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Executive Summa 

Resusts in Brief Since 3990, U.S. 
an interagency effort to monitor 
), widely known as "mad cow 

disease." Centr testing of cattle in a high-risk 

of a BSE-infected animal in 
Decembcr 2003, its surveillai~ce program to 

2004 had been to year; under the cxpanded program, 
s to be tested in a 12 to 18 month 

determine whether the surveillance 
cember 2003 discovery of BSE was 

expanded program will accomplish 
s actually present in the population 

This is the first 
evaluation of ti 
evaluate the first 
General Co~mnerats 
surveillance plan prio y o i  thc BSE-infected cow. Om 
evaluation of the sec 
implementation of the 

interviewed U 
s and issues as it moves forward with 

U .S. cattle as a whole. However, we 
concluded that se erent in the sampling plan need to be 
clarified so that and U.S. trading pastners understand 
what the results o 
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Inspection Service (FSIS), Of the 680 cattle FSIS condemned for CWS 
04, we could validate that only 162 

priority population has not been 
Public health and State veterinary 
submit rabies-negative sampIes for 

ma1 mechanism in place to enswe 

pgise the largest component of the 
e most difficult to identify, obtain, 

ze low risk carcases as "high risI.2' 

2004---over 30 months of age. This 

cattle may not be s 

We are recommending implement rraawagelraent controls to 
ensure that all hi ding those that test negative for rabies, 
those condeme s, those that die on the f m  from 
unknown causcs as "'adult9' according to a sta~~dard age 

accordance with USDA policy and the 
2004 Sksrcicillanc 

We found cases in which test samplers 
provided inaccurate or incomplete 

infomation on the s. We found other cases in which some 
animals that had b n-hi&-&& symptoms as diarrhea and 
imer ear infection HIS' count of samples for the purpose 
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smveillmce program's database was the result of misentries. This database 

Recommendations 
In Brief 

was the sotarce of &# 

We are r e c o m e  
management infor 
under the expmde 
APHIS implement 
ed~ance its manai 
program's effectivl 

Federal laboratori 
plants and contrac 
will increase as t /j 
sample taken. 
contract speci 
Government is 

United States. 
moves forward 
program. 

This audit was coosdid 

provided false i~fog$atid 
cow. h additid 

Iowa. OIG 
displaying pos 
results af these i 

We are recommem 
made in designing 
exist in the data i 
in~plement managel 
including those that 1 

illance achievements. 

edite its development of a new 
and report its accomplishanents 
We are also recommending that 
d a continuous risk assessment to 

nce program and better assess the 

004, APHIS did not have standard 
consistent performance from non- 

gements and charges from meat 
ling services. Use of these entities 

~rogam expands. Past arrangements 
tors were made on a regional basis, 
in costs ranging from $0 to $100 per 
'HIS should impose a standardized 

iwork required and the costs the 

ew, if not corrected, may negatively 
overall BSE surveillance program, 

ssments and progxam evaluations, and f regarding the prevalence of BSE in the 
~allenges USDA needs to address as it 
I af its expanded BSE surveillance 

Iffice of Inspector General's (OIG) 
lcted two investigations to determine 
bf the slaughter establishment misled or 
; the identification of the BSE-positive 
: procedures used by USDA and 'she 
he integrity of the brain tissue sample 
ough delivery to the NVSL in Ames, 
circumstances surrounding the animal 
 at had not been tested in Texas. The 

reported wader separate cover. 

fully disclose tile zissumptions ha t  it 
and that it clarify the limitations that 

e are also recommending that APHIS 
erasure that all high-risk animals, 

negative for rabies, those that are condemned for 
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CNS symptoms, those that die on the farm from u~aknown causes, and those 
classified as "'adrr 
and tested in accor 

We are reconmen 
to track and repo 
progrm. We are 
measures and a cc 
surveillance progr 

Finally, we are rec 
perform BSE tesi 
plants and contra6 
written agreema 
performance, and 

ard age requirement, are 
y and the 2004 Surveillant 

te its development of a ncp 
under the expanded sur 

at APHIS implement perl 
t to enhance its managemt 
program's effectiveness. 

State contract laboratories 
eillance program and for 
samples, APHIS develop 
c provisions for respon 

N s: 
veil 
fom 
:nt c 

tha 
all 

and 
sibi 

ystem 
lance 
n ance 
sf the 

it will 
meat 
enter 
lities, 
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Abbreviations Used in This Report 

APHIS 
N I C  
BSE 
CALS 
CFR 
CYD 
CNS 
ELlSA 
FSIS 
FY 
GAO 
R Su'scommittee 
NAHMS 
NASS 
NVSL 
OIE 
016 

SOP 
TSE 
USDA 
VS 
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Background and 064 
Background Bovine Spongi 

disease," is a 
system (CNS) of c 
in cattle since the 
belongs to the 1 
encephalopathy (' 
diseases have a Dr 

or aggression, abr 
weight despite co 
animal, 

The Animal arac 
interageinc y effor 
sampling the brai~ 
samples include 6 
cattle condemned 
submitted to pub1 
adult cattle that di 
b ra i~s  had been e, 

The United 

Service (FSIS) and the : 
the surveillance program 
animals displaying CN 
slaughterhouses and wc 
warranted. 

The goal of 
animals to "aallo 
per million in th 

APHIS surveillance programs operate under the a 
F m  Securi@ and Ruxal Investment Act of 2002 (24 
division 
animals, 

APHIS 
produc 

that 
:tS, i 

SE), widely k~o'o.m as "mad cow 
:ase affecting the central nervous 
have been more than 180,000 cases 
esed in 1986 in Great Britain. BSE 
3wn as transmissible spongifo~m 
.hich are not hl ly  known. TSE 
od of months or years and result in 

illness, which is always fatal. 
temperament, such as nervousness 
d milk production, or loss of body 

e is no test to detect BSE in a live 

ection Service (PIPHIS) leads an 
Its monitoring prowam includes 

br traces of BSE. These surveillance 
hibiting s i p s  of neurological disease, 
)10gica1 reasons, rabies-negative cattle 

and 
eptember 30,2003, over 5'7,000 cattle 
[her foms s f  TSE. 

weillance program for BSE in place 
era1 and State regulatory veterinarians 
IE. The Food Safety and Inspection 
g Administration are also involved in 
e 1, 2004, FSIS inspectors condemned 
during ante modem inspections at 

to notify APHIS when testing was 

~eillance program was to test enough 
1 % ~  exists at a level of one or more cases 
ulation." The prevalence of classical 

Health Protection Act that became a part of the 

animal diseases, and by n~cmnitoring and promoting a. 
veterinarian-in-charge (AVHC) to meet animal health n w  a ~ocamve l  and sY ,me as a liaison between the State and 
Federal Govement. 

USDPalOIG-M5040 1 -9-KC Page 1 
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Creutzkldt-Jakob disease (CJD), a TSE disease occurring irs l~umars 
one in a million wor'sdvsride. It has 
encephalopathies also might occur 

relatively sanalB gr he population as a whole, 
ust be bascd on a representative 

ize, sucla as a random sample. 
f the sample, the conclusions 

f a confidence level. The United 
approximately 45 million. To be 
a random sample of an adult cattle 

etectable BSE occurs at a rate of one 
the U.S. Deparkment of Agriculture 

st nearly 3 million animals. 

However, USDA duct a more efficient survey if 
i t  focused on the le-nor~a~nbulatorqr cattle and 
adult cattle with nsistent with BSE. This 

Because there ar number of nowambulatory cattle in the 
5,000 per year based on a survey 
on of Bovine ~ractitioners.' APHIS 

further assume 
SDA to be 95 percent confident that 
E if 45 animals within the targeted 

population of 195,000 the discasc, APHIS calculated that it 
needed to test 12,500, 

the United States, 2003 

On December 2 of Agriculture announced that a dairy 
cow in the State mplive positive for BSE (the 
test was later co ent took steps to contain the 

ntified herds, recalling meat 
and issuing a nmbe r  of regulatory 

FSIS declared as ain beef tissues (the brain, 

Brown, et al., "Bovine spongifom encepfialopath Idt-Jakob disease: background, evolution, and 
current concerns." Emerging Irafectious Diseases, 20 
4 Hamen and Bridges, "A s or non-progressive neurolog~cal 
signs compatible with a TSE Bovine Practitioner, 1999. 
5 9 CFR 3 10.22(a) deilnes S rd, vertebral co%um (excluding 

U$DNO3[G-A/50601-9-KC Page 2 
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skull, eyes, etc.) and their products and banned these prohcts fsom the 

highest- 
animals 
normal, adult cattle. 

In its BSE Surveillance 11 
number of high-risk catt 
ahan double its ori&al 

concluded it wo 

hman  food supp 
redesigned its surv 

On March 15, 
surveillance effor/ 

On February 2, 21 
that concluded ''3 
case confoms to 
the face of the lir 
America." Also, 
the USDA sunreil 
have incorporated 
where relevant to ' 

to the positive BSE test, USDA 
and testing for BSE. 

On December 30 announced that an international 
sciea~tific review naI Review Subcommittee (IR 
Subconamittee) s and Poultry Disease Advisory 

tigation surrounding the case of 
nsider the scope of policy options 

s the BSE situation that existed in 
the Ua-Lited States orth American context, 

unced the details of its expanded 

out 268,500 high-risk animals to be 
of tkse  268,500 cattle had detectable 

nfident that it could detect BSE if its 

s partly or wholly condemned at slaughter by 
DS. and data collected bv APHIS through the 

the vertebrae of the tail, the transverse processes of 
dorsal root ganglia (DKG) of cattle 30 months of a~ 
the distal ileum must be achieved by disposing of the 

The 446,000 figure comes from &ree sources: FSI 
FSTS, APllIS 2002 data for animal disease investiga 
National Animal Ileal;& Monitoring System on the n u w a n d  cau f deaths on farms (1996 d&a for beef bre;ding; 
2001 data for dairy). 

USDNOIG-M5060 1 -9-KC Page 3 
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program was to detect BSE even if there were only five detectable cases in 
the entire count ,000 apparently normal 
animals would co ts that handle about 86 

h year* The carcasses 

chain until test res were negative for BSE. 

tes that its pse-2004 pIm was in 
accord wit"nndi ational des Epizooties (OIE), an 

ed in France, and that its new 
plan has the snppo 

in fiscal year (FY) 2004 (i-e., by 
increased testing on Jrme 1,2004. 

laboratory, the Natior~al Veterinary 
Sewices Laborato , Iowa; and a network of 12 contract 
laboratories aroun 

APHIS amended al Regulations (GFR)~ to provide 
and tissue samples from "listed" 

facilities must provide space 
colIectHon of blood and tissue 

S contrdctoss to take the samples 
r, USDA plans to help defray costs 

for sucln items 
believed that it would be in the best 

for BSE testing only from 
those establishments th 

Our obj ectives were to BSE s~sweillance progam 
agement controls in place at the time 

e were adequate; and 2) whether the 
lash its intended objectives 

In the BSE Surveillance Plan, dated March 15, 2 tes this 6.2 million based on NASS data (pages 
10-1 4). It is consistent wit inspection in 2002 per Table 7-13 of NASS 
publication Agricultural Statistics 2003 (equals 2, s 3,051,000 other cows plus 598,000 bulls and 
stages). 
8 Comments about USDA's s to the Deputy Adwfistralor 
of APHIS' VS from officials 
9 9 CFR 71.21. as amended March 4, 2004. The GFR A access to collect samples on farms, feedlots, 

Objectives 

USDA/81G-A./5068 1 -9-KC 
OFFICIAL DRAFT 

Page 4 



Findir 
Section 48. 
Questions and G 

On March 15, 20 ion with FSTS and the Food and 

ording to the plan, 'This is a one- 
population in the United States and 
ent in the population and if so, at 

f this &fort over this period and 

APHIS has target 
disorders of the c 
that die on the es) because it has detemined that 
these cattle are BSE. Cattle that are considered 

tests from a se 
conclusions on1 y 

nd a high-risk population of 446,000. 
from APHIS' own National Animal 

We reviewed the statisti the BSE san~pling and testing program 

conclusions statcd as 
implernentati on plans 

BSE survcillmc ailable documents and interviews with 
various APHIS a 

USDNOIG-N5060 1 -9-KC 
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Finding 1 USDA Needs to 
Maximum Preva 

In its BSE susveilli 
GriticaB 
Ass urn1 
p. - -  -- ' d m  
e 

I 
4 
t 
B 

population 
with BSE, 

$umenPan4;e ~ P B W B  unk~~own causes. 
Will Result in from as many adu 3uestionaSPle 
Zsfirnates of BSE 18 months whil 

,3-eva!ence representation in 
BSE-detectable c 
of 20 1,000 sample 
rate of 1 positive i 
a total of at least 
detect BSE 

Our review found 
contained in the 
These critical as 
program's abili 
assun~ptions and 
prevalence of BS 

Unstated The BSE sampli 

Limitations in the 
Sample Selected known and equal, The 

in the population, the 
There are several season 

'O 9 CFR 

in the tar2 
nature of participa(ionf 

APHIS amended 

contractors to tak 
without cost to th 
that the sweillanc 
it will not enforce 
slaughter facilities. 

March 4, 2004 

Detecting and Measuring the 

ttle that died on the farm from 

population and states that if a total 
of sanlphing will detect BSE at the 

a 95 percent confidence level. Hf 
cted, this level of sampling will 

t confidence limit. 

y eornmua-Licated the limitations 
which the surveillance plan is based. 
ificant impact on the suwei llarmce 

ctives. Full disclosure of these 
a1 representations made of the 

tion is necessary so that tbc data will 
r U . S. trading partners. 

are not baed on known selection 
1 projections assume these are 

leetion probabilities differ across cattle 
ical projections will become. 
ilities are not equal for cattle 
ong which is the voluntary 
erers are not required to 
ons assme each animal has 

authority for APHIS to collect blood 
ter md rendering facilities. A listed 

s for collection of 
ust allow APHIS, F S I S ,  or APHIS 

this time, except for federally-inspected 
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While the volunt overrides the possibility of a truly 
es that randomized sampling is not 

sk population. According to 
s exists because the size md 

distribution of th approximated. This bias could be 
reduced if more pulation. Consequently, APHIS is 

o study the distribution of 
ave also stated that the effect of 
by the attempt to test all available 

ritten comments provided to 
tated that "'if no [BSE] cases are 

detected then the HIS] have that the disease is below 
on the assun~ptiom that the animals 
population as if they were randomly 

ing, and testing either a census 
II face signiGcant challenges 

As designed, these assume 
tkdt the selecti -risk cattle are known and 

ulation to those samples 
t tests all of them or a random sample 
that BSE will be dctected, and any 

y be unreliable. 

Unstated signed, emphasizes the confidence 

Limifafions in the SE, if it exists. However, the plan 
Confidence of one BSE case is detected in the target 
Projections aximum prevalence will be degraded. 

assmptiorns apply, the 99 percent 
confidence level ercent if one case of BSE cattle is 

confidence level falls to 68.6 percent; 
and with three c percent* Therefore, any conclusions 
made on the test n to the adult cattlc population may be 
less reliable than 

h written c o r n  04, APHIS officials stated 
of the tests, USDA will 

th major changes in the surveillance 
illance plan needs to be 

rewritten to c l a ~  

LJSDBIOHG-A15060 1 -9-KC 
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Unsta ted 
ikim8'tations in 
Obfajning a 
Geographic 
Represen fa ton of 
U.S. CafNe 

APHIS has developed sample allocations for each State to provide the 
~ple  collections. The estimates are 

Service (PUSS) s some assumed differences in dcakh 
ulations. However, APHIS views 

these allocatio~ls the numbers collected from some 
States are below t 
from other States alnate this data based on the total 
number of samp y the results to the U.S. cattle 
population, This the sample if APHIS tests more 
animals from som testing too few animals from other 

are not obtained. 

attk are frequently shipped across 
eHlng in adjoining States. Under 
, these cases generally would have 

here the slaughter or rendering plant 
was located. A ords show that some States, such as 

ially -~u2dersampled (a total of three 
samples in FU 2003) in r 

USDPJBHG-A15 060 H -9-KC 
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Unstated 
Recognition of 
Where BSE May Be 
Found 

Prior to June 1, we noted the sample collection process was concentrated iiz a 
few slaughter est ers iiz a few States. During 

isconsin, Georgia, Missouri, and 
ion's samples, yet these States had 

only about 17 pe m d  dairy cows. For example, 
n's adult dairy and beef cows, but 

ost 10 percent of the 
re 2). California collected only 
ifornia has over 12 percent of the 

Nation's adult dai 

n9s samples came from seven entities 
processor (dead, dying, disabled, and 
over 99 percent of the samples fronz 

their States. Nati submitted 51 percent of the samples; 

The suweillancc fied to explain that the data gathered 
cal representation of 

all the BSE-positive cattle are part of 
he Europeans detected about 290 cases 

OIG and APHIS 
cattle but that its much less than that 

cattle in iravernto~gi 

to the entire ad 
es all detectable BSE is limited to the 
ade by the Haward Center for Risk 
suggest tl~at the average detectable 
ne-eighth as much as high-risk cattle. 

kiSDPa/OIG-M5060 1 -9-KC 
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Unstated Limitations 
in Test ResuBts for 
Norma% Ca Me 

Unstated 
Limitations in 
Selecti~g a SmaN 
SampBe of Normal 

times larger than the targeted high-risk population (446,000). Thus, if the 
plan's statistical pr n with 99 percent confidence level) 

population, this c 
adults (5  x 118 x able eases in the 45 million adult 

the misconception that BSE will 

are accurate. Wo 

because the $is es (e.g., for elJery 8 clinically 

understate the ma 

estimated maxim SE is roughly 62.5 cases in 
normal adult cattl .5 + .88) BSE cases in 
nomal adult cattl 

am, testing of clinically normal adult 
al significance and may inadvertently 

ence rate in these animals, 
le size relative to the ext~aordinarily 
BSE in this population, and partly 

g USDA's BSE Suweillmce Plm, 
slaughtered for human consumption is 
protecting both humm and animal 
that a random sample of healthy 

be strongly considered to support the 

At the time of Is of how APHIS plans to conduct 

oEcia4s have ad ments on June 24, 2004, that they are 
ermine if BSE exists nor to statistically 
e rates in normal cattle. Instead, the 

al slaughter process." 

USBAIOIG-N50601-9-KC 
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Unstated 
Limitations in 
Estimatjng the She 
of the High-Risk 
Population 

Some Unstated 
Limitations in the 
Levels of Risk in 
Targeted Animak 

According to published documents, HEIIS officials staled that this 
cause tkrc disease has a very long 
target its testing of animals born 

before the feed ba 

APHIS may have er s f  adult cattle c6dying on farms 
from unknown ca sistent with BSIE." 

in the National Animal Health 
causes of death 

te the proportion of the high-risk 
related statistical projection. 

APHIS does not consider a risk- 
of BSE-positive animals. A 2001 
e United States imports millions of 
. According to the Haward study, 

been detected. 
nal surveillance in specific areas of 

the United States of origin, is not wananted, because 

ction under the 

As the surveillance pro rward and supportable data regarding 
ts are gathered, USDA should consider 

a risk assessment to resources towards an approach that 
can be dctected and is not prevalent in 

ssu~nptions made in the design 01 its 

of BSE in the Bl disclosure is necessary to avoid 
ize the Hlsk of misinteqrctation by the 

Agency Wespons 
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O!G Position. 

Recommendation No. 2 

how @HIS will continue to 
BSE sweillance plan if one or 

more States are unl eir sampling goals. 

Agency Respon 

OIG Position. 

Finding 2 USDA Faces 

ln8ehet-en t 
Probiems With 
Iden tieing the 
High-Risk 
Population and gnificant uncertainty regarding the 
Testing Sampies 
Need To Be 
Addressed 

s not inconsistent with BSE from 
hose diseases or uch lack of distinction may blur the 

the chances of detecting 

that can have an e surveillance program, if controls are 

d to target n o n m b u l a t o ~  cattle, cattle 
ing cattlc testing negative for rabies), 
with BSE, m d  dead cattle. We found 

that cattle conde r exhibiting CNS symptoms were not 
s from cattle testing negative for rabies 

1 1  Any meat or meat food product t a t  has been imp cannot be released for human consumption until 
it has been subjected to required treatment, such kg, cooling, or processed into a comnhuted 
(pulverized) or otherwjse ground product or processe 
12 Product that has ~assed  insaection because it has been &nd not Ifo be adulterated. 
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Cattle With CNS 
Symptoms Were 
Not AIways Tested 

13 Surveillance and Monitori: 

I )  insufficient monitoring of' slaughter data to ensure CNS animals were 

le to evaluate how successful 
APHIS will be in cattle that "died on the farm," 

infomation was c 

Cattle condcnme GNS symptoms were not always 
tested for BSE. 

nts and lack of coordination 
significant because there are 

h year with CNS symptoms and if 

ons In FSTS and APHIS inspection 
and sampling proc 

ce programs sl~ould focus on the 
ng clinical signs compatible with 

BSE. These cli 

Betwecn FYs 20 demned 680 cattle of a11 ages due to 
ould bc classified as adult. We could 
SE ('per APHIS records). 

md contacts wi 
there were wea NS animals by FSIS and in obtaining 

age 14) shows the low testing numbers 
for four of the e and the reasons tests were not taken. 

Page 13 
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Figure 4: Cattle Condemned .- Exceeded Cattle Tested, 2003-2084 

HIS when a cow was condemned for CNS. 
an 24 months of age. Records were not availablej 

We also identifi 

eondenmatioras si 

total), but its insp show that the cattle were condemned 
for CNS. The ins count of 35 may have included some 

CNS. He said there were only about 
five cattie conde ans in FY 2003. 

APHIS Veterinar esm No. 580.16, dated June 11: 1997, 

memorandun also state 
Safety and Inspection S the number of adult cattle (2 years of 
age or greater) con to CNS signs is much greater than 
the number whose ted for testing. It is essential that 

t cattle condemned for CNS signs as 

We could find 

that a14 animals condemned for CNS 
for BSE, regardless of $he age sf  the 

-KC 
OFFICIAL DRAFT 
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USDA Needs To 
herease Tesfing 
Rabies-Negative 
Brain Samples 

"  OF ]FYs 2002: 20( 
respectively. 

13, and 

samples, has not becn adequately 
s important to USDA's assertions 
nited States because rabies cases 

th BSE, and a negative rabies test 
diagnosed. Public health and State 
ot always submit rabies-negative 
s no formal mechanism in place to 
g. APHIS records showed only 
s have been submitted for BSE 

ejllance Plan states that CNS s j g s  
cases are the target population and those 

ed by the American Association 
an undetermined number of 
perform rabies testing. We 

les fiom 23 States during 
FY 2003 and Ero 2004 (through February 2004). We 

HIS had generally not 
these non-Federal laboratories to 

les for BSE testing. 

A NVSL official cases are one of the most important 
to work harder to get 

and rabies spp toms  are so similar. 
t have any authority 

We interviewed officia 
officials confirm 
APHIS for BSE 

were not submitt 
Officials &om W 

24 months; Wisconsin defined it as 30 
that they do not always have sufficient 

2004 Qthl-ough Febma 
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The following table shows the proportion of rabies-negative samples that 

Process for 
Obtaining Samples 
From Animak That 
"Died an the Farm" 
Has Not Been 
De weloped 

were not sent for oratories within the five States we 

vide$ us with any detailed plans on 
okmp will be obtained. 

We were unable 

use or  the inherent probIcms with 
ransporting the carcasses for testing. 
es f o m  this targeted group have been 
as not inclmded on VS Form 10-4, 

incorporated into the database. For 
in Mississippi had preprinted "died on 

se animals were listed as '6deahi" in the 
W S L  database. 

the reluctance 

understatement 
e of detecting BSE, if it exists. h 
btaining smples, APHIS will need to 

collect better i 
Iivesdoek "cond 
animals that '"i 

IJSDA/Ol[C-IBISOQOI -9-KC 
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targeted high-risk population'\nd are the most difficult to define, obtain, 

APHIS has accr 

riona~ian, thesc individuals are to 
State Animal Health Official all 
or eradicated animal disease for 

program. This includes BSE. If 

effective tool in id 

it report issued in January 2002,'~ 
sample cattle that die eon the farm. 

1 testing to detect BSE, the USDA 

. USDA did mot track brain samples 
from cattle that w that were taken would have been 
counted in with 

n farms had been limited by: a) lack 
of sufficient st t the samples; b) lack of adequate 

o recycle animals and other animal 

As of June 1, 2 
challenges will be addr 

ns of the targeted group of L 6 d o ~ e r 9 q  

Critical To the BSE 
Suwei%lance de clarification, additiowd direction is 
Program necessary to eras 

nonambulator disabled livestock &at 

h is a voluntary p r o p m  &at certifies private 
State animal health officials. 

USDA/01[G-19/5860 I -9-KC Page 17 
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cannot rise from a recumbent position or cannot walk. "'Downer" livestock 
were identified er condemned yo11 ante morten~ 

llowed to enter the 
food chain if the 

IS mel~ded  the CFR '~  to define 
animals that sh 
livestock. The 

rather than using the term 
'6domcr9' that ha 

a cow displaying possible CNS 
d without BSE testing, FSIS md  

APHIS issued a roadening the sa~nplimg process at 
F$TS would take samples from all 
signs of GNS disorders (about 300 

ept for cattle that were 

surveillarace plan, APHIS considers 
animals that c m o t  rise from a 
his is consistent with the FSIS9 

dcfiglition of a " PHIS also defines high-risk cattle as 
to stand and walk for 

cattle in a weakened 

targeted high-risk gro 

The R Subcommitte the merits and the unintended 
consequences o nonmbulatory cattle (downers) from 

rs will no longer be available $lor BSE 
ses, the Subcommittee stated that it is 
itional steps to assure that hcilitated 

w for the collection 

,4I"%fIS and FSI itisnal direction to their Geld sea& as lo 
how cattle in a state will be identified and tested. Also, 
USDA needs to entifjing and testing "downer" cattle no 

I9 9 CFR, Part 309.2, dated Jairuary 12,2004. 
20 PSIS Notice 28-04, FSHS Sample Collection Fro During Ante Mortern Inspection for the BSE 
Surveillance Program dated May 20, 2004. 

USDAIOIG-iaJ5060 I -9-KC Page 18 
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ntain inconsistent age criteria for 
Age Requirement ted to the confusion of APHIS and 
for BSE Testing FSIS field staffs as 
Shsissied Be 
Standardized To No. 580.16, dated June 11, 1997, 
!=R-?L9f?nf c~nf f i ian  older) with CWS signs, including 

cattle condemned igatcd as foreign animal 

VlCs to contact Statc diagnostic 
tmdard operating procedures for 
s and to identify the areas of the 

brain that are ro memorandum states, "The medulla 
to report quarterly on 

"'the number of a or greater) cattle with CNS signs 
that have been 
memorandm al 

examined and found 
reports did not specify the age sf the 

the submitter. The mcmorandm 
ostic laboratories would no longer 

be included in su 

ctors at slaughter plants required that 
CNS syrs.ptoms be referred to APHIS 

ay 4, 2004, quoted a 
as to test any and all 
e news article, ail 

monynous USDA vet media that APHIS would rarely show 
30 months old. Our field visits 

confimed that A es unless cattle were 
either at least 24 

esting all submitted 
11th~ and older were counted toward 

(through February 
20 months of age 

and a n  additional 
ped by the APHIS AVlC in Nebraska 

Veterinary Services Memorandum No. 580.17, &dte 
22 FSTS Notice 15-02, Bovine Spongiform ~ n c e ~ h a l o ~ a t h ~ ~ ~ ~ j  Surveillance Program, dated May 10,2002. 

USDA/OTG-N504O 1-9-KC Page 19 
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24 months and older. APHIS' training procedures show cattle 
24 months an Before December 2003, M H l S  

ples only from those cattle 
Hn addition, the expanded 

Plan shows cattle over 24 months 

that since January 1, 2004, 
or older. The APHIS 

04, shows cattle over 30 months 

Ow review of s ained in the NVSL database showed 
that in FY 200 c categorized as "aduPt," anrd in 

ested animals were recorded as 
classified the cattle as "adult9' 

cumented on the sample submission 
though instructions on the form 
documented in years, months, 

National offices issued a joint policy 
nmed by FSHS on ante rnortem 

table with CNS disease, regardless 06 

inimuna age required for a BSE test, 
segments of the targeted high-risk 

testing (i.e., rabies-negative and cattle 
that die om the farm). ns and age requirements are 
essential to ensure that led high-msk population are tested. 

A is expanding its network of 
have clear direction, 

s to ensure USDA policy for 
istently implemented by FSIS 

086 Position. 
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Recommendation Ms. 4 

Recommendation 

Recommendation 

Recommendation 

With assistance d State veterinary diagpostic 
laboratories, devel roccss for testing rabies-negative 

Ole Position. 

Provide autreach on BSE issues and 
will laciacilitate the identification, 

animals on the farms, feedlots, 

Ole  Position. 

dures that require accurate 
classification of s 

OIiG Position. 

No, a 

als in a weakened 
for testing 6 3 0 ~ n e r 9 '  cattle no longer 

Issue consistent ments for testing the various targeted 

USDPa/OSG-AISO6Ol-9-KC 
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Agency Response. 

Ole  Position. 
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Section 2. Program Management and Adminisfration 

USDA needs to a strong management confro1 

ace and performed fieldwork to 
was being accomnplished. We 

11 have an adverse impact on the 
success of the ex 

frequently listed the slaughter 
ma1 rather than the ranch or dairy it 
' ability to timely trace potentially 

se were incomplete, inaccurate, or 
id not include critical data (i.e., breed, 

sex, clinical signs) 
of the success of su 

data was not des 

's effectiveness, 

USBNOHG-N5040 1 -9-KC 
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Finding 
About the lnteg 

I 
APHIS needs to r 
the integrity 
samples sub 
that all animals 
population, and t 
Pw 
led 

poses of 
to inconr 

verif 
sisten 

training, inadequa 
impact APHIS' a1 
cohort and other r 
recalled. Also, Pi 
surveillance pro@ 

a. Collecting ms 

preparing san 
integrity of its 
developed a li 
and State persl 
for those sal 
requirement thavra] 
them. As a result, 
process samples for s 

Training needs w 
Nebraska and Miss 

(i.e., ear tags 
tissue) will b~ 
office until a I 

instance wher 

incorrect 
being retained 4 

bn Processes Raise Questions 
ata 

ollecting samples and for ensuring 

are within the target or nontarget 
ackup s a l e s  of brain tisskae for 

ear criteria. These deficiencies can 
entially diseased animals to the birth I 
any by-products that may need to be 

ent processes do not ensure that all 
according to the animal's origin, 

le test positive. APHIS processes 
data entries because of inadequate 

ng in the private sector md no 
aterial of any type be provided to 

el did not consistently prepare and 

keep excess tissue, while those 
d positive for BSE, did, Some 

by the submitter/APHIS area 
received. However, we observed one 

parties responsible for collecting and 
panying paperwork to support the 

1. Before Deccmber 2003, APHIS had 
huts  and training materials for APHIS 
standard training specifically designed 

iin several areas. Field ~ersolmel In 

d that fi-ozen samples of excess tissue 
s after a test result is reported, but this 
y official APHIS rules, directives, or 

of cattle tested, the J a ~ ~ a r y  30, 2004, 
g notes that all identification devices 
pictures), and tattoos (in rehgerated 

incorrectly submitted with the BSE 
timated that 2 percent of the time they 
g with BSE samples, instead of the tags 

USBBIOIG-M5048B -9-KC 
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We also found that specimen submissio~~ foin~s (VS Form 10-4) were not 
rs because instructions for the form 

For FYs 2002 samples failed to list the breed of 
t and 43 percent of the time 
x of the animal about 8 percent of 
through February 2004, submitters 

owner less tha These data are essential to any risk 
success of surveillance efforts. 

sufficient to adequately identify the 
it accurate assigaunent of sarnplcs 
he BSE specimen submission forms 

animals came from should have been 
the slauglltcr or rendering firan where 

exan~ple, the NVSE database showed 
that for IFY 2003, a aughter establishment was tho v owner 
providing the inost 

urclaased animals ]From other States 
e identified one APHIS employee at a 
7ho provided 346 samples showing the 

om which the cattle were trucked. 
1 san~ples from an Oregon slaughter 

database could not be relied upon to 

USDNOHG-NS0601-9-KC 
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c. nistlln.guishin9; Nontarget Cattle From the Target Population 

" FFSIS Notice 28-04, FSIS Saaz 
Surveillance Prograq dated May 

USDMOIG-M5060 1 -9-KC 

APHIS needs t 
hund lack of a 
reported towarc 
controls are net 
of cattle most 
surveillance pr 

will bc idenrtij 

Laboratory ofikials s 
diseases and cHidcal 
stated that an! 
towards BSE 
are not includ 

- ! ~ l e  Collection From 

gns tested for BSE. 
in how test results 

3mplishments. Repc 
adequate risk assess 
effectiveness of its 

possible CNS s p p  
E testing, PSIS isst 
-ocess at slaughter pl 

We 
were 
srting 
merit 
BSE 

toms 
led a 
[ants. 

sanples from all cattle that show 
Based on the wording of 

l be s ap l ing  steers, heifers, and 
ms, such as pneumonia, that are not 
IS olficials told us that they would 
llrnals in their statistics showing 

ot explain how such excIkasions 

Is that had been tested for signs 
reported BSE testing statistics. Test 

m dianhca, severe pneumonia, 
were included in the reported 

cs that W S L  classifies as counting 
those cattle that are reported as sick. 

0,s 14 cattle samples received 
for BSE testing as s SL classified 552 of 11,488 

xist that clearly defines the 
owever, an WVSL official 

d severe pneumonia should not count 
ecause animals with these conditions 

uld be identified in the BSE testing 
ristics, location of origin, 

n is essential for risk analysis and for 
needed to its swveillmce program. 

ortern Inspection for the BSE 

Page 26 
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Recommendation No. 9 

Recommendation 

Recommendation 

Finding 4 

animals should be classified and 
recorded in the B e clinical signs of the animal. 

OIlG Position. 

issiola forn~s that provide specific 
instructions on 

process to ensure 

QIG Position. 

e samples until the test results arc 

OlG Position. 

The current info 

established con nsure the integrity of the in~creased 
MIS needs to implement an inaeg~ated 
llectisn to testing to reporting results, 

ss of designing a new BSE infomation 
various problems with the current 

Page 27 



address as it moaies forward with the design and innplemenktion of its new 

APHIS currently r its surveillance program. One 
database (called t (M) database by the person who 
maintains it) trac chronic wasting disease, scrapie) 

tories. The other database (called 

test results. Co es have becrs such that neither is 
ds of the expanded sumeillruace 

systems that should have matched 

e data in klae RA system over 2,000 

animals with the s towards surveil%ance goals. Dates 
were also incorrect mples on one submission form were 
recorded as collecte 

or from PSIS for cattle diagnosed with 
the CWS animals tested, as shown in 

Also, FSIS 
ds did not show the animal's 
records do not require this type of 

C K S  system used by the laboratory 
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originally used only to track the progress s f  cases, its subsequent use to 

Recommendation No 

Recommendation No 

- 
report infomat 
overwhelmed wi 

APHIS needs to 
needs of the ex 
drafting the requir 
Laboratory Nelwo 
being developed 
management sys 
messaging protocq 

Of critical impor 
computer system: 
APHIS official sa 
the group desigr 
decision about the 
quality, consisten 
process selected f 
need to review orj 

Requirements an 
because sample ti 
the cowtw. Th 

4 

integrated with th 

As APHIS moves fi 
infomation system, it 
samples, transmitting 
slaughter establishmen 
reports, and ensuring sy 

Establish manag$ 
sample md test d: 

Agency Respa 

OBG Position. 

Expedite the devel 
Ensure appropriate 

- 

d the public caused it to be 

its new system to ac~ornplish the 
tm. APHIS has begun 

tilled the National Animal Health 
The NBa-ILN infomation system is 
multiple laboratory infomation 

;ic laboratory via a standardized 

I determined how data fiom the old 
with data irm the new system. An 

storical data' issue is on their agenda, 
for NAHLN has not yet made a 

ill need to review such things as data 
new data, and value of data. The 
11 depend on whether or not there is a 
:morke 

system are particularly important 
cted out to various laboratories across 
contract laboratokies will need to be 
: W S L .  

and implementing its - 

:ss critical functions such as tracking 
y providing negative test results to 

j 

BSE infomation technology system. 
application controls are established. 
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Agency Response. 

Finding 

OIG Position. 

ies Pa~icipating in the 

meat plants md contractors who 

contractors were 

for performing BSE testing were 
not written and IS had b e e n  to draft various 

ance and reporhang requirements, as 
well as reimburse 

uweillance Plan states that testing of 
es will be conducted at NVSL and at 
on a fee-for-service basis. On 
APHIS announced the approval of 
oratories that would assist in the 

did not plan to use a formal written 

disease and s proga~ns. The blanket purchase 
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Agreements with Slaughter Establishmen8s, Rendering Firms, and 

Page 3 1 



Rec 

expenscs associated with the increased volume of testing. Thc BSE 
h r  transport, disposal, cold 

storage, and held t results would help cover 
additio~sal costs in cipating in BSE surveillance. 

We concluded th ics that supply san~ples for 
BSE testing shou d specify procedures for 
sampling, record r d disposal, as well as costs 
eligible for reimbu 

Afier our fieldwor at they had developed cost recovery 
being finalized in all States 
4. Templates for contmcts 

and reviewed by Office of the 
General Counscl. cts were required, APHIS reported 
that the biddin As of May 25, 2004, APHIS stated 
that 225 contracts and writtern agreements necessary to 

be in place by June 1,2004. 

Because APHIS' s were slot finalized at the time of our 
review and APH I they did not intend to establish 

parties, we continue to be concerned 
and believe that s and processes are essential to the 
success of the BS 

For State contract labor m BSE testing under the new 
n agreements that include 

ance, md reimbursement. 

08G Position. 

private entities that supply 
exp~entsicontracts that i~lclukle 

sampling proccduses, and 
rein~b wsernent. 

016 Position. 

USDPn/016-N5060? -9-KC 
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Finding 
To Better Targ 
Suweillance Pr 

As mted in earli 
inherent problem 

the 
'le n 

surveillance pro 
assertion regardin 
continuous proce 
towards an approi 
detected and is nc 

The W Subcomm 
must achieve tlac 
measures througl 
measures should 
regarding the di ff 
and by the Harvai 
"BSE continues ti 

conclusion. TI 
science and more 
regulatory decision?! 

In pro 
earlier 

vid 
i in 

sampling integrity. 
APHIS9 effectiveness 
example, the ilR Subc 
materials &om 
specified by US4 
that they will reel 
qucstion whcther 
the data it needs 1 

strong suweillanc 
tvhere risk is hi 

Because USDA is 
for USDA to est 

ous Risk Analysis Is Needed 
Hectiveness of USDA5s BSE 

rt, APHIS needs to address some 
&-risk cattle population and with 

ing and testing program. A 
effectiveness o f  the overall BSE 
idc crcdibility for m y  USDA 
in the United States. Also, a 

tical in targeting limited resources 
ased assurance that BSE can be 

t policy actions considered by USDA 
shing thc Icvcl of efkctivcness of 
:cess of the prevention and control 
Subcommittee also raised a concern 

ments presented by the Subcomittee 
lysis. The Subcomittee concluded, 
plify, in the United States and North 
sk Analysis did not come to tanis 
emphasized that the best available 

~aents arc needed to make appropriate 

needs to address the concerns raised 
identification of "nigh-risk cattle and 

nditions change, they clearly impact 
;E in cattle in the United States. For 
omended  removal of s~ecihc risk 

~f age, rather than theL 30 months 
led to &is recornendation by stating 

;ed on sweillance sampling results. We 
ance program. will provide USDA with 
lation. A continuous risk analysis, with 
assist APHIS in targeting its resources 
reform is greatest. 

ork of cooperating partners, it is critical 
dards for its BSE testing program. Lat 
prior to June I ,  we found that 

ut in place by APHIS for its internal 
les were submitted, APHIS had not 

USDA/OIG-A/506OZ -9-KC 
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established adequate controls to provide an efficient, consistent turnaround 
not established data collection 

to a potentially infected animal, 
Also, there were to monitor the effectiveness and 
integ~ty of sample , and reporting of results. 

e quality of the samples it receives 
m d  the timelines test analyses. We identified States 

improper samples (animal too 
t listed, etc.). We found that one 

number of problem submissions in 
FYs 2003 and 2 . We also noted a submitter in 

es samples (wrong part of brain 

was responsible for 
ea and obtaining corrective actions; 

however, the lab any summary of such errors to the 

the Emyirre Linked 
pling procedure. Before the ELISA 

the time the sample 
was collected  ant another 1 2.2 days, 

as received until dissemination of the 

turnaround time, 
goal for cases in wl~iich carcasses were 

received by noon. 
Our analysis of ELISA time was actually 

samples reviewed. However, one 
the laboratory ran 

The IR Subcorn 
d testing; the speed of confirmation 

maximizes the a 

asures to monitor 
ctiveness of its 

critical since APHIS has decentralized 
its testing facilities 
under the new samp 
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Recommendation 

Recommendation 

Recommendation 

Recommendation 

aluate the effecti 

Agency Respon 

OBG Position. 

process as pro 

016 Position. 

the effectiveness 

886 Position. 

aboratories contain 

886 Position. 

veness of tbe BSE 

'gress is made in 

reports to monitor 
.g: and reporting of 

requirements that 
md reporting test 
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came to our attention that warrant 
comment and co finalizirag its BSE suweillance and 

Peer Reviews 

ed in part because here are no 
eliness of peer reviews. We noted 
guidance on establishing a peer 

diseases. Ho 80 document nor the preceding 
1998 Standard (SOP) specified timeframes for 

NVSk officials reviews should be conducted every 
Accreditation of Laboratories, dated 
ciation for Laboratory Accreditation 

the results of each 
guidelines. At the t ~ m e  
allegations that d-ae lab 
conflicting test resbalts. that peer reviews at a prescribed and 
reasonable fi-equency 

lete absence of available documentation 
lution of the USDA BSE Surveillance 
on in 1990 through 2003. Specifically 

isirag the sampling plans. M e n  asked 
Surveillance Program, wc were told by 

and data supportin 

2"?%e NVSk Validation of Laboratory Activities Through Peer Review SOP, dated October 16, 2000. 
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Internet web site and very little other supporting analyses, decision 
memoranda, or ot actually provided to us for review. 
APHIS senior m to the former BSE Surveillance 
Program manager, ave documentation supporting the 
program. Howev rnanagcr provided us with only 
limited document us training materials and briefing 
documea~ts prepare am. 
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FSIS Headquarters, select APHIS 
and FSIS field 1 

ocations visited). Fieldwork was 

e performed the following audit 

officials fiom APHIS and FSIIS, 

ulatory functions associated with thc 

W S L  in h c s ,  Iowa, and its 
responsibilities for th 

NVSL database to available FSHS 
rra condemnation records at selected 
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e We reviewed slaughter plant records and observed operations related to 
ante mortem in 

e We reviewed related to brain samples for BSE 
tion at rendering and slatagl~tcr 

ith generally accepted Govement 
d due to the lack of 

detailed plans for imnplenlenting its 

USDA/016-A15060 1 -9-KC 
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'HIS National Offict 
'HIS Regional Offic 

: - Riverdale, 
e - - -  Fort Collil 

APW IS National Veterinary Services Labor 
APHIS Center for Veterinary Biologics A 
APHIS Area Office - Jefferson City, Mlsso 
APHIS Area Office - Dcs Moines, Iowa 
APHIS Area Office - Topeka, Kansas 
APHIS Area Office - Lincoln, Nebraska 
APHIS Area Office - Madison, Wisconsin 
APHIS Area Office - Tempe, k i z o r a  
APHIS Area Office - Austin, Texas 
APHIS Area Office Olympia, Washington 
Iowa State University Veterinary Diagnosti 
AgriculturaS. Research Service National hi 
FSIS National Office - Washington, DC 
PSIS District Office - Boulder, Colorado 
FSIS District Office - Madison, Wisconsin 
Small Slaughter Plmt A - - Nebraska 
Small Slaughter Plant B - Texas 
Small Slaughter Plant C - Texas 
Large Slaughter Plant D - Arizona 
Very Small Slaug~ter Plant E - Arizona 
Large Slaugl~ter Plant F - Wisconsin 
Small Slaughter Plant G - Wisconsin 
Small Slaughter Plant fq - California 
Very Small $laughter Plant 1 - Washington 
3D/4D ~ r o c e s s o r ~ ~  - Missouri 
Rendering Plant - Wisconsin 

26 Plants that process products from dead, dybng, disal 
;awe they 20 not podu, :e meal or poultr ,roducas thacre intended to enter the 

USDMOIG-8/5060 1 -9-KC 
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JSDA dl 
m a n  foc 

not inspect these facilities 
;upply. 
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its 

Compared 

Exhibit B- P a g e  1 of2 
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Number 
of Plants Number Number Tt 

of of Slaugit 

ause we could not identify &s plant location 
vidual State numbers. 
e could not identify the plant location (State) 
State numbers. 

se of the additional 8 plants where the plant 

27 The column total for plants that slaughter older 
(State) for five plants. These plants are in the total, 
28 The column total for the number of slaughter pTa 
for eight plants. These plants are it the total, but no! ir 
29 The c o h m  total for slaughter and rendering plan - 
location (State) could not be identified. 
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Exhibit D - Condemne 

ANTE MORTEM CONDEMNED 

DISEASE 
DEAD 
MORIBUND 
PYREXIA 
EPITHELIOMA 
CENTRAL NERVOUS SYS BlSORDR 
GEN. MISCELLANEOUS 
PNEUMONIA 
TOXEMIA 
SEPTICEMVBIA 
MALIGNANT LYMPHOMA 
MISC. DEGEN. 8: DROPSIC COND 
ABSCESS PYEMIA 
ARTHRITIS 
MASTITIS 
TETANUS 
INJURIES 
MISG. INFLAMMATORY DISEASES 
PERICARDITIS 
MISC. INFECTIOUS DISEASES 
VESICULAR DISEASES 
MISC. NEOPLASMS 
RABIES 
ACTINOMYCOSIS AGTINOBACIL 
METRITIS 
RESIDUE 
MISC. PAWSITIC CONDITIONS 
MYIASlS 
PIGMENT CONDITIONS 

Grand Total 

All Calves 
8,858 
1,453 

1 I 
0 

19 
20 
13 
5 

46 
0 
1 
6 

24 
0 

1 I 
2 
5 
1 
2 
0 
0 
0 
0 
5 
2 
0 
8 
0 - 

10.424 

Exhibit D - Page 
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