Native grass N/A N/A
Grass
Feed #21 - Since 2000, Soybean meal N/A N/A
Soybean meal _|sparingly

Dallas District previously documented one incident of the accidental addition of mammalian protein to
a fead that was to be used for cattle at this facility. This incident was isolated to the manufacture of
one lot of a custom catile feed: A cross contamination error resutted in mammalian meat and bone
meal being accidentally included in a feed. The error was detected soon after production. The firm
acted swiftly in recalling the product and purchasing the animals that had consumed the feed. No
products entered the human food or ruminant feed chain.

Dallas District Compliance History with BSE Feed Ban Rules:

Prior to 1997, feed manufacturers were not required to differentiate between protein sources used in
ruminant and non-ruminant feeds, For a pericd of ime following the implementation of the
BSE/ruminant feed ban rule, some feed manufacturers continued ta use both prahibited material and
non-prohibited material within the same facility, employing separation and cleanout procedures to
minimize cross-contamination. Although the regulations allow this practice, the potential for cross-
contamination of ruminant feeds is greater. Most feed mills have found this practice to be difficult and
have abandoned this practice.

Since the implementation of the BSE/ruminant feed ban rule in 1997, Dallas District and its State
partners have inspected every known or registered feed manufacturer lacated in the states of Texas,
Oklahoma and Arkansas. Further, every rendering operation and feed manufacturer actually
processing with prohibited materials has been inspected annually. The compliance rate of the
industry has been excellent.

Results:

In total FDA, along with TFFCS, conducted 33 inspections, investigations and interviews of the
producer, retail feed establishments, feed manufacturers, corporate headquarters, slaughter facilities,
renderers and a protein source broker. The FDA Dallas District follow-up to this incident resulted in
the coordination of efforts of multiple Federal and State agencies. This reportis the physical output of
many hours of research, planning and coordination. All of the inspections conducted conﬁm_led the
feed manufacturers and rendering operations to be in compliance with the current BSE/ruminant feed

ban rule.

Dallas District conducts annual inspections of all feed mills and rendering facilities who handle, use or



produce PM for feed use. Inspections performed since the initiation of the BSE/ruminant feed ban
rules in 1897 have confirmed a high degree of industry wide compliance with these important
safeguards. The district also routinely coordinates and shares information regarding feed inspections
with the TFFCS who are also responsible for the evaluating feed ban compliance in the state of
Texas.

Food and Drug Administration
August 30, 2005
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