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Consumers
Union’

May 1, 2012

Margarct Hamburg, Commissioner
U.S. Food and Drug Administration
10903 New Hampshire Ave.

Silver Spring, MD 20993

Dear Commissioner Hamburg:

USDA’s announcement last week that a fourth case of bovine spongiform
encephalopathy (BSE) has been identified in the United States, in a dairy cow in Central
California, is 3 warning flag that current safeguards against BSE are not adequate and
FDA should take additional steps to protect the health of animals and of the beef-eating
public.

Consumers Union, the policy and advocacy arm of Consumer Reports, is concerned that
if additional steps are not taken now, this deadly disease could circulate and amplify
within U.S. cattle. FDA should immediately prohibit feeding bovine blood, poultry litter,
and all brains and other “specified risk materials” to cows, as all of these could carry the
BSE infective agent.

USDA has confirmed to news media that the current case is an “L-type” atypical strain of
BSE.! FDA therefore must be especially vigilant, because this may well not be a
“spontaneous” case, but rather may well have been infected through feed, and it may be
particularly infectious in humans.

The L-type BSE strain has previously been identified in cattle in Furope® and in Canada.’
This would suggest that the current case may have been contracted through feed. -

‘Studies further suggest that the L-type BSE can infect humans, possibly even more easily
than “classical” BSE. A study using humanized mice (mice genetically engineered to
have brain prions like humans) suggested that L-type BSE could infect humans.* Ancther

' Thompson, H. 2012. Califormnia BSE prion comes with a different twist. Nature News Blog, April 27.
At http:/blogs nature com/news/2012/04/califomia-bse-prion-comes-with-a-different-twist. html

? Brown, P, McShane, LM, Zancusso, G and L Detwiler. 2006. On the question of sporadic or atypical
bovine spongiform encephalopathy and Creutzfeldt-jacob disease. Emerging Infectious Diseases, 12(12):
1816-1821. At hup:/iwwwnc.cdc.govieid/article/12/12/pdfs/06-0965.pdf

> Dudas, S etal. 2010. Molécular, Biochemical and Genetic Characteristics of BSE in Canada. PLOS One, At:
http:/fwww.plosone.org/article/info%3Adoi%2F 10.1371%2Fjournal pone. 0010638

* Kong, Q, etal. 2008. Evaluation of the human transmission risk of an atypical bovine spongiform
encephalopathy prion strain. Journal of Virology, pp. 3697-3701.
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also shown that cither mice!? or sheep" infected with BSE can transmit the disease to other
mice or sheep via blood transfusion. Since milk replacer is fed to weaning animals, which

* appear to be more susceptible to BSE than older animals, FDA, as a preventive measure,
should prohibit bovine blood products in cattle feed.

FDA should ban all ruminant brains, spinal cords, and ether “specified risk
materials” from animal feed, regardless of the age of the ruminant these materials
come from. ‘

As a further safeguard, FDA should prohibit all brains, spinal cords and other potentially
risky “specified risk materials” in animal and pet food. In 2008, FDA banned brains and
spinal cords from cattle older than 30 months, in animal and pet food. This ban was too
narrow; it should include a broader range of risky materials, such as tonsils and eyes,
including all the tissues FDA banned for human consumption in 2004."* Risky materials
from younger cattle also should be prohibited in animal and pet food. In the United
Kingdom, BSE has been found in at least 49 cows under 30 months of age.'”> Therefore
FDA should extend the ban on risky materials to include such materials from all cattle,
regardless of age. ‘

We would appreciate having an opportunity to discuss these recommendations with you
and your staff. Thank you for your consideration.

Sincerely,

Michael Hansen, Ph.D.
Senior Scientist

Jean Halloran
Director, Food Policy Initiatives

cc USDA Secretary Tom Vilsack

and J.W. Ironside. 2004, Preclinical vCJID after blood transfusion in 1 PRNP codon 129 heterozygous.
Lancet, 364: 527-528.

2 Taylor, DM, Femie, K., Reichl, H.E. and R.A. Somerville. 2000. Infectivity in blood of mice with a
BSE-derived agent. Letter to the Editor. Journal of Hospital Infection, 46: 78-79.

'3 Hunter, N., Forster, J., Chong, A., McCutcheon, Parmham, D., Eaton, S., MacKenzie, C. and F. Houston.
2002. Transmission of prion diseases by blood transfusion. Journal af General Virofogy, 83: 2897-2905.
I4EDA. 2004. Interim Final Rule on Use of Materials Derived from Cattle in Human Food and Cosmetics.

69 FR 134, pp. 42256-42274. At: http://www.gpo.gov/fdsys/pke/FR-2004-07- 14/htm)/04-1588 1 .htm
** hup://via.defra.gov.ukiviarvla au_020205.hun , .
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USDA, APHIS
BSE Surveillance Program Overview

Drean Goaldne
Senlor Staff Veterinarian
Veterinary Services
Animat and Plant Health Inspection - Sendoe
LS. Depariment of Agricubture
May, 2012

Safeguarding Animal Health Pgipiyiog

History of BSE Surveillance in U.S.
» Active BSE surveillance since 1990°

»> Enhanced surveillance from 2004 to 2006
* One-time intensive effort

= Owver 800,000 animals tested -
= BSE prevalence determined to be very low

» Ongoing surveillance implemented in 2006

Safeguarding Anfmal Health
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4 Positive BSE Findings in U.S.

" »December 2003 —
Washington State dairy co
imported from Canada

» Texas cow — 2005*

¥ Alabama cow — 2008*

% Calfornia cow — 2012*

“*Note- the TX, AL, and CA
cows were atypical, not -

~ classical, BSE.

" Objectives of BSE Ongoing
| Suweiiéance *

» Continue to assess and monitor chaﬁga inBSE
status of US cattie

ﬁ- F‘-”mvzde mec:ham sims for datec:%mn af one infected

¥ Mee% fexaeezﬁ international suwm!iaace practscas
' remmmended by the OIE

S&fﬁgﬁm‘dﬁng Animal Health
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* Surveillance standards basedon |, & -

Doints that reflect likelihood of a BSE _.— At
finding
* Surveillance d@&igned toat
minimum detect 1 case in 100,000
adult catfle with 95%
= Countries with “targe” catlle
populations should accumulate =
300,000 OIE points over a 7 vear
period (~42,857 OIE points per year)

Safeguarding Animal Health oy L” °

OIE Point Values for BSE Surveillance

SURVEILLANCE 5"
_STREAM .

g QE  patat whu-e: for each mx—mllumenm hvcmm_ E2-23 DR

AGE

it
o ) u }
LA Aoe ) year and < Zyeatng | ; " i
jAger dyears and < Awears % 6O &4 . 0.2 1.1
Ane 2 4 vears and ~ Twears 8 Fis] 1.5 . bg 0.2
g 2 Typarsand~Ywears A 220 &1 B4 L A
N eéls,*e;m - 48 4.2 i By

m Points can be accumulated over 7 years .
Sﬂfegumd!ng Amﬁi H@aﬁh ‘“ﬂmnm ‘3551\5,1».
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» “E"arget populations

> All cattle with CNS signs
(inciwdsng rabies negatives
cases) -
¥ Cattle >30 months of age
S Cordemned during artemortem
inspaction
< Cattle without CNS sngns but

having clinical signs essociated
with BSE

»+Catfle sent fo fendenng or 30140
faciities

Safeguarding Animal Heakth
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'BSE Ongoing Surveillance

On farm deaths |
Condemned at sEaught&r
Renderers and 3D/4D woperators

labs

Safoguarding Animal Health

Targeted catfle come fmm 4 sampling streams:

Public health and veterinary diagnostic

Tonsrs foriomn
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U.S. BSE Surveillance Summary

)

2010 PrRrY T 1aeen| za.m- e] o33
Tmes | ezt zam| 44958 - eras| @ msess
2008 43,145 2adz ' 4,294 AR ] 4] 1421624
peiaig 43396 3338 1282y ' FATS | 1 1487 215
pram Tra01 1416 wrea]  mars| 19me Tis.A26 |
2008 rreys 1837 | . 80557 awrssy L &1 | ssosen |
 Tasl s43mze | 5747 136,345 a9 15,941 1,266,410

Safeguarding Animal Health

BSE Testing

» Obex collected and submitted in BSE kits provided by
the National Veterinary Services Laboratory (NVSL)

= Kits include submission and data coiiectlan forms

> Samples tested by ELISA at one of seven BSE-
‘approved laboratories in the National Animal Health
Laboratory Neﬁwark {NAH&N}

» samEle matarial from inconclusive tests sent to the
NVSL for confirmation

Safeguarding Animal Health
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Laberatery Submssszons (VSLS}

. Sam;ale submitter or APHIS personnel enters
surveiliance submission and data collection
information into VSLS system a%ec:iromcaléy on
BSE VSLS webpage

K Testing laboratories enter test resulis into VSLS

« Test reports generated as needed (e.g., number
of samples collected and tested reported monthly
to Sec. of Agriculture and on APHIS website)

% Safeguarding Animal Health =~ U770,

Key Points about BSE Testing

> Testing does not profect uman or arimal health
* SRM removal and feed bans do this i infectivily is present.
» Testmg is for surveillance purposes -

i Some countries used tests to restore consumer mni«"denoe
* 'Not stignce-based application of tasting

» Extensive evidence suggests testing all animals is inefficlent at
- finding cases

Not supported by epidemiclogical data
‘Expensive

Impractical in a test-and-hold situation

Puaor surveillance vikld

Safeguarding Animal Health .
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BSE Mitigation Measures

Protection of human health

« Removal of SRMs at slaughter

* Ban on slaughter of non-ambulatory cattle
Prohibition of air-injection stunning

Additional process controls in ac[vanoed meat
recovery sysitems -

Prohibition of mechanically separated beef

.

BSE Mitigation Measures

Protection of animal health

* 1997 FDA Feed Ban: prohibits mammalian
protein in ruminant feed

» 2008 FDA Feed Ban Enhancement: pmhibii;s
high-risk cattle material (brain and spinal
cords) in all animal feed. Effective April 27,
2009; compliance date October 26, 2009

Safeguarding Animal Health
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Conclusion

-+ From FY 2007-11, no positive cattle were identified
from surveillance designed to identify one infected
animal out of a population of one miilion with-95%
confidence

« BSE Ongoing Surveillance will ccm%mué fo test from
multiple surveiliance streams to capture high risk -
animals

« US BSE surveillance is 10 times more sensltive
- than the OIE recommendations

“Thank You

« Dean Goeldner, DVM

» Senlor Staff Veterinarian

. USDMAPHIS-Vetefmary Services
« 4700 River Road, Unit 43

« Riverdale, MD 20737

» telephone: 301-851-3511
« email: dean.goeldner@aphis.usda.gov

Safeguarding Animal Healih
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USDA, APHIS
BSE Response Flan

Lisa A, Ferguson, DAV
WNafionol Cender-for Afimal Health Programs
1.8, Departrnent of Agriculhure
Agimeat and Plant Hesith tnspection Senvies
' Vetarinary Sandoes
May 8, 2012

" Safeguarding Animal Health

History

s United States has had aBSE reapmse plan in
‘place since at least 1998. |

« It has been utilized in previous BSE occurrences
and has been updated several times.

» In response to the April, 2012 detection in
California, the 2009 version of the response plan
has been updated again (2012).

Safeguarding Animal Health
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Initial Laboratory Response

» The BSE response begins when an
inconclusive test result to an ELISA screening
test is reported by an approved BSE testing
lab. |

* BSE test samples, including tissues for DNA -
comparison testing, are forwarded to the
National Veterinary Services Laboratories

- (NVSL) in Ames, lowa for confirmation.

g ) ".——." a"‘.—*
% Safeguarding Animal Health T 3

Test Result Confirmation

« NVSL uses Western blot and
immunohistochemistry (IHC) as confirmatory
fests.

+ Upon confirmation by NVSL, including DNA
malching of genetic material, actions
progress to a full scale response.

Safeguarding Animal Health
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Initial Field Activities

- Field activities are conducted and
coordinated jointly by Vetemary Services and .
State personnel,

« Carcass, identification devices and records

~ are secured and preserved.

+ Last farm of residence for the positive animal
is visited 1o obtain further information (age,
clinical and feed history, etc.).

Incident Gomplexity Analysis
- Team.

« An incident complexity analysis team is
dispatched to assess the extent and
complexity of the incident.

Safeguarding Animal Health - oo

Safeguarding Animal Health mf%:
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Notifications

Federal and State authorities
Congress |

Stakeholders

Media

Fublic

OIE (within 24 hours of confirmation)

-

L]

% Safeguarding Animal Health

- Objective

+ The objective of the BSE iﬁvestigaticn is
to trace at-risk cattle.

e s

Safeguarding Animal Health T2,
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At-risk Cattle

« Animals that in their first year of life were
. housed with the positive animal during its first
year of iife and exposed to the same, possibly
contaminated feed source; and
* Progeny born to the positive animal in the 2
years prior to the BSE daagsnaszs or onset of
BSQ signs.

- Safeguarding Animal Health

Cattle of Interest

« At-risk cattle
« Potential at-risk cattle

» Cattle that cannot be d%SIiﬁgmﬁhﬁd from at-
risk catlle

| _\ %o
’ Safaguéxéizxg Animal Health by mﬁ,ﬁ mf“ |

| .
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Hold Orders and Quarantines

- BSEisnota contagious disease.

- Ahold order or quarantine is initially placed
on all cattle on the last premises of residence
for the positive animal.

« The hold order or quarantine is mcdfﬁecf as

quickly as possible to appiy only to cattle of
interest.

' S
Safoguarding Animal Heslh 707,

Next Steps

» The investigation may lead to additional
premises, additional at-risk cattle, additional
cattle of interest and additional quarantines.

» At-risk cattle are depopulated and tested.

+ Preferred carcass disposal is by incineration
or alkaline digestion. Lined landfills may be
used if regulations permit.

Safeguarding Animal Health
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Outcomes

- At-risk cattle are traced to the greatest extent
possible. |

However, at some point the investigation will

~ _be terminated. B

.W‘}@’W"’ﬁ
Safeguarding Animal Health T

- Organization

Field investigation is run from aﬁ Incident
Command Post (ICP) in the State where the
positive animal was idenfified. ‘

Incident Command System procedures allow for
a flexible and scalable response as needed.
Reports are sent daily to Regional and National
staff and on to APHIS leadership. -
Regional and National staff provide support to
the Tield investigalion. :

. 'Tt"%-—z—
Sefeguanding Avimal Health ¥ 5
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Feed Investigations

Feed investigations are the respbnsibiiity of
and conducted by the Food and Drug
Administration’'s Center for Veterinary
Medicine in conjunction with State authorities.
Feeding histories obtained are shared with
these authorities.

Priority is placed on feed used during the first
year of the positive animal's life.

~

’(-mrd—l.!.'::rf‘ SersuTs

Safeguarding Animal Health
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Thank You

Lisa A. Fergusaen, DVM |
Deputy Director for Science and Technology
USDA/APHIS-Veterinary Services ~

Riverdale, MD 20737

telephone: 301-851-3301
email: Lisa A. Ferguson@aphis.usda.gov

’ o m‘%{ e
Safeguarding Animal Health i
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Overview of the 2012 Bovine Spongiform
Encephalopathy (BSE) Case
in the United States

EhE

Jeagthan Zack, Dviv
Director, Preparediness and Incident Coerdination
U8, Departmient of Anricultues (LISDA)Y
Animeet and Plant Health Inspection Service (APHIS)
Veterinary Sendces (W)
Emergency Mamagement and Diagrostics (EMDY

Aps May 8, 2012 S
v Safeguarding Animal Health P

Sampling of the Cow - g
« April 18: Workers from a rendering company pick
1 up the carcass of a Holstein cow. |
»Dead at a dairy farm in Tulare County, California.
* Routine brain (obex) sample collected as part of
USDA BSE surveillance program.
»Carcass held at rendering company transfer station.
%-Camass did not complete the rendering process.

@

Safeguarding Animal Health
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| magnust%c “Festmg in Cahfcmia

* April 19: Obex sample delivered to the G&ilfﬂrma
Animal Health and Food Safety Laboratory (CAHFSL).
- »CAHFSL located in Davis, California.

* Later on April 19: CAHFSL reported an mcorzciusiva

test result to USDA.
»Enzyrne-linked immunosorbent assay (ELISA) BSE screening teeat

used

APHES :
?%;‘ Safeguarding Animal Health

- Shipment of Inconclusive Sample
« April 20: CAHFSL sent sample material to the USDA
National Veterinary Services Laboratories (NVSL)

¥Located in Ames, lowa.

+ April 21: Inconclusive sample material arrived at NV$L
 ®Additional items also shipped t© NVSL.
+Ear tags {collected by the fendefer)

< Sample of hide containing a brand (registered to the Tulare County
dairy).

, ;ﬁg};ﬁg = NVSL—M‘!%&SF !.Q%a' ‘és
& Safeguarding Animal Health “ff‘.‘*f“i‘;‘t‘:ff .
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Diagnostic Testing at NVSL

+ April 21: ELISA testing for BSE was positive.

« April 23: Immunohistochemistry (IHC) and Western blot
(WB) testmg were positive.

»Results indicated “L- -type’ {low-type) BSE known as "atypical
BSE" not “classical BSE”.

« April 25: NVSL DNA genotyping matched branded
hide, to tissue from ear fag, to positive obex sample.

»Confirms origin of cow = no errors were made in identifying
the: pasitive sample.

& = Safeguarding Animal Health

lnvestagatmn at Dasry of Gngm
. Dafry records indicate cow was born in Sepiembei
2001, ( .
»10 years and 7 months old. ‘
« Cow was pregnant, developed lameness, and was being
{reated.

> While undergoing treatment, she became recumbent (non-
ambulatory).

»Cow was suthanatized on farm.

s Je——
Keneriany S
;

A P R %
VLR e 4

=4 Safeguarding

/3 /



ilness/death.

Locatmg "‘At Rxsk" Cattle - Progerty in
Last 2 Years

>One calf bom dead (stillbam). g
»One calf, female, born alive and sold by dairy of origin.

+ Progeny heifer was traced and located.
- »BSE testing was negative,
»DONA genotyping is pending completion.

Safeguarding

* Positive cow gave birth twice in thé 2 years prior to

on a calf ranch.

-

| Locating “At-Risk” Cattle - Birth Cohort

* In first year of life, positive cow spent about 4 manths

»No records from 10 years agn am!d be& found for éézif ranch,
= Inventory of cattle on the dairy of origin was completed.
* No at-risk birth cchart cattle have been fc}und asof

m ay
T‘ﬁ Safeguarding Animal Health ‘;szgf«
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Locating “At-Risk” Cattle - Birth Cohort

(continued) '

* Tracing of at-risk birth cohort cattle is continuing;
looking for possible birth cohort cattle that left the herd
of origin. A

« A very small percentage of dairy cattle between 10-12
years old are likely to be alive at this time.

>0On average, North American dairy cows spend two and a half
lactations in the milking herd (culled at 4.5 to § years of age)

£9RIS ‘ :
& Safeguarding Anirnal Health

‘Disposal of Positive Carcass

= All material from the positive carcass, except the hide,
was transported for disposal. -

« Burial was In a secure hazardous waste disposal site in
California. A '

+ The hide is being held by California authorities.

APHIS Hide from the positive cow s
= Safeguarding Animal Heaith R
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' Feed Investigation
» April 26: Thorough investigation began into the feed
associated with the positive cow. :

* Investigation is ongoing, coordinated by the U S, Food
and Drug Administration (FDA) and feed authonites
from the State of California.

« No immediate concerns have been identified to date.

“ @g Safeguarding Health

Questions?

«-

“ ( s
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FDA BSE Feed Regulations

Entrance Conference for Taiwan Delegation
. May 9, 2012

St Pulechivt, DVM _
. Cniss fav Yetrtomoy Mudicinr
Divinit of Azl Fords M

Regulating Animal Feed

« FDA

+ Charped wﬁ'a enfoscing the Pedioral Faod Diug and
Cosmetic A

+ “Faad™ mesns bolly hensis food 3hid sibing] fesd

 Compligmes wilh Federss faws 5 a requirement Tor interstate
COMMETES S0 BupREtion ,
« Sisws ¢

+ Cosparatlon Hawich Association &f American Feed Controt
Oﬁ"ma]s {AAFCH] w pramate witforaty

» FhAswotle armnpements with ststes Snshucle comtrants,
partnerabdp, sad conprraiive sareemems

* 70% of FDAS feed inspection wark & dons by sates wtez
thase kvpes of arsrigoments

1997 BSE Feed Regulation (Feed Ban)

/135



2008 Enhanced BSE Feed Regulation

~ bndfitl, idisration, compuosiing, ste

2 7, 5 S mwmf,]
e I:@%;}?;mem

2008 BSE Rule

« Published April 25, 2008

» Bffective April 27, 2009

+ Compliance Diate: October 26, 2009

* + Adds pew section 21 CFR 589.2001 &

amends 21 CFR 380.2000

« Prohibits for vee in ALL anirnal feed the
following material known as “cattle muaterial
prohubited in animal feed” (CMPAF):

Cattle Material Prohibited in
Animal Feed (CMPAF)
-« Braine and spins! eords ffom cottle 3 30 snos. of age
» Entire carcess of cxifle not inspected and passed for
huran conswmpting
— b ghwsierk b b dmiss thaen 30 anovehis of se OR
~ Brzin xad spingd eoed semnd
= Entise carcass of BSE-pasitive catile, inchuding taliow
» Tallow made from CMPAF thst contsins mors thaa
{1.1.5% insoluble Impurities
* Mechanically sepatated beef made from CMPAF |,




Tallow Restrictions

¢ Tallow containing more than 0.15%6 tnsotuble
impnrcities may 10 longer be used n feed B canle’

3
L bt | Caoizs.
Foomcasingor [ beporia Foothmnz stuxoeal Hrgnbwton:
Zewwt L] .
KBy Gamrea (ause o nCR
e o s atyy | Mwniaag higme 38 300 3t
LRRATL werafds g
Stisercinak | Dot et is
Faplppal | >gide § wauudam arkosts § RRI0T
Gt recamsiz
S P Hot slirernd 1 s o
=7 RO Rviele o o oA .

Marking for Disposal

» CMPAF for disposal must be marked by an
agent visivle o he naked eys 1o ndicate timt
it #s not for use i animal feed

» The marking requirement does not apphyt 1o
dead stock disposed of on the farm

Impact on Renderers
Mutar bt S an rendering ey
« Hemedarers tiat bendle ary it onstesial ok
- maintads reeieds i Meion W devsuumine mabuisd ruadensd for wee i
animal fesd doves pof coptain CMEAR
- Bemdirey Gt e 3 sadlr Seol chls v asid (od wst ot
e e Sesdy e vasder 30 menthes of apes OR
sxurn ot bran avt spbol cond o gty s
WG SEpAIMS e for Tandling TMPAF caox i is removed
laos} materindz coctaining CNIPAF Do Mot Foed T Antosls”
meck CHPAT with s thee & readily Setecied visually
waknaln reords suffichns to weck CMFAF to aasore ¥ doos ol et
et feed

.

"

+

~ Coniply Wit zew resndasiony oy wliow
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Enforcement of the Feed Ban

» FDA gnd Sigte Inspections
+ About 330 FDA B and Seld invegtigatons
¢ Abowt 400 sale inspaiors .
* More than 93,000 inspections since 1997
= ~ ROGQ per year under current work plan
* W conducted by state fieed comivol oBeials
= Sgxie iy gg&ham Tegulits subsnitied dhoonagh B
Diztrict BIE Coordinnors

* ATk inspestions 9o indo var FACTS detabuse
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Feed Investigation of California BSE Case

-

Joiat investigaton by FDA and CDFA

* reviewed inspection history of rendering
facitiey

¥ agplsted 13 Hrves dinee 1908 (B NAD

idensitied fi;ms that have supplied feed 1o

diairy Farme since 3001

* inspected each feod supplier
;ewiwﬁ:g' inspection kistary of feed suppliier
0T

v e of probibiied rateis)

& controfs 1o prevent cross comanmination

‘
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FDA BSE Feed Regulations

Entrance Conferesce For Tadwan Tiedegation
Bty %, 2092

s

Regulating Animal Feed

- FDA o
+ Charged with caforeing the Federsl Food Drug nd
Coameiic ok *

o “Fand" mesns both human food and anitad feed

v Complianss with Bedargl v s e pepinement o Intoriste

Fommsres A0S imperiates . :
» States . :

- Gopperation hriugh Asatsiation of Amedes Feod Corurol
Qificiats {A AFCOH o promaots difusmity :

o FOAF & work avrangeents with siates inchade contEcs,
partTRTships, v Sospenitive b retteents.

» TOR% Of EDA's Fend inspection wouk §5 domis by 2tates ey
fhese typos of arEaUEmAnS ]




2008 Ephanced BSE Feed Regulation

" landfil], Inclperstion, consposting, etc
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2008 BSE Rule

« Published April 25, 2008

« Effective April 27, 2000

« Compliance Drate: Gotober 26, 2009

» Adds mew section 21 CFR 5892001 &
amends 21 CFR 588 2000

« Prohibits for use in ALL animal feed the
following material known as “caitle material
probibited in @imi foed” (CMPAF):

Cattle: Material Prohibited in
Animal Feed (CMPAF)
* Brains and spdnel cords from cattle > 30 mos. of sge
+ Endire carcass of cantle ot imspected and passed for
omen consumptian
~ uniess shown fo be Jozs than 30 enanths of age O
= brsin andd spi o cond romeoved
* Entire csmass of BSE-positive cantlz, including t2ilow
-+ Tallew made from CMPAF thit comtaing more tan
§.15% wscluble impuaritics

* Mechanically separated beef rrads fion CMPAF %

1/



Tallow Restrictions

« Tallow containing mode San 0.15% isoluble
{rparities may no fonger be used in fw:! for catile

Soneres ol tadlese | ixmpuritics Faokens [~ Mepristion
K e
Py WY R s bt
T | somn | AREERE Ko Sk
[T
Vo ENE EX %08 Yt puaiaacy cxnisor olbar SER2NG
" Madovst@ § Doswiesy ;
U ERALH o B i Yo .

Marking for Disposal

« CBPAF for disposal must be marked by an
agent visible to the naked eye to indicate that
it is not for use in snimal feed

+ The marking requirement doas not spply {6
dead stock dispesed of on the farm

- Higjor burde fulls oy sosertng Biluany

Impact on Renderers

= Prberaes that bandle xoy coitlie maderial mus:

t mmmmmﬁﬁmmmmw sanhil waadend e tsgdn
anime) fecd dioes pod cakain: OMT,

- ummmmmmwmﬁ ot el T e st
« gosie Y deads aee vader 30 wesihs wfapn OR
w wrgure: thak beain aud syl cxed ane eEetEesly nomwred
» ErRpRRE Canient for Sadng CPAF wnse bt b mamens
« fatel materioly contaiiing CRFAY “Dy Nt Feed To Agimaly™
+ mirk CMPAF it xie shict & seasiy Seteeied vieeally
+ yiatn ety safiBelang oo mack CMBAF o enswre it Jowms apt etwes
ariamal fed

~ Comply it ew seviorions oy tuflos
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GUIBANCE FOR ENDIFSTRY

SUALL ENITRER SOMPLEREE SURT
FOR REXDERERS A SSTANCES PRGBIRTID EROMITIE 03
ASCIAL FOOGRFEED

A crestac o o i TR b Wt 5L AR, T
PIGANE Ao, S%r

Enfﬂrcemﬁm of the Feed Ban

* FDA and State Inspections
* About 3P0 PDAHG and fisld fewestigasorn
*» About 400 smic nspecion
= More than 93,000 inspections since 1997
* ~ 8000 per year under current work plan
* =90% mﬂum by state faed comral oifivials
* State t o resules subnitted theangh FDDA
Distoct B8E Cocrdinssiors

= All taspestiont e inte our FACTS datakase

.
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Feed Investigation of California BSE Case
» joint mvestigulion by FDA and CDFA
+ reviewsd inspection history of rendering

facilisy

» inspectect 12 imes sinee 1958 (afl NAD

» deatified frms tat have supphied feed W

dairy farm sinee 2001 ‘
» mspected eack feed supplier

*» reviewing inspectien hiskiry of Peed gupplier
for: :
« use of profbibied mabeiel
* gk o provenk oroes contmination H
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Western Blots of First Three U.S. Cases

Ma[ecu&ir Comparison of U.S. BSE (Case.
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