DEPARTMENT OF AGRICULTURE
OFFICE OF THE SECRETARY )
WASHINGTON, D.C. 20250

Septembér 1 31994

Honorable Albert Gore, Jr.
President of the Senate
Washington, D.C. 20510

Dear Mr. President:

Transmitted herewith, for the consideration of the Congress, is a draft bill to provide for
improved public health and food safety through the reduction of pathogens in meat, meat food
products, poultry, and poultry products, and for other purposes. The draft bill is an important
part of this Administration’s initiative to enhance food safety and ensure that appropriate Federal
authority and resources are applied to protect the American public. -

The Department has over 70 pathogen reduction activities underway, including on-farm disease

control and prevention efforts, in-plant microbiological risk assessment studies, new technology

pilot projects, research studies for rapid microbiological tests, and the development of a hazard

analysis critical control point (HACCP) system. The draft bill would complement and strengthen,
these efforts by giving the Secretary of Agriculture a more complete range of authorities to

complete the farm-to-table continuum envisioned under the Department of Agriculture’s

Pathogen Reduction Plan.

The Department of Agriculture is committed to moving to a science and risk-based inspection
system. The Department will utilize legislative, regulatory, and administrative action to achieve
this refortn, which will require a multi-step approach. The draft bill, which is the -first
legislative proposal regarding the inspection system that the Department has submitted to
Congress for its consideration, marks a significant step toward a science and risk-based
inspection system by mandating that the Secretary determine the optimal means to incorporate
microbial levels, testing, and monitoring into the inspection system.

The Department of Agriculture 'recommends that the draft bill be enacted.

In section 2 of the Federal Meat Inspection Act (FMIA), Congress finds that it is essential in
the public interest that the health and welfare of consumers be protected by assuring that meat
and meat food products distributed to them are wholesome, not adulterated and properly marked,
labeled, and packaged. Section 2 of the Poultry Products Inspection Act (PPIA) contains a
similar finding for poultry products. The animal quarantine laws authorize the Secretary to deal
with livestock and poultry diseases on the farm and in interstate and foreign commerce. The
proposed legislation would contain Congressional findings, including a finding.that a concerted
effort is required on the part of regulatory authorities and all parties involved in the production
and handling of meat, meat food products; poultry, and poultry products to address the problem
of microbial contamination. = The proposed amendments would provide the Secretary of
Agriculture with additional means to protect the public health, particularly in the prevention of
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focdbo'rne illnesses due to pathogens in meat. meat food products, poultry, and poultry products.
Specifically, the Secretary of Agriculture would be: '

- - directed to prescribe actions based on the best available scientific and technical data to
limit and destroy human pathogens present in meat, meat food products poultry, and
poultry products from the farm to the dining table;

- directed, within two years of the enactment of the proposed legislation, to establish
testing and monitoring requirements to identify human disease-causing pathogens in meat
and poultry products and to establish levels of pathogens that, when found on meat and
poultry products, constitute a threat to public-health;

- authorized to.stop the distribution and order the recall of meat, meat food products,
poultry, and poultry products in situations that pose a threat-to public health due to
adulteration with human pathogens or that are not produced in such a manner as
prescribed by the Secretary, and when meat, meat food products, poultry, and poultry
products are misbranded; :

- authorized to require record kecping for the purpose of tracing back to identify previous -
premises where livestock and poultry presented for slaughter have been held;

- provided with the ability to refuse or withdraw mspecuon based on repeated v1olat10ns
of the FMIA, the PPIA, or regulauons promulgated thereunder;

- authonzed to impose civil pcnaltles for violations of the FMIA and PPIA;

- enabled to address a broader range of disease problems because disease would be defined
in the animal quarantine laws to encompass not only those diseases that cause health
problems in livestock and poultry, but any disease or health-related condition, including
residues, that may be transmitted from lwcstock or poultry or thexr products to other
ammals or humans.

The January 1993 outbreak of E. coli 0157:H7 in Washington State that affected more than 700
people and resulted in four deaths is an acute reminder of the risk of foodbore illness due to
pathogens. The outbreak was traced to undercooked hamburgers at a fast food restaurant.
Changes in TFederal law governing meat and poultry inspection will facilitate improvements in
the current inspection system and lead to a reduced risk of pathogens in meat and poultry from
farm to table and to reduced risk of outbreaks such as the one in Washington State.

Scientific research is contributing new technology that may be useful in reducing pathogens in
meat and poultry. The proposed legislation provides clear authority for the Secretary of.
" Agriculture to take actions to reduce pathogens based on current science and technology.
Further, the proposed legislation makes clear that ready-to-eat products must be free of
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pathogens and that raw products when properly handled and cooked- must be free of pathogf:rfS,

The Secretary of Agriculture is using the rulemaking process to develop new procedures and
controls to reduce pathogens, such as the hazard analysis critical control point system and the
proposed legislation will complement implementation of these new procedures.

The proposed legislation will extend inspection authority to provide for mandatory recall of
adulterated or misbranded meat and poultry products. Current legislation provides only for
voluntary recalls.

Steps must be takcn,throughou{ the food production chain to reduce and control pathogens.
Traceback requirements will facilitate on-farm prevention programs and permit better
investigation of the source of E. coli O157:H7 and other pathogens.

The ability to withdraw or refuse inspection for repeat violators of meat and poultry .inspection
laws and regulations and to assess civil penalties will strengthen the Secretary’s authorlty to
protect the public health.

While farm animals appear to be the most likely "carriers” of E. coli O157:H7, the bacterium
does not cause disease in these animals as it does in humans. Consequently, the current animal
quarantine laws pertaining to the spread of livestock and poultry diseases and the movement of
animals do not apply to carriers of this or similar pathogens. The new definition of disease in
the animal quarantine laws remedies this situation. -

The Office of Management and Budget advises that there is no objection to the presentatlon of
this proposed legislation from the standpoint of the Administration’s program

A sumlar letter is being sent to the Speaker of the House of Representatives.

Sincerely,

MIKE ESPY
Secretary

-Enclosure



A BILL
To amend the Federal Meat Inspection Act, the Poultry
Products Inspection Act and animal quarantine laws to

provide for improved public health and food safety through
the reduction of pathogens, and for other purposes.

S

Be it enacted ‘by the Senate and House of Representatives o‘t the United

States of America in Congress assembled,

SECTION 1. This Act inay be c;ited as "The Pathogen Reduction Act of
1994."

TITLE I
"LEGISLATIVE FINDINGS

SEC. 101. The Congress finds that:

(a) Pat-hogéns are a‘signiﬁCant source of foodborﬁe illness associatedy with
meat, meat food products, poxiltry, and poultry prodﬁcts;

‘(b) Proper handliﬁg of meat or,products »of cattle, sheep, swine, goats,
horses, mules or othef equines, or poultry products which may bear ér contain |
human pathogens is necessary to prevent foodborne illness;

(c¢) Livestock and poultry'préduc’ers, handlers, processors, distributors,

transpoftérs, and retailers all share responsibility in handling livestock, meat, .
meat foqd products, poultry, and poul_try products in such a way a‘s to protect

the public health;



(d) The distribution of meat, meat food products, poultry, or poultry
producté \khich could be injurious to the public health ‘bec.ause they con.tain '
human pathogens, would impair the éffective régulatiOn of wholesome meat,
meét food products, poultry, or poultry products in interstate and foreign
commerce and would ;iéstroy markets fdr wholesome products;

(e) In order to reduce the risk of foodborne illnesses and protect public
health, a ct)néened gffort‘is required on the 'part of regulatdry-authérities and all
parties involved in the production and handlihg of meat, meat food products,.
poultry, and poultry products to address the problem of microbial contaniinaticén
~ using the besf available si:iéntiﬁc information and appropriate technology; and

(f) All articles and éthc:rLanimals which are subject to this Act are either
in interstate or fo‘feign commerce or /substan_tially affect such commerce, and
regulation by thé Secretary of Agriculturé vs‘md cooperation by the States as
c§niemplated by this Act are necessary to prei*ent or éliminate burdens upon
such commerce and to protect the health and welfare of consumers. )

AMENDMENTS TO THE FEDERAL MEAT INSPECTION ACT

SEC. 102. The Federal Mea; Inls.pection Act (21 U.S.C. 601, g;_ggg.) is

amended:



(1) in section 1, 21 US.C. 601; hy adding a deﬁnition of "official
establishment" to read as follows:
| "(w) The term "official establishment” means any establishment as
- determined by the Secretary at which inspection of the slaughter of cattle,
sheep, swine, goats, mules and other equines, or the processing of meat
and meat foocl pr‘oducts of such animéls, is maintained under authority. of
this Act."; | |
(2) in section 3(a), 21 U.S.C. 603(3), by inserting "Qn the basis of. the
| best a\tailablca scientific and technologic deta-, and evaluation of the risks posed
te public health ancl safety," after the worcls "That hereafter,";

(3) in section 4, 21 T.S.C. 604, by inserting ", on the basi.s of the best
available scientific and technologic data, and evaluation of the risks posed to
public health _nnd safety," after-the 'wnrds "That for the purposes hereinbefore

 set forth". | _

(4) in section 301(c)(1), 2l U.S.C. 661(0)(1), by inserting "or by thirty

days prior to the expiration of two years after enactment of the Pathogen

Reduction Act of 1994," after the words "the Wholesome Meat Act,";



(5) in sectiog301,(c), 21 U.S.C. 661(c), by deleting "titles I and IV",
"title I and title IV", and "title I and IV", wherever they appear and inserting in
lieu thereof "titles I, IV, and V"; and

(6) by adding at the end thereof a new title V to read as follows: |

"TITLE V - PATHOGEN REDUCTION
"SEC. 501 (a) The Seéretary is directed upﬁn the 'Ibasis of the bést
‘. available scientific and technologic data, as determined by the Secretary,
to prescribe by regulation such actions as the Secfetary deems necessary
to: |
(1) limit the presence of human pathogens in cattle, sheep, swine,
goats, horses, mules, or other equinés at the time they ére
pre.semed for slaughfer;
(2) ensure thai appropriate measures are taken to control the B
~ présence and growth of human pathogens on cafcasses and parts-
thereof and on meat or meat food products derived from such
animals preéared in any official establishment; |

(3) ensure that all ready-to-eat meat or fneat food products prepared

in any official establishment preparing any such article for



distribution in commerce are: processed in sﬁch a manner as to

c»lestroyA any human pathogens likely to cause foodborne illness; anc_i

(4) ensure that meat and meat food products other than those

included in subsection (a)(3) of this section ﬁrepared at any official -

establishment preparing any such afticle for distribution in.
commefc)e are labeled with instructions for handling and

preparation for consu;nption which, whénvadher.ed to, destroy any

huma_n pathogens likely to cause foodborne illness.

(b) Cércasses or parts thereof and meat or meat food products
prebared at any official establishment prepariﬁg any such article for
distribution in crommerce‘which are found ne: to be in compliance .with
the regulations promulgated under subsection (a)(2), (a)(3), or (a)(4) of
this ‘sectidn shall be considered adulterated and condemned and shall, if
- no appeal be taken from such determination of condemnation, .be |
. destroyed for human food purposes under tﬁe supervision of an ilnspectori
Provided, That carcasses or parts thereof, ahd meat and meat food :
products which are not in compliance wvith subsectiqn (a)(2)A,» (@)(3), or
(a)(4) of this section, but which may by reprocessing, labeling, or both, -

as applicable, in accordance with subsection‘(a)(i.’), (a)(3), or(a)(4) of |



this s'ection.be nia'de not adulterated need not be 'condemned and
destroyed if so repréce_‘sséd, labeled, or both, as applicable ?nd as
determined by the Secretary, under the supervision of an ihspector and
thefe:aftér inspected and found to be not adultefated. If an appeal be
. taken from such determination of condemnation, the carcasses or parts
thereof, or meat and meat food ﬁroducts shall b(§ appropriately niarkeld, B
segregated and held by thé ofﬁciaﬂ establishment pending completion of
an appeal inspection. If the deiermination of condemnation is sustained,
the carcasses or parts thereof, and meat and meat food pfoduc;s if not s§
repr«bcessed, labeled, or both, as app]icablc, as to be made not adult‘e‘rat‘ed
shall be destroyed fof human food purposes under the supervision of a
duly authorized represenf;tive of the Secretary.
"(ﬁ) _The Secrétary shall, within two years of the enaétment of this : )
Act, issue ;egulations that | B
| (1) require meat and meat f;)od §rdducts prepared in any official
establishment to be tested, in such manner and with such frequency
as the Secretary deems necessary, to identify human diSease-

causing pathogens or markers for these pathogens in the meat and

meat food products;



(2) require that the results of any test conducted in accordance with
subsection (c)(1) of this s.ect'i'on.be reported to the Secretary, in
sucﬁ manner and with such frequency as the Sebretary deems
recessary; :

(3) establish, to the maximum extent scientifically supportable,
levels of human pathogens that, when found on meat or meat food
‘prc’)duvcts prepared in official eétéblishments, constitute a threat to
public health. When making decisions regarding specific human
pathogen levels, the Secretary shall consider the risk to h’urnavn" '
health, including the risk to infants, the eiderly; persons whose
immune systems are compromised, and other population subgroups,
posed‘ by consumption of the meat or meat food products contairxihg;
the human pathogen; and

(4) prohibit or restrict the sale, transportation, offer for sﬁle or
transportation, or receipt for transportation of any meat or me‘at‘
food prpducts that: (A) are éapable of use as human food, and (B) |

“exceed the levels of human pathogens established in accordance

with subsection (c)(3) of this section.



"(d)(1) The Secretary s'héll, as the S'ec.retary. deems necessary and
feasible, conduct or support éppropriate research regarding the
estabﬁlishrﬁent of levels of human pathogens thsIt‘ when found on meat and
“meat food products p;epared in official establishments constitute a threat
to pLi.blic health and shall conduct studies to validate these levels.

" (2) The Secreféry is directed to review, on a regular basis, all
regﬁ].ations, processes, procedures and Ineth’ods designed to limit and
control‘ human péthogens on carcasses and parts thereof and on meat or
meat food pfodug:ts. This on-going review shall include, as ﬁecessary, )
epidemiol'ogic and other scientific studies to ascertain the efficiency 'a‘nd'
efficacy of such regulations, processes, procedures and methods. N

(3) The Secretary shall consult wi_th the Public Health Service,: :
- the Centers fog Disease Contrél and Prevention, Ihe Food and Drug |
Administration, and any other State or Feder;al public health’ agency the
Secretafy deem§ neceséary in orcIer to carry out subsections' ©)(), (©)(3),
~ (d)(1), and (d)(2) of this section. B |
"NOTIFICATION, DISTRIBUTION, AND RECALL |

REGARDING NONCONFORMING ARTICLES



"SEC. 502 (a). Any person, firm, or corporation preparing
carcasses of parts thereof, meat or meat food prdducts for distribution in
commerce which obtains’ knowledge providing a reasonable basi§ for
believing that any carcasses or parts the;eof or any meat or meat food
pfoduc:ts (1) are adulterated, or not 'prdducéd in compliance with section
501(a) of this Act or the regulations promulgated thereunder; or (2) are
misbranded, shall immediately nétify the ‘Se'cretary, in such nianner and
| by such means as the Secretary may by regulation prescribe, of the
identity and location of such articles.

"»‘(b) If the Secretary finds, upon such notification of otherwise; that |
~any carcasses or parts thereof or any meat or meat food producté (1) are
adulterated or not produce’d‘ in corﬁpliance with section 501(a) of this Act
or the regulations promulgated thereunder and that there is a reasonable
probability that human'éonsumption of such articles .pfesent a threat to the
public heal}:h, as deterfnined by the Secretary; or (2) are misbranded, t;]e
Secretary shjall provide the appropriate person, firm, or corporation witﬁ'
an opportunity to-cease distribution of such articles; notify all persons,

- firms, or corpqratio_ns transportihg or distributing such articles or to

which such articles were shipped or sold to immediately cease distribution



of such a.rticle.s; and to recall the‘ar-ticles. If the person, firm, or

n
corporation refuses to Voluntarily cease distribution, make notification,
and recall the articles or does not voluntarily cease distribution, make
notification, and recall the articles within the time or in the manner
prescribed by the Secretar‘y,.the Secretary shall irnmediateiy issue an
order recjuiring the person, firm, or corporation (including the official
establishment which prepared the articles), as the Seeretary deems.
neces‘;sary to: immediately cease distribution of such articles; and
immediately notify all persons, firms, or corporations. transporting or
distributing such articles or to which such articles were shipped or sold to
immediately cease distribution of vsuch artieles. The order shall provide
.any person, ﬁrm or corporatlon subject to the order with an opportumty
for an 1nforma1 hearing, to be held not later than 5 days after the date of
the issuanee of the order, on the actions required by the order and on
whether the order should be amended to require recall of such articles.
._If, a‘.t"'ter providing a.n ‘opportunity for such a hearing, the Secretary
determmes that inadequate grounds exist to. support the actions requrred

by the order the Secretary shall vacate the order.
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"‘(c.:) If, after vp_roviding an opportunity for an informal hearing
under subsection (b) 6f this section, the Secretary determine§ that the
articles that are the subject of an ofder under subsection (b) of this |
section must be recalled, the Secretary shall amend the order to require a
recall. The Secretary shall (1) specify a timetable.ili which the recall will
occur; (2) require peribdic reports to the Secretary describing the
_ progress of the rc;,call; and (3) pr;vide for noticevto consumers to whom
such articles were, or may have been, distributed as to how they should
treat the article. |

"LIVESTOCK TRACEBACK

"SEC. 503 (a). For the purpose of limiting the risk of foodborne
| | illness frofn cér,casse‘s and parts thereof énd meat and meat food produéts
distributed in commerce, the Secretary shall, as the Seéretary deems
necessary, prescribé‘ by regulaﬁon that cattle, shéep, swine, goats, héfs_es,
ﬁiules and other equines presénted for slaughter for human food pﬁfposéé
be’ide'ntiﬁed'in the manner prescribed by the Secretary to enable the
Secrétary to trace each animal to any premises at which it has been held
for such period prior to slaughter' that the Sécretary aeems necessary t<.1

effectuate the purposes of this Act. The Secretary may' prohibit or

11



restrict entry into ény slaughtering"establishment inspected under this Act
of any cattle, sheep, swine, goats, horses, mules or other equines not |
identified as prescribed by the Secretary.

"(b) The SeCretary‘ is authorized to requfre that all persons, ﬁrms,'
| ‘and corporati'ons‘required to identify livestock pursuant to subseétion (@)
of this section mainnta’in accurate records. as prescrib'ed by the Secretary,
regarding the purchése, sale, and identification of such livestock; and all |
persons, ﬁrins, and corporations subject to such requirements shall, at ali
reasonable timés, upon nofice by a duly authorized represéntatilve of the |
Secretary, afford such representative access to their blaces’ of business
' and opportunity to exami}ne the records thereof, and to copy any such
records. Any such fecord required to be maintained by this section shall
be maintained for such period of time as the Secretary preséribes.

"(c) No person, firm, or corporation shall falsify or misrepresent to
any other person, firm, or corporation, or to the Secretary, any
information as to ény premises at which any caﬁle, éheep, swine, goats,
horses, mules or dthér 'equines, or carcasses thereof, were held.

"(d) No person, firm, or corporat_ion shaﬁ, without authorization.

from the Secretary, alter, detach, or destroy any records or other means

12



 of identification prescribed by the Secretary for use in determining the
premises at which were held any cattle, sheep, swine, goats, horses,
mules or othér equines, or the carcasses thereof.

‘"(e)(l)k If the Secretary finds any human pathogen or any residue in
any cattle, sheep, swine, goats, horses, mules, or other equines at the
time they are presented for slahghter or in any carcasses, parts of
carcasses, meat, or meat food product prepared in an official
esmblishxﬁent and the Secretary finds that there is a reasonable probability
that human consumption of any meat or meat food product containing the
human pathogen or residue presents a threat to public health, the
Secretary may take such action as the Sec;,rgtary deerhs necessary to
determine the source of thé human pathogen or residue.

(2) If the Secretary identifies the source pf any human pathogen or |
residue described in subsection (e)(1) of this section, the 'Secretary‘ is
autho:‘riigd to prohibit or restrict the ﬁlovement of ariy animals, carcass—es;
parts of carcasses, meat, meat food product, or any other érticle from any
source of the human pathogen or residue until the Sécretary determines

that the human pathogen or residue at the source no longer presents a -

threat to public health. |
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(f)( i) The Secfetary shall use any meané of identification and
rccdrd keeping methods utilized by producers or handlers of cattle, sheep,
swine,_ g.oa.ts,v hOrses; mules, or other equines whenever the Secretary
determines thaf such mearis of identification and record keeping methods.
_ Will enable the Secretary to carry out the purposes of this section. |

- (2) The Secretary is authorized to c'oopefate with produéers or
handlers of cattle, sl;eep, swinef goats, _horses, mules, or 6ther equines, -
in whi#h any human pathogen or residue described in subsection (e)(1) of
~ this section is found, to develop and implement methods to limit or
elimi’nafev the human pathogen or residue at the source.

- "REFUSAL OR WITHDRAWAL OF INSPECTION |

"SEC. 504(_:«1_) The Sécretary may for such period, or indefmitely‘,
- as the Secretary deems necessary to effectuate the purposes of this A;:t,'
refuse to provide. or withdraw, inspection service under title I of this Act
with respect to any official establishment -if. the Secre'tafy d‘étermineAs:
after opportunity for a hearingvis accorded to the applicant for,‘ or
recipient of, such serﬁce, that th_e applicant or fecipient, Or any person

responsibly connected with the applicant or recipient, has repeatedly
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failed to comply with the requirements of this Act or the regulations
promulgated thereunder. |

“(b) The Secretafy may direct thaf, pending opportunity for an
eipediteq hearing with resﬁect to any refusal or wiihdrawa} of inspection
service and the final determination and order under subsection (a) of this
' seciion and any judicial‘ review thereof, inspection service shali be denied |
ér suspended if the Secretary deems such action necessary in the public
interest.in order to protect the health or welfare of 4consurners Or to assure
the safe and effective performance of official duties under this Act.

"(c). The determination and order o.f the Secretary with respect to
withdrawal or refusal of inspection sérvicgunder this section shéH 'be‘

final andvconclu;c,i,ve unless the affected applicant 'for, or recipient of,

inspection service ﬁies‘e‘lpplication for judicial review within 30 days affef
the effective date of the order; and inspection sérvice shall be 'withdrawn
or refused as of the effective date of the order pending any judicial -
;eview of tﬁe order ﬁn]ess the Secretary directs otherwise. Judicial
| review of any such order shall be in the United States Co,urf of Appeals. :
for the circuif in which the applicant for, or r'ecipient'of, inspectibn

service has its principal place of business or in the United States Court of
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Appeals for the Distri'ct'of Columbia Circuit and shall be upon the record 
» - :
upon which the determination and order are based. The provisions of
section 204 of the Packers and Stockyards Act, 1921 (42 Stat. 162, as
.amen«:_led;' 7 U.S.C. 194), shall be applicable to appeals taken under this
section. | |

"(d) The.provisions' of this section shall be in addition to and not j
| derogate from any other provision of this Act for refusal, withdrawal,. or:
suspension of ilﬁspection service under Title I of this Act.

"CIVIL PENALTIES

"SEC. .505 (a) Any person, ﬁrrh, or corporation which viblates any
prqv:isioh of L_his Act, any regulation issﬁed under this Act, or any. order
issued under se.ction 502(b) or (c) of this Act may be assessed a civil
péna‘lty by the Secretary of not more than $100,000 per day of viblation.
Each off;ense shall be a separate violation. No périalty shall be assessed
urﬂess such person, firm, or corporatién is given notice and opportur:ity'
fora hgaring on the record before the Secretary in accordance with
sections 554 and 356 (_)f; Title 5, United Statesl Code. The amount of such

_ civil penalty shall be assessed by the Secretary by written order, ,taki‘ng_'

~ into account the gravity of the violation, degree of culpability, and history
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of prior offenses; .and may be reviewed only as r)rovided( in subsection (b)
of this section. |

"(b) Any person, firm, ’orcorporation against.Whom such
violation is found and a civil penelty assessed by order of the Secretary |
under subsection (a) of this section may obtain review in the Court of
Appeals of the United States for the circuit in which such party resides or
has a place of business or in the United States Court of Appeals for the
District of Columbia Circuit by filing a nqtice. ot appeal in such Court
within 30 days from the date of such‘order and by simultaneously sertding
a copy of such notice by certiﬁed mail to the Secretary. The Secretary

‘shall promptly ﬁle.in such Court a certiﬁed‘cepy ¢ the recerd upon
which such violation was found and such penalty assessed. The ﬁndings f
of the Secretary shall be set as_ide only if found to be unsupported by
~substantial evide_nce on the record as a whole.

"(e)' If eny person, firm, or corporation fails to pay an aSsessment
of a civil penalty after it has become a final and _unztppealable order, or
after -ﬁie appropriate Cotlrt of Appeals has entered final judgmertt in favor
.of the Se-cretary,l the Secretary shall refer the matter to the Attorney

General, who shall institute a civil action to recover the amount assessed - _
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in any éppr;)priate district court of the United States. In such collection
action, the validity and appropriateness of the Secretary’s order imposing-
 the civil penélty shall not bé subject to review.

"(d) All penalties collected under au'thovrity of this section shall b¢
paid into the Treésury of the United States. |

"(e) ‘Nothingin this Act shall be construed as«requiring the
Secretary to report for criminal prosecufion or for the institution of li‘bel.
or injunéfidn prOCeedin’gs, ‘violat‘ions of this Act, whcnevgr the Secretary
believes that the »public interest will be adequately served by assessment.
of civil penalties. Furthermore, ‘the Secretary may, in the Secretary’s
discretion, compromise, modify, or remit, .v‘vith or without conditions,
any civil penalty assessed under this section.
AMENDMENTS TO THE PQULTRY PRODUCTS,INSPECTION ACT '

SEC. 103. The Poultry Products Inspection Act (21 U.S.C. 451:et'seg.)

is amended:

(i) in section 5(c), 21 U.S.C. 454(c), by deleting "and 12-22 of this Act”

and inserting in lieu thereof "12-22, and 30-34 of this Act“; and

(2) in section 5(c)(1), 21 U.S.C. 454(c)(1). by inserting "or by thirty

days prior to the expiration of two years after enactment of the Pathogen

18
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_ Red'uctibn Act of 1994," after the words "the Wholesome Poultry Products
e P | o

(3) in section 6(a), 21 U.S.C. 455(a), by inserting "on the basis of the |
best available scientific and technologic data, and evalugtion of the krisks posed
to publié health and safety,” after the word "necessary";

(4) in section 6(b), 21 U.S.C. 455(b), by inserting "oh the baSis of the
best available 'scieniiﬁc and technologic data, and evaluation of the risks posed
to public health and safety," after the words ;‘The Seéretary,";

| (5) by adding at the end thereof new sections 30 through.34 aé follows:
"PATHOGEN REDUCTION

"SEC. 30 (2) The Secretary is directed upon the basis of the best .:
avaiiable scientific and technblogic data, as determined by the Secretary, .
to prescribe by regulation éugh_'actiéns as the Secretary deems necessary
to:

(1) limit the presence of human pathogens in poultry at the time i

the&are p;‘esented for slaughter;' |

(2) ensure the appfopriate means are tal’(en to control 4the presence -

and growth of human paﬂiogens on poultry or poultry pfoducts

prepared in any ofﬁcial( establishment;
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(3)-ensure that éll ready-to-eat poultry .and poultry products
prepared in any official establishment. preparing an)} such artiqle for
distribution in commerce are processed ir such a manner as to
destroy any human pathogens likely to caﬁse foodborne i.llness; and
(4) ensure that poulfry and poﬁltry producté other than those
~ included in subsection (a)(3) of this sectfon prepared at any official
establishment p’repérihg any such article for distribution in
commerce are labeled with instructions for handling and
p;epara;ioh for consumption which‘, when adhered to, destroy any.
human pathogens likely to cause foodborne illnesé. |
"(b) Poultry or poultry products preﬁafed at any official
establishment preparing any such z_lrticle for distribution in commerce
which are found not to be in compliance with the regulations promulgatéd
under subsection (a)(IAZ), (a)(3), ot (a)(4) of this section shall .be
considered adulterated and cqr;demned and shall, if no appeal be taken
from vsuch determination of cohdemnation, be destroyed for human food-
pur‘p;oSes under the supervision of an inspector: Provided, Thét pouItry :
and poultry products whfcix are not in cempliancé with subsection (a)(2),

(a)(3), or (a)(4) of this section but which may by reprocessing, labeling,
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or both, as applicable, in acc;ordance with subsection (a)(2), (a)(3), or
(a)@) of thi‘s‘ section be made nbt'adulterateé need nét be condemned aﬁd A
destroyed if Qo rcprocesﬁed, labeled, or both, as applicable and as
determinéd by the Secretary, under the supervision of an irispecto'r and
thereafter inspected and found to be not adulteratéd If an appeal be
taken from such determmauon of condemnatlon the poultry or poultry
products shall be appropnately marked segregated ‘and held by the
official establishment pendmg completion of an appeal inspection. If the
determination of condémnation is sustained, the poultry and poultry
| products if not so reprocessed, labeled, or both, as.applicable, as to be
niad,e not adulterated shall be de;stroyed for human food purposes unclef
the sﬁ;pervisicm of a duly autho/rized representative of the Secretary.
"(c) The Secretary shall, within two years of the enactrﬁent of this |
Act, issue regulations that:
(1) require poultr'y and poultry products prepared in any ofﬁcial*
establishment to bé tested, in such manner .anc'l with such freqhency
as the Secretary deems necessary,'to identify human disease-

causing pathogens or markers for theée-pathogens in the poﬁ}try , R

and poultry products_;
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(2) require thatAthe results of any test.conducted in accordance with“
N ‘ V | :
subsection (¢c)(1) of this section be reported to the Secretary, in
such manner and with such frequency as the Sec;'etary deems |
necessary;

3) establi.sh, to tﬁe maximum extent sciientiﬁéally supportab'le,
levels of human 'paihogens that, When 'found 'on‘ poultry and péulfry
products prepared in ofﬁcial‘establishments, constitute a threat to
public health.- When making decisions regarding specific human
pathogen levels, the Secretary shall cénsider the risk to human
heaith, i;lcluding the risk to infants, the elderly, persons \#hose
immune systems are compromised, and other population subgroups,
posed by consumption of the poultry or poultry products containing
the human pathogen; and

4) pfohibi‘t or restrict the sale, transportation, offer for sale or
transportzition, or’receipt for transportation of any poq}try or )
poultry products that; (A) are capable of use as human fogd, and

(B) exqeed the lévels of human pathogens established in accordance

with subsection (c)(3) of this section
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"(d)(1) The Secretary shall? as the Secretary deems neéeSsary and
feasible; cbnduct or support appropriate research regarding the
establishment of levels of human pathogens that when found on poultry |
and poultry products prepafed(in official establishments cqnstitute a threat
~ to public health and shall conduct studies to validate these levels. |

2) 'fhe Sgcretafy is directed to .review; on a regulér basis, all .
regulations, processes, procedurés and méthods designed to limit and
ﬁontrol human pathogens on poqltry andppultry products. This on-éoing 5
review shall includé, as necessary, epidemiologic;.and other scientific .
studies to ascertain the efﬁciéncy'and efﬁcacy; of such regulations,‘
proces“ses, procedures and methods.

(3) The Secretary shall consult witﬁ the Public Health Service, a
the Cenfers for Disease Control and Prevention, the Food and Drug
Aaministration, and any other State or Federal public health agency the
Seérelcéry deems necessary in ordef to carry out subsections (c)(1), (c)(3); |
©(d)(1), and (d)(2) of this section. -
- "NOTIFICATION, | DISTRIBUTION AND ‘RECALL

REGARDING NONCONFORMING ARTICLES
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"SEC. 31 (a) .Ar‘ly'persor; _preparing poulfry«or poultfy pfoducté fof
distribution in commerce which obtains knowledgé providing a reasonable B
~ basis for believing that any poullltry or poultry productsl ('1‘) afe adulterated
or not produced in compliance with section 30(a) oAf,' this Act or the
régulations promulgated thereunder; or (2) are misbranded, shall
imme-diétely notify the Secretary, in such ménnér and by such means as “
the Secretary may by ;'e.gulatioﬁ‘f preséribe, of the identity and location of
suéh poultry or poultry products.

A"(b) If the Secretary finds, upbn such notification or otherwise, thét
any poultry or poultry products (1) are adulterated or‘ not produced in |
| compkliance' with section 30(a) of this Act or the‘regula'tAions promulgated.
thereunder and that there is. a reasonable brobability that human
consumption of such articles present # threat to the public health, }as
determined by the Secretary: or (2) are misbranded, tﬁe Sécrctgry shall
provide the appropriate person with an opportunity. to cease distfibuti;n :“
of such articles; notify all persons, firms, or corporations transporting ér
distributing such articlés or to which such articles were shippevd or éold to

- immediately cease distribution of such articles; and to recall the articles.

If the person refuses (o voluntarily cease distribution, make notification,
-
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and recall the articles or does not voluntarily cease distribution, maké
notification, and recall the articles wiihin the time or in tlie manner
prescribed by the Sééretary, the Secretary shall immediately-issue an
order fequiring the pérséﬁ tinciuding the official esfablishmcnt which
prepared the articles), as the Secretary deerﬁs necessary to: immediately
.cease c;istribution of suéh articles; and immediately notify all persons,
firms, or cofporations transponing or distributing such articles or to -
which such articles were shipped or sold to immediately cease distribution -
of such arti;:les.. The orderr shall provide any pérson subject to the order
with an opﬁo‘rtunity for an informal hearing, to be held not later than 5
days afte‘r‘,the}date of ‘the.issuance of iﬁe order, on the actions required by
the order and on whether the order should be amended tovrequire recall
of such articles‘. If, after providing an opportunity for ‘such a hearing, the .
. Secretary ‘determines that inadequate grounds exist to support the actions
required by the order, the Secretary shall vacate the order. —
"(c) If, after providing an oéportuniry for an informal hearing
under. :§ubsection (bj of this section, the Secretary determines that‘th‘e

articles that are the subject of an order under subsection (b) of this

section must be recalled, the Secretary shall amend the order to require a
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recall. The Secrétary shall (1) specify a timetablc in which the recall.willi
occur; .(2) require periodic reports to the Secretafy describing the
progress of the recall; and (3) provide for notice to consumers. to whom
such :miclés were, Or may have been, distribixted’ as to how they should
treat the article. |
"POULTRY TRACEBACK
| "SEC. 32 (a) For the purpose of limiting the ‘risk. of foodborne
illness from peultry and pouliry products distr’ibuted in commerce, the“
Secretary shall, as the Secretary deems necessary, prescribe by regulation
thét poultry preseméd for slaughter for human food purposes be identified
jn the manner prescribed by thé Secretary to enable the Slecretary* to trace
each bird to any premises at which if has been held for such period prior
to 'slaughtér that the Secretéry deems necessary to effectuate the purposes
of this Act. The Secretar§ may prohibit or restrict entry ihto any
slaughtering establishment inspected under this Act of any poultry nét
'identiﬁed as prescribed Ey the Secretary. ‘ |
“(b) The Seéretary is authOriied to requiré that all persons
required to identify poultry pursuant to subséction (a) of this section,

‘maintain accurate records, as prescribed by the Secretary’, regarding the |
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purchase, salé, and identification of such poultry; and all persons subjectl |
to such reqﬁirerﬁents shall,_ at all reasonable times, upon notice by a dﬁly
authoriz‘;ed repfesentative. of the Secretary, afford such representative
access 1o their places of business and opportunity to examine the records
théreof,,- and to cbpy any ,s_uc'h recor\ds; Any sﬁch record required to be:
maintained by this section shall Be maintained for such .period bf time as
the Secretary prescribes.

"(c) N‘Vo person shall falsify or misrepresent to any other person or .
té the Secretary, any information as to any premi.ses at which any
poultry, or the carcasses thereof, were held.

"(d) No pérson shall, withdut authorization from the Sécretary,
alter, detach, or destroy any recordé or other means of identification
prescribed be the Secretary for use in d'etermining the premises at which
were held any poultry or carcasses thereof.

"(e)(1) If the Secretary finds any human pathogen or any ‘r¢sidue—in‘
a_ny: poultry at the time they are present'eci for slaughter or in any poultry |
carc’as:ses', parts of poultry carcasses, or poultry products prepared in an |

official establishment and the Secretary finds that there is a reasonable

- probability that human consumption of any poultry or poultry product
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containing ths human pathogen or residue preseﬁts a threat to public
health, the Secretary may take such action as the 'Secretai'y deems
necessary to determihe the soul;ce of the human pathogen o.r fesidue.

(2) If the Secretary identifies the source of any humanA pathogen or -
residue described in subsection (e)(1) of this section, the Secfetary is |
authorized to prohibit or restrict the movement of any poultry, poultry
carcasses, parts of poultry carcasses, pouitry product, or-any other article’
from any source of the hurnen pathegen or residue unﬁl the Secretary -
determines that the human pathogen or residue at the source no longer |
preserits a threat to public health.

(f)(1) The Secrét_ary shall use any meaﬁs of identification and
record keeping methods utilized by produ'eers or handlers of poultry
whenever such means of identification and record keeping methods will '
enable the .Secretary to carry out the purposes of this section.

(2) The Secretary is authorized to cooﬁerate with producers or
handlers of poultry, in which any human pathogen or residue deseribed irvx.‘ |
subsection (e)(1) of this section is found, to develqp and implement

methods to limit or eliminate the human'pathogen or residue at the

source.
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' “REFUSAL OR WITHDRAWAL OF INSPECTION -

“SEC. 33 (a) The Secretary may for such pefiod, or indeﬁnitely,»
as the Secretary deems necesséry to effeétuaté the purposes of ‘thivs Act, |
refuse to provide, or withdréw, inspection service under this Act with
reépect to any official establishmenf if the Secretary determines, after
oppdrmnity for a hearing is accorded to the applicant for, or recipient of,
such ser?ice, ‘that the applicant or recipient, or any person responsibly
éqnnected with the applicant or recipient, has repeatedly failed to éomply
with the requirements of this Act or the reguiaﬁons pro_mh]gated
thereunder. |

"(b) 'fhe Secretary may direct that, pending oppertunity for an
expedited hearing with respeét to-any refusal or-withdrawal of inspection
service and the final determination and order under-subsection (a) of this
section and any judicial review. thereof, inspection service shall be deniedn‘
or suspended if the Secretary deems such action necessary in the public
interest in order to protect the health or welfa;re. of céhsumers* or to assurei |
the safe and effective perforrﬁance‘of official auties ﬁnd}er this Acf. A

"(c) The determination and order of the Secretary with respect to

withdrawal or refusal of inspection service under this section shall be
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final and conciﬁsive unless the affécted applicant for, or recipient of,
inspection service files application for judicial review within 30 days after;-
the effective date of the order'; and inspection service shall be withdrawn
- or refused as of the effecﬁve date of the ordér pehding any judicial
review of the order unles‘s the Secretary directs otherwise. Judicial
review of any ’such order shall be in the United States Court Qf Ap;;e.als
for the circuit in thch the applicant for, or recipient of, ‘inspection |
service has its principal place of business or ip the Uhited States Court of
Appeals for the District of Columbia Circuit and shall be upon the record
upon which the determination and order areAbased.‘ The pfévisions of

section 204 of the Packers and Stockyafds Act, 1921 (42 Stat‘. 162, as
: amended; 7 U.S;C. 194), shall be applicable to appeals taken under this -
section.

"(d) The provisions of this section shall be in addition to and no’t;

derogate from any other provision of this Act for refusal, withdrawal, or

suspension of inspection service under this Act.

"CIVIL PENALTIES
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 "SEC. 34 (a) Any person which violates any provision of this Act,
any regulation is;sued under this Act, or any order issued under section
31(b) or (c) of this ;Act may be assessed a civil penalty by the Secretary
of not more than 4$100,000 per day Qf violatioﬁ. Each offense shall be a
separate violation. No penalty shall be asseSsed unless such persén is
given notice and oppominity for a hearing on the record before the
Secrét&ry in accordance with seétioné 554 and 556 of Title 5, United
- Stated Code. The amount of such civil penaity shéll be assessed by the
Secretary by written order, taking into account the gravity of the
~ violation, degree of culpability, ahd histbry of prior éffgnse_s; and may be
reviewed only as provided iﬁ subsection (b) of this section.

"(b) An;{ person against whom such violation is found and a civil

penalty assessed by order of the Secretary under subsection (a) of this
sectipn may obtain feview in‘the Court of Appeals of the Um’ted States

for the circuit in which such party resides or has a place of business or in

" the United States Court of Appeals for the District of Columbia Circuit

by filing a notice of appeal in such Court within 30 days from the date of
such order and by simultaneously sending a copy of such notice by

- certified mail to the Secretary. The Secretary shall promptly file in such ;
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http:Secreta.ry

Court a certified copy of the record upon which such yiolation was found.,
and such penalty assessed. The findings of tﬁe Secretary shall be set
aside only if found to be unsupported by substantial» evidence on the
Arécord as a whole.
"(c) If any person fails to pay an assessment of a civil penalty

‘aft‘er it has become a final and unappealablevdrde‘r, or after the
appropriate Court of Appeals has eﬁtered final judgment in favor of the
Secretary, the Secretary shall 'refer the matter to the Attorney General, ’
whov shall instituté a éivil a'ction’ to recover thg amount: assessed in ény_ A
appropriate district court of the United S,ta;es'. In such collection actibn;
~ the validity and appropriateness of the Secrétary’s order imposing thg j
civil penalty sha!l not be subject toireview.“

"(d) All penalties collecfed under aﬁthority of this section shall be
paid into the Treasury of the Unjt;:d States.
“(e) Nothing in this Act shall be éonstrued as requiring the
Secretary to report for criminal prosecution or for the instimtion of libe_‘]
.or injunction proceedihgs, violations of this Act, whenever the Secretafy

" believes that the public interest will be adequately served by assessment

of civil penalties. Furthermore, the Secretary may, in the Secretary’s
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discretion, compromise, modify, or remit, with or without conditions,

any civil penalty assessed under this section.

TITLE I

SEC. 201. Section 1 of the Act of July 2, 1962, (21 U.S.C. 134) is

amended by adding a new s;ibsection (e) to read:

"(e) The term "disease" means any disease of livestock _‘or poultry, both
infectious and non-infectious, and any other health-related condition that
may be transmitted by livestock or poultry or their products to other

animals or humans."

'SEC. 202. Section 2(a) of the Act of July 2, 1962, (21 U.S.C. 134a(a))

is amended to read:

"(a) Whenever the Secretary deems it necessary in order to prevent the
introduction or dissemination of a disease, the Secretary may seize,

quarantine, and dispose of, in a reasonable manner taking .into

consideration the nature of the disease and the necessity of such action to |



prbte(:t the lives.tock.or poultry of the United States, or the health of the g
‘pe,Ople' of th: United States because the disea.se may be transmitted by
livesfock or poultry or their products: '(1) any énimals which the |
Secretary ﬁnds are moving or are being handled or have moved or have
been handled in interstate or foreign commerce contrary to any law or :
regulation administered by the Secretary for the prevention of the

~ introduction or dissemihation of any disease; (2) any animals which the
-Secrc':ta‘ry finds are moving into the United S.t'ates,‘ or interstate, and are
affected with or have been exposed to any disease; and (3) any animals f
which the Secretary finds have moved into tﬁe United States, or

‘interstate, and, at the time of such movement, were affected with or

exposed to any disease.”

SEC. 203. Section 2(e) of the Act of July 2, 1962, 21 U.S.C. 134a(e))

is amended to read:

"(e) No such payment shall be made by the Secretary for any animal,
carcass, product, 6r article which has been moved or handled by the a

.owner thereof or the owner’s agent in violation of a law or regulation
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adminis‘.teréd by the Secretary for the" prevention of the interstate
dissemi.nation of disease, for which the animal, carcass, product; or
article was destroyed or a law or regulation for the énfofcement of which
the Secretary enters or has entered into a coopératiQe agreement for the
control and eradication of disease, or for any animal which has moved
into the United State‘s contrai'y to such law or regulation administered by

‘the Secretary for the prevention of the introduction of a disease."

SEC. 204. Section 3 of the Act of July 2, ‘196.2, (21 U.S.C. 134b) is

amended to read:

"The Secretary, in order to protect .theAhealthlof the livestock dr poultry
of the United States, Va‘nd the héélth of the peopie of the United States ‘

~ because thé disease may be transmitted by liv‘eStock or po.u'ltry or their
products, may promulgate regulations requiriﬁg that railway cars; -vessels;
airplanes; trucks; and other means of conveyance; stockyards; féed, R

water, and rest stations; and other facilities, used in connection with the

movement of animals into or from the United States, or interstate, be .
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maintained in a clean and sanitary condition, including requirements for

inspection, cleaning, and disinfection."

SEC. 205. Section 4 of the Act of July 2, 1962, (21 U.S.C. 134c) is

amended to read:

"The Secretary is authorized to promulgate regulations prohibiting or
regulaﬁng the movement into the United States of any animals which are
or have been affected with or exposed to aﬁy disease, or which have beén
vacciﬁated or otherwise treated for any disease, or which the Secretary |
ﬁnd:s would §therwise be likely to introduce or disseminate any 'clisea.sf:,‘j
when the Sécretary detgrmines that such action 1s necessary to protect the.
livestock or poultry of the United States, or to prbtect the heélth.of the
people of the United States because the disease may be transrﬁitted by :

livestock or poultry or their products.”

SEC. 206. Section S of the Act of July 2, 1962, (21 U.S.C. 134d) is

amended to read:
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"Employees bf the Department of Agriculmre'designated by the Secretary
for the purpose, when properly identified, shali have authority: '(‘1) to
stop and inspect, without a warrant, any persoﬁ or méans ‘of cpnveyaﬂce,
moving into the United States from a foreign country, to determine
Whether such person or means of éonveyance is carrying any animal,
carcass, produét, .or article regulated or subject to disposal under any law
or regulation administered by the Sécretary for prevention of the
introduction or dissemination of any disease; (2) to stop and inspect,
withoﬁ-i a warrant, any means of conveyance moizing interstate ﬁpﬁn |

probable cause to believe the means of conveyance is carrying any . j

animal, carcass, product, or article 'regulated or subject to disposal under

any law or regulation administered by the Secretary for the prevention of -
the introduction or dissemination of any disease; and (3) to enter upon,
with a warrant, any premises for the purpose of making inspectidns and

seizures necessary under any laws or regulation administered by the

Secretary for the prevention of the introduction or dissemination of any

disease. Any federal judge, or any judge of a court of record in the

- United States, or any United States commissioner, may, within such

commissioner’s jurisdiction, upon proper oath or affirmation indicating
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probable cause to believe that there is on certain premises any aninial,
carcass, product, or article regulated or subject to disposal under any law’.}
or regulétion administered by the Secretary for the prevention of the
introduction or disséminatién of any disease, »issue warrants for the entry
upon such premises and fm; inspections and seizures necessary under suéh
laws and regulations. Warrants" may be exeéuted by any authorized B

employee of the Department of Agric_ultute."

SEC. 207. Section 6 of the Act of August 30, 1890, as amended (21

'U.S.C. 104) is amended to read:

"(a) The Secretary of Agficulture' is authorized to proﬁibit .qr restrict thei
importation of animals which are affected with disease or which have
been exposed to disease prior to their iméortation into the United States.f_
(b) Any person .wh'o knowingly violates any provision of ﬂzis section or;
sections 7 through 10 of this Act br any regulation prescribed by the
Secretary of Agriculture under any such section shall be guilty of a

‘misdemeanor and shall, on conviction, be punished by a fine not
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exceeding $5,000, by ifnprisonment not exceeding one year, or both.
Any person 'who Viol_ates én&r such brovision or any such regulatioﬁ may
be assessed a civil penalty by the Secretary'of Agriculture not e_xcéeding
$1,000. The Secretary of Agricultur¢ may issue an order assessing such
civil pei‘nalty only after notice. and an opportunify for an agency hearing
on Lhe re’cord. The order shall be treated as a final érder rgviewable
under chapter 158 of Title 28. The validity of "Lhe order may not be’

reviewed in an action to collect the civil penalty.

(c) For the purposes of this Act the word "disease” means any disease of
livestock or poultry, both infectious and non-infectious, and any other
health-related condition that rriay be transmitted by livestock or poultry or |

their products to other animals or humans."

SEC. 208. Section 8 of the Act of August 30, 1890, (21 U.S.C. 103) is

amended to read: |

"(a) The Secretary of Agriculture is authorized to require animals to be

,impbrte_d into ports in the United States designated ‘by the Secretary of .
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Agriculture, with the approval of the Secretary of the Tréasury, as
B Y .
quarantine stations. If any animals requii'ed by the Secretary of
Agficulture to be imported ihto ports designatéd as quarantine stations are; ‘
bfought to anjf pbrt of thé United States whel;e no quarantine station is
established, the 'Secreﬁary of Agriéulture may require the animals to be
moved to' the nearest quarantine station at the expénse of owner of the
anixﬁals under such conditions as the Secretalfy of Agriculture determinesg

neces;sary‘to prevent the spread of disease.

) The’ Secretary of Agr,iculfure may cAiestroy‘ animals wﬁich the Secretary
of Agriculture finds to be affected with or ekposéd to a disease dangerous
to other animals, or to the health of fhe peoéle of the United Sfates |
because the disease may be transmitted byvli,vesvtock or poultry or their
products

1

(c) Except as provided in subsection (d) of this section, the Secretary of '
Agriculture shall compensate the owner of animals destroyed in
accordance with subsection (b) of this section which are exposed to

disease, but not affected with disease. Such compensation shall be based
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~upon the fair markét value of the animal at the time of destructic;n as
détermi:ned by the Secretary of Agriculture. :Compensation paid any
Aowner under this subsection sﬁall~ not include anticipaied proﬁtsAandl shall
not exceed the differénce between any compensation received by the
6wner of the animals from any other source and the fair market value of B

~ the animal at the time of destruction. Funds in the Treasury available for
carrying out animal ‘disease cqntrc;l activities ‘o"f the Department of |

Agriculture shall be used to compensate owners of animals destroyed in

accordance with subsection (b) of this section.

(d) No payment shall.be made by the Secretary of Agriculture for animals
destroyed in accordance with subsection (b) of tbis‘ section if the animal '
has been imported in violation of any law or reguiation administered by - f
the Sgcretary of Agriculture for the prevention of the introduction or |

dissemination of any disease."

SEC. 209. Section 1 of the Act of February 2, 1903, as amended (21

U.S.C. 121) is amended'td read:

41



- (a) Whénever the Sécretary of Agriculture iséues a certiﬁcate showing
th;it the Secretary of Agriculture had inspected any livestock and/or live a
poultry“\#hich were about to be exportéd from the United S‘fates o? movéd
intérstate, and had found thém free of any disease, such animals, so
‘inspected and certified, may.be transported iﬁto aﬁd throﬁgh ahy state, or;
ﬂjey may be exported from the United States without fﬁrther inspection o_f
the exaction of fees of any kind, except such ﬁs may at-anytime be |
~ordered or exacted by the Secretary of Agriculture; and éll such animals
shall .at all tix.nes“be under control and super\‘fision of the Secretary of

Agriculture for the purposes of such inspection.

(b) For the purposes of this Act, the word "disease” means any disease of
livestock or poultry, both infectious and non-infectious, and any other
healih-related condition that may be transmitted by livestock or poultry or

their products to other animals or humans.

(c) For the purposes of this Act, the word "state” means any of the
several states of the United States, the Commonwealth of the Northern

Mariana Islands, the Commonwealth of Puerto Rico, the District of
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Columbia, Guam, the Virgin Islands of the United States, or any other -

- territory or possession of the United States.

SEC. 210. Section 2 of the Act of February 2, 1903, as amended (21

U.S.C. 111) is amended to read:

"(a) The Secretary of Agriculture is authorized to make such regulations
and take such measures as the Secretary of Agriculture deems necessary
to prevent the introduction or dissemination of any disease from a foreign

country into the United States or from one state to another.

(b) The Secretary Qf Agriculture is authbrized to seize, quarantine, and
dispose of any hay, straw, forage, or 'similarA .fnatéria], or any meats,
hides, or other animal products coming from a foreign country in which
disease exists to the United States, or from one state in which disease
exists to another state, whenever in the Secretary of Agriculture’s

judgment such action is advisable in order to prevent the introduction or

spread of disease.”
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SEC. 211. Section 3 of the Act of May 29, 1884, as amended (21

U.S.C. 114) is amended to read:

"(a) The Secreiary of Agriéulture is authorized fo prepare regulations fof
the speedy and effectual suppression and eradication of diseases, and to .
certify suchvreg’uilations to the executive autﬁority of each state, and invite
these executive authorities to cogperate in thé execution a’r;d enforcemént;

of this Act and seétion 2 of the Act 6f February 2, 1903..' Whenever thef
plar'xs.; and methods of the Secretary of Agriculture shali be accepted by
any state in which a ciisease is declared to 'eﬁcist, or any state sha}l have
adopted ﬁlans and ’methods for the suppressi_bn and eradication of

d'iseases-, and the state ‘plans aﬁd meﬂlods are accepted by the Sec’retafy 6f .
Agriculture, énd whenever the governor of a state or other properly
constitutéd gtitho;ities signify .their readiness to cooperate for the
suppression or eradication of any disease in conformity with this Act aqa
section 2 of the Act of February 2, 1903, tﬁe Secﬂre'tar‘yA of ‘Agriculture is
authorized to expend so mﬁch of the money appropriated for carrying O;Jt :
. !

this Act and section 2 of the Act of Februaryi, 1903, as may be

necessary in such iuvestigations, and in such disinfection and quarantine
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measures as may be necessary to prevent the spread of the disease from

!
i

one state into another.

(b) For the purposes of this Act, the word "diseas,et" means any disease of
livestock or poultry, both infectious and non-infectious, and any other
health-related condition that may be transmitted by livestock or poultry or

their products to other animals or humans."

(c) For tﬁe purposes Qf this section, thé word "state" means any of the

several states of the United Sﬁtes, the Cvcn)mmonwealth of the Northern
' . Mariana Islands, the Commonwealth of Puerto Rico, the District 6f

Columbia, Guaxﬁ, the Virgin Islands of the Unitéd States, 6r any other

territory or possession of the United States.

SEC. 212. Section 4 of the Act of May 29, 1884, as amended (21

- U.S.C. 112) is amended to read: -

"In order to promote the exportation of livestock and/or live poultry from |

the United States, the Secretary of Agriculture is authorized to investigate
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the existencexof any dis_ease, along the dividing lines between the .United |
States and foreign countries, and along the l‘inesv of transportatidn from allf
. parts of the United States to ports from which livestock and/or live
- poultry are exported, and may establish regulations concerning th:
exportation and transportation of 1i§estock an;:lfor live poultry as the |

results of the investigations may require.”

SEC. 213. Section 5 of the Act of May 29, 1884, as amended (21

U.S.C. 113) is amended to read:

"In order to prevent tile expoﬁation from the Un‘ited.Statcs to any

| féreign country of livestock and/or live poulfry affected with. disease or
exposed to disease, the Secretary of Agriculture is authorized to take sucjh
stepé and adopt such measures, as the S_ecre‘t‘ary of Agricplture may c__leenfl

!

necessary."

SEC. 214. Sections 4 and 5 of the Act of May 29, 1884, as amended

(21 U.S.C. 120) are amended to read: | : . - -
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"(a) In order to enable the Secretary of Agricufture to effectually suppress‘ 1 .
and eradicaté diseases, and to prevent the spread of diseases, the _' |
Secretary of Agriculture is authorized io establi&h such regulations
concerning the eipértation and transportation of liveétock and/or live
pbultry from ‘any place within thé United States where the Secretary of
Agriculture may have reason to believe diseases may exist into and
through any state and to foreign countries as the Secretary of Agriculture

may deem necessary."

(b) For the .purposes of these sections, the word "state" means any of the
..several states of the United.States, the Commonwealth of tﬁe Nofthern

Mariana Islalnd‘s, the Commonwealth of Puerto Rico, the District of

Columbia, Guam, thev Virgin Islands of the Uniied States, or ény other

territory or possession of the United States.

SEC. 215. Section 6 of the Act of May 29, 1884, as amended (2!

U.S.C. 115) is amended toArevad:
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"(a) No person, company, or cOrporation'shall transport, recéive for

transportation, deliver for transp()rt‘ation,ﬁ move, or caﬁse to be moved
from one state to another any livestock émd/or live poultry affected with
any disease except in accordance with regulations prescrlbed by the
Secre'tary of Agriculture to protect the llvestock and poultry of the Umted

States and the health of the people of the Umted States."

(b) For the purposes of this section, the word "state" means any of the
several states of the United States, the Commoﬁwealth of the Northern
Mariana Islands, the Commonwealth of Puerto Rico, the Dlstnct of .

Columbia, Guam, the Vlrgm Islands of the Umted States, or any other

‘territory or possession of the United States.

SEC. 216. Section 11 of the Act of May 29 1884, as amended (21

U.S. C 114a) is amended to read:

(a) The Secretary of Agriculture, either independently or in cooperation '
with states or political subdivisions of states, farmers’ associations and

similar organizations, and individuals, is authorized to: (1) control and
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eradicate any dise:;ses which in the opinion of the Secretary of
Agriculture constitute ah emergency and threaten the livestock industry or |
poﬁltry industry of the United States, or the health of the people of the
United States because the disease may be transmitted by livestock or |

- poultry or their products; and (2) pay claims growing out of destruction

of animals (including poultry), and of materialé, éffected by or exposed to.
~any coxnmunicable disease, in accordance with such regulations as the |

Secretary of Agriculture may preséribe.

(b) The Secretary of Agriculture is authorized to prescribe and collect
fees to recovzr the ¢csts of carrying out this section which relate to

veterinary diagnostics. -

(c) For the purposes of this section, the word "state” means any of the.
several states of the United States, the Commonwealth of the Northern
Mariana Islands, the Commonwealth of Puerto Rico, the District of

Columbia, Guam, the Virgin Islands of the United States, or any other

territory or possession of the United States.
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SEC. 217. Section 1 of the Act of March 3, :1905, as amended (21

U.S.C. 123) is amended to read:

_ (a) The Secretary of Agriculture is authorized to quarantine by regulation
any' state, or any portion of any state, when the Secretary of Agriculture
shall determine the fact that any animals or live poultry in such state are -

affected with any disease or that the contagion of any disease €xists or

that vectors which may disseminate any disease exist in such state.

(b) For the purposes of this Act, the word "diséase"A means any disease of
- livestock or poultry, botﬁ,infectiousv and non—infectiou‘s,‘ and any other
| health-related condition that may be transmitted by livestock or poultry of :

their products fo other animals or humans.

(c) For the purposes of this_ section, the word "state" means any of tt;e |
several states of the United States,. the Comrhdnwealth of the Northern
Mari?ana Islands, the Commonwealth of Puerto Rico, the District of
Coluinbia, Guam, the Virgin Islands of the United States, or any other

territory or possession of the United States.
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SEC. 218. Slectionl 1 of the Act of May 6, 1970, (21 U.S.C. 135) is
amended by desigﬁating the current section as sgbseqtion "(a)"; by deleting the
words "livestock or poultd diséase or pests” a’nd by inserting in lieu thereof
"diseases or livestock or poultry' pests”; by deleting "livestock or poultry

“diseases or pests” and by inserting in lieu thereof "di;e,eaSes or livestock or

poultry pests"; ahd by adding a new subsection (b) to read:

"(b) For the purposes of this Act, the word "diseases” means any
diseases of livestock or poultry, both infectious and non-infectious, and
any other health-related condition that may be transmitted by livestock or

poultry or their products to other animals or humans."

SEC. 219. Section 12 of the Act of March 4, 1907, as amended (21

U.S.C. 612) is amended to read:
"(a) The Secretary is authorized to inspéct all cattle, sheep, swihe, goats, ;

horses, mules, and other equines intended and 'offered for export to

foreign countries at such times and places, and in such manner as the
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- Secretary may deem proper, to ascertain whether such cattle, sheep, |

swine, goats, horses, mules, and other equines are free from disease.

(b) For the purpose of this section, the word. "disease” means any disease
of cattle, sheep, swine, goats, horses, mules, and other equines, both

infectious and non-infectious, and any other health-related condition that .

i
i {
:

may be transmitted by cattle, sheep, swine, goats, horses, mules, and

other equines or their products to other animals or humans."

SEC. 220. The Act of September 28, 1962, (7 U.S.C. 450) is amended |

to read:

"(a) In order to avoid duplicatién of ‘functio‘r'\"s, facilities, and personnel, :
and to attain closer coordination and greater éffectiveness and economy m
administration of federal »and siate laws and rggulations relating'té tﬁ_e
ﬁréduction and marketing of agricultural products arid to the control or
eradication of plant dis»eases, plant pests, animal diseases, and anixﬁal

- pests, the Secretary of Agriculture is authorized, in the administration and

enforcement of such federal Jaws wi;hixi the Secretary of Agriculture’s
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afea of responsibility, vlrhenever the Secrgtary of Agriculture dg:ems it
feasible ahd in the public interest, to enter into cooperative arrangeménts
with state departments of agriéulture and other state agéncies charged

* with the administration and enforcement éf such state laws and
regulations and to provide;thellt any such state agency which has édequate'
facilities, personnel, and procedures, as determined ﬁy the Secretafy of
Agriculture, may assis; the Secretary of Agriculmre, in the administration
and enforcemém of such federal laws and regulations to the extent and in
the manner the Se_cfetary of Agriculture deems :appropriate in the public

interest.

(b) The Secretary is authorized to éoordinate thé administrétion of such -
federal laws and regﬁ]atioris with such state la\sz and regulations

~ wherever feasible. However, hothing in this Act shall affect the
jurisdiction of the Secretary of Agriculture under any federal law, or a;y
authority to cooperate with sté;e agencieé or other agencies or persons

under existing provisions of law, or affect any restrictions of law upon

such cooperation.
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(c) For the purposes of this Act the term "animal diseases" means any
diseases of animals, both infectious and non-infectious, and any other
health-related condition that may be transmitted by animals or their

products to other animals or humans."

SEC. 221. Section 101(d) of the Act of September 21, 1944, (7 U.S.C.

430}' is amended to read:

"(a) The Sécretary of Agficulture méy purchase in the open market
from applicable appropriations samples of all tubercﬁlin, serums, | |
antitoxins, or other vproducts, of foreign. or domestic manufacture,
which are sold iﬁ the Unitéd States, for the detection, prevention,
treatment, or cure of diseases of dorﬁéstic animals, test the ’saAme,
and disseminate the results of the‘tests in such' manner as the

Secretary of Agriculture may deem best."

"(b) For the purposes of this section, the word "diseases" means any

diseases of domestic animals, both infectious and non-infectious, and any

4
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other health-related condition that may be transmitted by domestic

~‘animals or their products to other animals or humans."
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CHANGE AND OPPORTUNITY: HARNESSING INNOVATION
TO IMPROVE THE SAFETY OF THE FOOD SUPPLY

I am here today to talk about change: change in what the
public expects when it comes to food safety, change in how we at
the Food Safety and Inspection Service (FSIS) are approaching our
job, and change in the demands being placed on all those who
produce, process and market meat and poultry for American
consumers.

I am here today to talk also about opportunity: .the very
real opportunity -- and obligation -- we have to address an
important public health issue in our country. And the opportunity
we have -- and must embrace -- to move beyond the politics of
food safety to a collective search for real solutlons to the

problem of food safety.

But, as I make my first, formal public address as
administrator of FSIS, just six weeks into my tenure, I want to
say at the outset how fortunate I feel to be a part of this
Agency. I come into this job with a very clear charge from
Secretary Espy to build the best science-based inspection program
we posslbly can and to put the public health interests of the
consuming public above all other interests. I have spent much of
my time these last six weeks talking with FSIS employees -- with
senior managers, scientists, leaders of our employee
organizations, and inspectors and supervisors working on the
front lines. ' '

- Throughcout our Agency, we are blessed with employees who
care deeply about our consumer protection mission, employees who
are fully committed to the goal of protecting public health,
employees who are eager to embrace the changes and opportunities
that will take us where we need to go.

I find an FSIS that is ready for the future.

I also want to say that I find it flttlng to be here before
this audience to talk about change and opportunity. I have great
respect for what you and the agricultural producers of this
country do to provide the nation with an abundant and economical
food supply. I also respect and appreciate the contribution this
association and many in the meat and poultry industries have made
_to improving the safety of the food supply:

I believe our'goal is the same: a food'supply‘that is as
safe as the modern tools of science and technology can make it.



safe as the modern toels of science and technology can make it.,
I kxnow that much of the burden of change that is needed to meet
this goal will fall on companies such as those represented here
today. But the opportunity is yours as well. ' You know from your
daily experience that improving food safety serves us all.

i

?

Public Eggoctations .

Our agenda for change at FS8I8 is grounded in the !
expectations of the American public when it comes. to the safety |
of the food supply. ~ o |
|

Publir expectations about food safety have always been high. ’
Perhaps this is because food is the most fundamentally important.
and sensitive commodity we rely on the commercial marketplace to'
provide. Food provides the sustenance we need to survive; we
share it in intimate family settings; we provide it to our :
children so they can grow and thrive. i

People know very well that the safety of their food is not
an absolute. But they expect -- and I believe they have a right.
to expect ~- that those who offer food for sale in the commercial
marketplace, and we in government who oversee the safety of the .
food supply, have done everything it is reasonably possible to do
to ensure its safety.

~ That is the public’s expectation, and, in our free and openF
society, the public has ample means to hold us accountable for
~meeting it, through their choices in the marketplace, through |
their elected officials, and through the media. : i

In one critical respect, our inspection program at FSIS does
not currently meet the public expectation. There is a gap in our
system, which has been recognized at least since 1985, when the
National Academy of Bciences issued its report, Meat and Poultry!
Inspection, the 8Scientific Basis of the Nation’s Program. ' :

The fact is we do not deal directly enough and i
scientifically enough with the microbial pathogens that can make'
people sick. We do not take full advantage of the tools of ~;
microbiology to ensure that preventive controls are in place to
reduce the risk of harmful contamination and to verify that those
controls are working.

I know that many companies are mOV1ng in this direction,
that microbial testing and other tools are being used by ;
individual companies. But the public rightfully expects today :
that the tools of microbiology be built into the system of |
government oversight, that the FSI8 inspection program target and
take effective action to reduce or el1m1nate the bacteria that |
can make people sick.. ;
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That is a fair expectation for people to have of us. It
an expectatlon we intend to meet. :

Meeting this expectation requires real change in how we

approach our job. And I mean change at both the broad,
philosophical level and at the day-to-day operational level.

Public¢ Health Goals

Let me illustrate the kind of change I‘m talking about.

is

At

the most fundamental, philosophical level, we need to change our

approach by defining our goals when it comes to the safety of
meat and poultry products, and by establishing goals that are
driven by the protection of public health.

We say that our inspection system is intended to ensure that
meat and poultry products are safe and wholesome, but we need to
define more carefully what we mean by that. This is especially
critical when it comes to the contamination of meat and poultry

products with microbial pathogens.

-If we‘don't understand what our public health goals are,

we

can’‘t judge the adequacy of our efforts to achieve them. If we
do clearly define and articulate our public health goals, we can
harness the innovative capacities of the industry, the scientific

community, and government to reach them.'

Industry - Government Relationship
This new approach -- defining public health goals to

stimulate innovation -- will bring about an important shift in

the relationship between FSIS and the industries we regulate.

The tendency in the past has been for innovation in the

inspection program to follow innovation in the industry. We have

maintained a carcass-by-carcass inspection program that keeps

up

with rapid productivity gains in the industry. Make no mistake,

productivity gains have value for consumers because they help
provide an abundant, ‘economical food supply.

But it’s time for a shift. It’s time to expand the impetus

for innovation. 1It‘’s time that innovation in the industry and in

the inspection system be driven as much by public health goals as

by productivity concerns.

Let me illustrate how this approach can work by talking
briefly about one of our most critical food safety concerns,
namely the contamination of ground‘beef with E.coli 0157:H7.
frequency of such contamination is relatively low compared to
other pathogens. We estimate, based on a recent FSIS survey,
that a fraction of one percent of all beef carcasses may be

- | 3
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'~ contaminated with 0157:H7, while another FSIS survey indicates
that 25 percent or more of broiler carcasses may be contaminated
with salmonella. :

0157:H7 contamination of ground beef is, nevertheless, a
significant public health problem. Based on data from:
prospective, population-based surveys, it is likely that there
are at least 10,000 cases per year in this country. The presence
of less than one hundred organisms is enough to cause serious o
illness and even death, especially among children and the :
elderly. And ground beef is a staple of the American diet that,
in our society, has traditionally been cooked by many people in a

‘manner that does not deetroy the organism.,

: : S
Consumer education about proper cooklng~of ground beef
clearly plays a critical role in disease prevention -- and we
will continue to emphasize the importance of such education.
That’s why Secretary Espy worked so hard last year on the safe
handling regulations. , g

But, we cannot escape our public health responsibility to
reduce the risk of disease by relying solely on this last llne of!
defense. - - ?

We need to act to protect public health.

In the case of 0157:H7 and raw ground'beef ‘the ‘only
sat;sfactory public health goal is to ellmznate contamination.
That is the goal we must work toward.

We recognize that the ultimate achievement of this goal ?
requires a long-term commitment. Achieving it -- or coming as i
close as it is scientifically and technologically feasible to :
come -- will likely require preventive measures at multiple steps:
in the process of producing and distributing ground beef. q

. We must look for ways to reduce the likelihood that
contaminated animals will enter the stream of commerce, the risk
that any pathogenic bacteria present in the intestinal tract w111
contaminate the meat during the slaughter process, and the ‘
potential for subsequent growth of any organlsm that may be
present. , : : |

v
'

Industry Innovation

‘ In short, technological innovation in production, slaughter |
and processing must be harnessed and applied aggressively if we
are to move effectively toward our publlc health goal.

Many examples of possible interventions that could move us
toward this goal and reduce the risk of 111nees are described in

4
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the National Livestock and Meat Board’s recent report’on 0157:H7,
titled A Blueprint For Industry Action.

We applaud the Board for the forthright approach taken in
the report, and for the report’s explicit recognition that beef
safety is the meat industry’s responsibility. I know that the
American Meat Institute shares that view. o

When it comes to the possible contamination of ground beef-
with E.coli 0157:H7, this responsibility means taking concrete
-action now to reduce risk. It means every company examining its
processes, from the slaughter floor through the processing plant,
and into the marketplace. And it means building in preventive
measures that eliminate or reduce to the maximum extent possible
the risk that a raw ground beef product w111 be contaminated when

it leaves that company’s premises.

. I know many companies are taking these steps. All companies
shculd take them. A

I also know that when the product leaves the processing
plant, it is still vulnerable to contamination or abuse that can
contribute to the risk of foodborne illness. Those who transport
the product and those who further handle it at retail have the
same responsibility to take preventive measures to reduce risk.

Again,. I know the Food Marketing -Institute and the National
Restaurant Association support this approach and that many
companies are taking the initiative to do this.

I especially applaud the efforts of some of our largest
restaurant chaing to require their suppliers to establish
preventive controls. These preventive measures, including
finished product testing as a check on the systems’ controls, are
designed to reduce the risk that the ground beef they purchase is
contaminated w1th E.coli 0157:H7.

I intend to meet with these organlzatlons to strongly
encourage their continued efforts and cooperation with us in this

endeavor.

"Initiativea like these will make food safer, and I call upon
the meat industry to continue and expand them.

Government’s Role

You will not be alone. We at FSIS‘afe‘acting ag well.
Secretary Espy has asked Congress to bulld into our

statutory mandate an explicit charge to directly target microbial
pathogens and to incorporate the science of microbiology into our |
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inspection system. Prompt enactment of the Pathogen Reduction
Act of 1994 will put the full weight of Congress behind our
effort to address microbial pathogens.

We also are proceeding through our fegulatory processes

are working hard to enforce the requirements that clean meat be
produced in a sanitary environment.

And we plan to publish this fall propdsed regulations to
require that every meat and poultry plant establish science-based

systems -- the HACCP system, Hazard Analysis and Critical Control
Points -- to reduce the risk of foodborne 1llness.

HACCP is the conceptual framework for the future of food
safety. If implemented properly, it is a powerful tool for

targeting and preventing significant foodborne hazards, such as
those posed by microbial pathogens.

Through the HACCP rulemaking, we will address and invite
public comment on what our public health goals should be :
regarding specific microbial pathogens in raw meat and poultry

products. We will address, but not limit ourselves to,

0157:H7.

For example, salmonella contamination of raw poultry
contributes to hundreds of thousands of cases of foodborne
illness annually, through cross contamination, incomplete .
cooking, or other means. We believe that 25 percent or more of
all broiler carcasses may be contaminated when they leave FSIS-
inspected facilities. While there is some evidence the incidence
of contamination has declined over the last decade, 25 percent is
simply not good enough as a national average when we know that

some plants are achieving rates well below 10 percent using
technologies that are available today.

.We need to enlist those technologies to bring the salmonella
contamination incidence down across the board. And we need to
address as a nation what the appropriate public health goals are

for reducing the frequency and levels of salmonella contamination
in poultry.

The questions we will be aéking about microbial pathogens
are difficult scientifically, and some of the desired public
health goals may be achievable only in stages over a period of

time. But, if we don’t know where we are going, we can’t
possibly determine how to get there.

We also plan to begin this fall the rulemaking process -
required to determine how mandatory in-plant microbial testing
can best be incorporated into our inspection program Many

companies are already using this tool for various purposes. It’'s

. | 6 ’;
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time to begin establishing how this tool can be used by all
companies to improve the safety of their products. .

These changes in our inspection program and in the
expectations our system will place on meat and poultry plants :
will go a long way toward reducing the rigk of foodborne illness. '
But they will take time to develop. ' That’s why industry ’
innovation today toward the goal of reduced rlak is so important. !

It is also why FSIS must deal aggressxvely with the public
“health challenges we face today.

Current Regqulatory Policv on E.coli ' ‘ o

. To this end, I want to be sure our current regulatory pollcy
on E.coli 0157:H7 is crystal clear. Let me state it here.
First, raw ground beef contaminated with E.coli 0157:H7 poses a
serious risk to public health, and contaminated lots should be
excluded from commerce. i

Second, we recognize that due to the low incidence of .
contamination and the non-uniform distribution of contamination, |
no finished product testing program will detect all contaminated
product. But when FSIS encounters a contaminated lot, we will f
detain it and requlre its destruction or reprocessxng in a manner
that kills the organlam ]

Third, we expect companies who encounter contaminated lots
of raw ground beef at any stage of the process from production
and processing to the retail store to take similar action. We i
also expect them to notify FSIS so that we can take whatever r
additional measures are appropriate to protect public health, )

Fourth, to clarlfy an important legal point, we consider raw
ground beef that is contaminated with E.coli 0157:H7 to be i
adulterated within the meaning of the Federal Meat Inspection
Act. We are prepared to use the Act’s enforcement tools, as
necessary, to exclude adulterated product from commerce. i

Finally, we plan to conduct targeted éampling and Eestingvofﬁ
raw ground beef at plants and in the marketplace for posslble
contamination with E.coli 0157:H7.

This sampllng program is not by itgelf likely to detect a
significant number of contaminated lots and will not by itself ‘f
significantly reduce the likelihood of future outbreaks of :
foodborne illness attributed to 0157:H7. It is intended to build
our knowledge and experience regarding sampling and testing for !
this pathogen. It also will serve as an example and an incentive
for those commercial enterprises that produce, process and market
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_raw ground beef to control their processes and conduct.their own
tests.

We know that the ultimate solution to the 0157:H7 problem
lies not in comprehensive end-product testing but rather in the
development and implementation of science-based preventive
controls, with product testing to verify process control.
Nevertheless, as these systems develop, we have to do what we can
now to detect and exclude from commerce contaminated lots of raw
ground beef. Any lot that we detect or that you detect is one
less lot thdt could cause an outbreak of illness due to E.coli
0157:H7.

If we aggressively apply the preventive technologies we have

and take strong measures to exclude contaminated ground beef from

the stream of commerce, we will be on the road toward meeting the

public’s fair expectations and carrying out our public health
responsibility when it comes to E.coli 0157:H7.

Plant Sanitation

Let me turn briefly to another topic to illustrate how we
need to change our approach to achieving even our most basic and
longstanding goals. The topic is plant sanitation.

Good sanitation is the foundation upon which safe food
‘production and processing rests. Insanitary facilities and
equipment arnd poor personal hygiene practices among employees
create an environment in which pathogens can flourish. They are
an indicator that a facility is not under a level of control
essential to produce safe food.

Good sanitation is also one of the public’s fundamental
expectations. People simply want their food produced under
conditions ¢of reasonable cleanliness. Congress has made good
sanitation one of the standards that plants must meet to operate
under FSIS inspection.

The keys to good sanitation are obvious: a strong
commitment on the part of plant management and sustained effort
every day to keep the plant clean. Many plants do very well on
sanitation because they have the commitment and make the effort.

, Other plants do not do as well. 1In our ongoing unannounced
reviews of 1,000 plants, including both slaughter and processing

operations, the serious deficiencies we are observing involve

sanitation more than any other category of deflczency.

. Perhaps the management commltment is not there in some of
these plants. Perhaps the facility is old and difficult to
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maintain.
that can make good sanitation easier to achieve.

There are no doubt many reasons for sanitation problems.

Maintaining a high level of sanitation consistently, every day,
is a real challenge. .

We at FSIS know that we have a role to play in meeting thia‘

~ challenge, and there is room for improvement -- indeed a need for |

change -- in how we play that role. Most fundamentally, we need

to clarify what our role and responsibility is in relation to the

role and responsibility of plant management.

Our current sanitation regulations spell out:various general
- standards concerning cleanliness of plant and equipment.

It is
implicit in these regulations -- and well understood by many
companies -- that the plant’s management is responsible for

seeing that these requirements are met every day before
operations commence. Responsible companies typically have

standard operating procedures that their employees must follow
every day to ensure good sanitation.

Other companies do not take the same affirmative approach to
establishing and managing a real sanitation program. In some
plants, we find a tendency to rely tco heavily on the FSIS
inspector to find problems and require their correction.

Our goal is to be sure that all plant managers understand
and accept their responsibility for good sanitation and have in
place basic procedures designed to produce good sanitation. This
will in turn enhance the ability of the FSIS' inspector to perform
his or her proper role regarding sanitation, which is to verify
that the plant has met its sanitation responszblllty

In pursult of this, we will review our sanitation
regulations and consider whether the responsibility of plant
management for sanitation should be made more explicit.

It is not the job of FSIS to mandate in detail how good
sanitation is to be achieved in every plant we inspect. But, we
do need to consider spelling out such basic responsibilities as
having in place a sanitation plan for the plant, having
supervisory personnel who are trained adequately to carry out the

plan, and conducting sufficient pre- operational checks to verify
that the plan is working.

We also need to update the technical guidance we provide to
plants on how good sanitation can be achieved. This is

especially important for small plantsg who may lack the resources
to stay up to date themselves on advances in sanitation
procedures and technology. Before the end of the year, we plan

i 9
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to issue an updated version of our Sanitation Handbook, which we

expect will be a valuable resource for both inspectors and
plants.

Good sanitation is an objective the meat industry and FSIS
share.

to achieve and maintain good results.

I want to emphasize that, as we step up our focus on

It is a topic that deserves and requires steady attentlont

microbial pathogens, we will not lose sight of the basic need for

good sanitation.

Conclusion

I’ve talked today about two of our most critical program
goals -- safe food and clean plants -- and about the change
underway in our program as we pursue these goals.

I have not talked about how we will be changing and
expandlng our interaction with the scientific community,
improving our coordination with other food safety regulatory.
authorities, and reexamining some important labeling policies.

. Yes, the agenda for change at FSIS is ambitious.

Your
involvement and support will be important to our success. We
welcome your support. We invite your support. And I know that
on the goal of improving food safety by bringing the science of

microbiology into our inspection program, we have your support.

The agenda for change is ambitious, but the opportunity for
progress is great. By embracing change and innovation in how you
. produce, proc¢ess, and market your products and in how we conduct

our inspection program, we can together improve ﬁrotectlon of

public health in this country and earn the confidence of the
American consumer in what we do.

Thank you.
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Whét is PulseNet?

How does PulseNet work?

Who are patticipants in
PulseNet?

What foodbome d:seaée-causing

How has DNA "fmgergrmt ng" by
PEGE beten used to prevent

) PulseNet or other ggrograms for

foodborne dissase surveillance?

What is PulseNet? !

PulseNet is a national network of publlc health
laboratories that performs DNA "fingerprinting” on bacteria
that may be foodborne. The network permits rapid

. comparison of these "fingerprint" patterns through an
electronic database at the Centers for Disease Control and :

Prevention (CDC). The DNA "fingerprinting" method is
called pulsed—ﬁeld gel electrophoresm (PFGE)

Why was PulseNet developed‘? T
“In 1993, a large outbreak of foodborne illness caused by

. the bacterium Escherichia coli O157:H7 occurred in the

western United States. Scientists at CDC performed DNA.
"fingerprinting" by PFGE and determined that the strain of
E. coli 0157:H7 found in patients had the same PFGE
pattern as the strain found in hamburger patties served at a
large chain of regional fast food restaurants. Because this -

beef patties were recalled, and an estimated 800 illnesses
were prevented. At that time, few state public health
laboratories performed DNA "ﬁngerprmtmg“ by PFGE, and

difficult to compare. Because PFGE had such an important

role in this investigation, and state health departments had

increasing demands for DNA "fingerprinting,” CDC

developed standardized PFGE methods so that patterns from’

different laboratories could be generated the same way and
could be compared accurately. Since then, some local and
state health departments have gained more experience with
DNA "fingerprinting" by PFGE of E. coli O157:H7 in-

several outbreaks, in which it was critical in identifying and

http://www.cdc. goy/ncidod}dbmd/puISeneUi)ulécnef.htm
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~ outbreak and its cause were recognized quickly, the ground

“each used slightly different methods, which made the results -
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controlling the source of the infection. -
In collaboration with the Association of Stateand .~ =

Territorial Public Health Laboratory Directors, CDC created
PulseNet so that scientists at public health laboratories .
throughout the country could rapidly compare the PFGE =~ . .
patterns of bacteria isolated from ill persons and determine o
" whether they are similar. Similar PFGE patterns suggest that o
the bacteria isolated from ill persons come from a common :
source, for example, a widely distributed contaminated food §
product. Strains isolated from food products by regulatory o
agencies can also be compared with those isolated from ill

persons. Identifying these connections can help to detect

outbreaks and remove contammated foods from the . &
marketplace. ' , . ‘ ;

- How does DNA "fingerprmtmg" by PFGE
work?

“Bacteria rephcate themselves by dividing in two
When a bacterium divides, the two daughter
bacteria have the same genetic makeup as the parent
bacterium, like identical twins. Even after many : ;
generations, bacteria descended from the same . 'i
-‘original parent will have virtually identical genetic o

material, or DNA. DNA “fingerprinting" by PFGE S
is a simple way of comparing genetlc material that S
involves cutting up the DNA into pieces, then
measurmg the number and sizes of these pieces. . ‘
The pieces are separated by a kind of a sieve, made -~ =~ |
ofa jelly-like substance (gel). The DNA that has . '
been cut in pieces is placed at one end of the gel. A
pulsing electric field applied across the gel drives : |
the DNA pleces across the gel over a period of o
hours. The smallest pieces slip through the sieve more ‘ s

quicklys so the pieces are separated as distinct bands on the
gel. This pattern of bands, which resembles a bar code, is

the "fingerprint." An example of a DNA "fmgerprmt is o
‘shown on the left. »

How does PulseNet work? ' -
' . Laboratories participating in PulseNet perform DNA - S
! : o Mfingerprinting” by PFGE on disease-causing bacteria
s isolated from humans and from suspected food using i
standardized equipment and methods. Once PFGE patterns .
are generated, they are entered into an electronic database of .
DNA "fingerprints” at the state or local health department ~ . |
and transmitted to CDC where they are filed in a central - -
- computer. When PulseNet is fully operational, all
participating laboratories will have a direct link with the ,
central computer at CDC. These laboratories will be ableto - |
~ submit new patterns to the national database online and - o

|
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obtain epldermologlc mformatlon assoc1ated with patterns in
the database. If patterns submitted by laboratories in
~different locations during a defined time period are found to -
match, the CDC computer will alert PulseNet participants of

a possible multistate outbreak so that a tlmcly investigation :
‘can be done. : « - ‘

Who are participants in PulseNet? :
CDC began to set up PulseNet in 1995 in conjunction : !
with the state public health laboratories in Massachusetts, !
Minnesota, Texas, and Washington (henceforth termed area =~ l
laboratories) and the laboratory at the U.S. Department of '
- Agriculture - Food Safety and Inspection Service (USDA-
FSIS). These area laboratories perform PFGE typing on S
~ isolates from their own state as well as from surrounding -
states that do not have PFGE capab1hty
Additional pubhc health laboratories that have received
funding through sources such as CDC's Emerging Infections .. -
Program or Epidemiology and Laboratory Capacity
Enhancement Program perform DNA "fingerprinting” by
PFGE on isolates from their own states usingthe =~
- standardized equipment and methods developed by CDC.
These PulseNet participants include the public health
laboratories of California, Colorado, Georgla, Florida,
"Hawaii, Illinois, Indiana, Iowa, Kansas, Los Angeles
County, New Hampshire, New Jersey, New York, New
York City, Ohio, Oregon, Tennessee, Utah, Virginia, and 7
~ Wisconsin. The laboratory of the Food and Drug S !
Administration, Center for Food Safety and Apphed ‘ '
Nutrition also recently ]OIHCd the network

. What foodborne dlsease-causmg bacterla are currently P

o * being tracked by PulseNet? : o
Cuirently, PulseNet participants perform DNA : » !
"fingerprinting" by PFGE on E. coli 0157:H7 isolates. In , S
February 1998, CDC introduced a standardized method for - - ]

PFGE analysis of Salmonella serotype Typhimurium that L :

- uses the same equipment. Over time, additional foodborne ;
disease-causing bacteria will be tracked by PulseNet : ‘
‘depending on their public health importance and the ‘ '
availability of specific DNA "fmgerpnntmg methods for -

* . that pathogen. ~ S

" Why is PulseNet important to public health?

. PulseNet-will play a vital role in surveillance and
investigation of foodborne illness outbreaks that were
previously difficult to detect. In the past, foodborne illness S
outbreaks that were identified tended to be local events that = .

- were easily recognized; for example, everyone who ate the - |
potato salad at the local church picnic became ill. However, .

“httP://wWw.Cdc.gov/ncidod/dbmdfpulseh¢tfpulscnct.htm | Ce 11&1!200 0
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this rnay not be the predominarif scenario in foodborne
illness outbreaks now. Instead, foodborne outbreaks now

- often occur over widely dispersed geographic areas, caused
* by consumption of a widely distributed product with a low

level of contamination. Using DNA "fingerprinting”
techniques, PulseNet can help public health authorities
recognize when cases of foodborne illness occurring at the
same time in geographlcally separate locales are caused by
the same strain of bacteria and may be due to a common

~ exposure, such as a food item. An epidemiologic

investigation of those cases can then determine what they
have in common. If a bacterial strain is isolated from a
suspected food, the strains from humans and suspected food
can be compared quickly. Thus, matching patterns can

. indicate possible nationwide outbreaks and lead to public

health actions such as epidemiologic investigations, product
recalls, and ultimately to changes that prevent such

widespread outbreaks in the first place.' ‘

- How is PulseN et dlfferent from prevnous laboratory
‘practices?

State ‘and local pubhc health laboratories are a cnucal
element in the public health system that protects the’

~ country. In the area of foodborne diseases, they test a -
~ variety of specimens, support outbreak investigations, and

conduct laboratory-based surveillance for 1nfect10ns such as
Salmonella or E. coli O157:H7.

Before PulseNet, most public health laboratones did not’ - |

have DNA "fingerprinting" capability. A few laboratories -
had recognized the value of DNA "fmgerprmtmg" but had
developed techniques independently using a variety of

~ equipment or laboratory methods. Laboratories without

PFGE capabilities could forward isolates to CDC as needed

~ for DNA "fingerprinting.” As requests for DNA

"fingerprinting" by PFGE mcreased however, results could
not always be obtained as quickly as needed in foodborne

. outbreak investigations. Also, patterns of DNA

"fingerprints” from different laboratories that performed -

~ PFGE using nonstandardized techniques were not

.comparable. In both these situations, valuable time was lost
as isolates suspected to be related were shipped from -
different sites to a central location for PEGE. analy51s to
confirm whether they were the same strain. :
Because PulseNet partlmpants use a standardized
protocol and have the capability to exchange information

electronically, laboratorians and epidemiologists in different L

states can rapidly cornpare DNA "fingerprints" of submitted
strains with those in the PulseNet database, leading to

. enhanced outbreak detection and public health response to
‘ prevent further foodborne 1llness

1172 1/2000
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How has DNA "fingerprmtlng" by PFGE been used to

prevent foodborne 1llness"

{

e In 1996 epidemiologists traced two concurrent

outbreaks of E. coli O157:H7 infections occurring in

Connecticut and Illinois to a common source, mesclun
lettuce (a mixture of baby lettuce leaves) grown on
the same-California farm. DNA "fingerprinting" by .
PFGE identified these two outbreaks as linked to a
common source. As a result of this investigation,
lettuce growing and processing practices are being
reviewed and guidelines for good manufacturing
practices are being developed by public health
- agencies in collaboration with the fresh produce
~ industry to prevent further outbreaks of this kind.
¢ In 1996, epidemiologists traced an outbreak of E. coli
O157:H7 infections in patients from four states and
one Canadian province to commercial unpasteurized
apple juice. DNA "fingerprinting” by PFGE by the
Washington State public health laboratory showed
that isolates from patients and the apple juice were the
- same strain. Prompt recognition of the commercial
apple juice as the source of this outbreak resulted in
rapid recall of the widely distributed product.
- o In 1997, the Colorado State Health Department
. identified a cluster of ill persons from whom E. coli
 O157:H7 isolates with identical PFGE patterns were -
cultured. About the same time, the USDA laboratory

isolated an E. coli O157:H7 strain from a ground beef

. patty from the same package as a patty consumed by -
an ill person and performed DNA. "fingerprinting” by

PFGE on the isolate. Both the Colorado state public
health laboratory and the USDA-FSIS used the

“$tandardized protocol for DNA "fingerprinting” by
PFGE. The patterns from the patient isolates from
Colorado and the ground beef isolate at the USDA
laboratory were transmitted electronically to CDC via~

. the Internet, where they were found to be -
1nd1st1ngulshable This outbreak pattern was then
transmitted to PulseNet sites and was compared with
patterns from over 300 other recent E. coli O157:H7
isolates. No matching patterns were found, providing

' strong cv1dence that the outbreak was not. nat10nw1de o

DNA "fmgerpnntmg" by PFGE cin also help
. differentiate between a real outbreak--an increase in the-
- number of epidemiologically related cases--and a pseudo-
- outbreak--an increase in the number of cases that are not
- epidemiologically linked to a common source. In summer
~ 1994, an outbreak of E. coli O157:H7 infections in New

http://www.cdc. gdv/néidod/dbnid/pﬁlsgnet/pulsenet.htm,
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* Jersey was suspected when the number of reported cases in
 the state increased nearly 10-fold after clinical laboratories
were asked to report all cases of E. coli 0157:H7 infection
to the health department. DNA "fingerprinting" by PFGE -
showed that the pseudo-outbreak was related to increased
reporting of cases and was not a common-source outbreak,
as 17 different "fingerprints" were identified among 23
patient isolates. By identifying these pseudo-outbreaks as
such, health departments can conserve resources by '
investigating only true outbreaks. _ :
What is in the future for PulseNet? .
Using DNA "fingerprinting,” PulseNet sites will
continue to help identify and investigate outbreaks of E. coli
0157:H7 infections and other important foodborne
pathogens, such as.Salmonella serotype Typhimurium. Over
~ time, CDC will set up additional databases-of DNA
~ "fingerprints” for other foodborne illness-causing bacteria.
' Recognized outbreaks are only the tip of the iceberg of -
- foodborne illness. Most foodborne infections are sporadic,
meaning there is no link to 2 known outbreak. PulseNet will
~ be an early warning system that links seemingly sporadic
- human illnesses together; as a result, more outbreaks should
be recognized, especially those that are spread over many
states. Investigation of these outbreaks should resultin
identification of hazards and implementation of new -
measures to increase the safety of our food supply. -

- How can I find out more about PulseNet or other -
programs for foodborne disease surveillance?
For more information on foodborne disease surveillance,
.. DNA "fingerprinting"” by PFGE, or PulseNet, contact your.
- state health department. For information from CDC, visit
.the CDE home page on the Internet at www cde. gov or
contact CDC at:
Foodborne and Diarrheal Diseases Branch o
Division of Bacterial and Mycotic Disease,
National Center for Infectious Diseases,
" Centers for Disease Control and Prevention
g o S 1600 Clifton Rd, MS A-38° ~
ot o © Atlanta GA 30333

FRE

o CDC Home | Search l Health Topics A-Z

ThlS page Iast revnewed Aprll 19, 2000 :

: Centers for Disease Contro!‘and Prevention
. National Center for Infectious Diseases

Division of Bacterial and Mycotic Diseases’ . -

| httpif/www;cdc.gov;’ncidod/dbmdlpulseneﬂpulsenet.htm
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Release No. 0049.95

-Brian Norris (301) 504-6778
Maria Bynum . (202) 720-5192

USDA'S NAL INITIATES INFORMATION SERVICE ON FOODBORNE ILLNESS PREVENTION

WASHINGTON, Jan. 25, 1995--The U.S. Department of Agriculture's National
Agricultural Library has initiated a new service. wh1ch provides information on
foodborne illness prevention.

The new.service, called the Foodborne Illness Education Information
Center, is designed for educators, trainers and organizations developing

education and training materials for -food workers and consumers. -

The center is a joint program of USDA's“Fobd'Safety'and Inspection
Service and the Food and Drug Administration.

'According to Cindy Roberts, coordlnator of the new 1nformat10n center,

"USDA and FDA established it in May 1994 as. part of a national campaign to

reduce the risk of foodborne illness and to increase knowledge of féod-related
‘risks at all stages of food handllng and preparatlon, from producers to

. consumers.

'“The center s prlmary functlon is the development and ma1ntenance of an

'educatlonal database," Roberts said. “The database-is a compilation of
: consumer and food worker education materlals developed by unlver31t1es,

prlvate companles and government agenc1es

Materials listed in the database-lnclude computer software educational
research, audiovisuals, posters, games, and teaching guides--all for
elementary and secondary school ourricula - Also included are training
materials for managers and workers at retail food markets and food service

institutions.

Roberts said that: reports of the database are free and avallable by .
modem via the Internet from the gopher of NAL's Food and Nutrition Information
Center. To -access the database via gopher, telnet to a favorite gopher,

choose "Al1l other gophers," then "Gopher servers in the USA," then "Maryland "

then,“Food and Nutrition Information- Center, USDA." From the menu d1splayed
look under “USDA/FDA Foodborne Illness Educatlon Informatlon Center. .

A The'center can also be_accessed through'NAL's electronic bulletin board
ALF, and through PENpages.International Food and Nutrition Database (IFAN).

Roberts ‘said that floppy dlsk coples of the database are avallable\from
the center.

.
*

Addltlonal 1nformatlon on the database and the center are avallable by
contactlng Roberts at: :
'USDA/FDA Foodborne Illness Education Informatlon Center
c¢/o Food. and Nutrition Information Center
‘National Agricultural Library -
Beltsville, MD 20705-2351 , . : -
(301) 504-5719 ° . _ - - .
‘Fax (301) .504-6409 '
Internet address: croberts@nalusda gov

o NAL is ‘one of three national libraries-of the United States,'with the

http://www.usda.gov/news/releases/1995/01/0049 P | 11/21/2000
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Library of 'Congress and the National Library of Medicine. Part of USDA's
Agricultural Research Service, NAL is the largest agricultural library in the
world.. ‘ : ‘ ‘ '
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Release No. 0071.95
Mary Dixon . (202) 720-4623

Statement B ‘ by
RICHARD ROMINGER
ACTING SECRETARY OF AGRICULTURE
January 31, 1995

It is a pleasure to be here today to announce a food safety proposal.
which will bring sweeping changes in the way USDA will inspect meat and
poultry. The propos :al is a major step toward improving our food safety.
1nspect10n system and further protecting the Amerlcan consumer from foodborne
lllness. : . :

We are at a crossroads. We are proposing! to reinveht the meat and
poultry 1nspectlon system, whlch is currently based primarily on sight, touch,
‘and smell, by utlllzlng science and the latest technology, including bacterial
- testing.' ‘This initiative is not. just about making changes It's about making
changes that will make food safer. It is not about more regulation -- it's
about better, more effective and more sensible regulation. It's about
prov1d1ng safer food for Amerlcan families.

The Cllnton Admlnlstratlon ‘has 1n1t1ated and 1mplemented many food
safety 1n1t1at1ves, 1nclud1ng.

- Conductlng unannounced rev1ews in l 000 plants to enforce 1nspectlon
requlrements,

——Mandatlng saje cooklng and handling 1nstruct10ns on the labels of meat

and poultry products,
Ve . - .
' ——Increa51ng our funding for food safety research,

--Elevating food safety to a sub-Cabinet position within the Department -
and consolidating all Departmental food safety activities under that position,

. .——Declarlng E. coli 0157:H7 in raw ground beef to be an lllegal
adulterant ‘and inditiating a program to. sample for the pathogen, and '

ﬂ--Streamllnlng the approvalgprocess for antlmlcroblal treatments to help’
industry move faster‘to install new technologies to reduce pathogens.

These are 1mportant steps, but our job to 1mprove food safety 1s not yet
"done. It is now time for us to make fundamental changes in how we carry out
our job of meat and poultry inspection. The proposal we are announcing today
would allow us to take a number of important steps -- steps which are the most
significant food safety reform since the passage of the meat and poultry R
inspection laws were first enacted in 1907 and 1957 ‘ '

§
\

Under: our proposal, slaughter plants would be requlred to develop and
implement a sc1ence -based system for produc1ng safe food known as HACCP i~-
Hazard Analysis and Critical Control Points. . The philosophy of HACCP was
creatéd by industry and is widely accepted as an effective, prevention-based
system of food production. In fact, some industry leaders already operate
under HACCP systems, but the current inspection system and most plants do -not:

http://www.usda:gov/inews/releases/1995/01/0071, - | I 11/21/2000 -
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That would change under this prooosal -~ the inspection system and all plants

would operate under HACCP. And that will fundamentally reform our inspection :
program into a science-based system -- a system whlch will ensure an even

safer food supply.
. . }

Change of thlS magnitude will take time. We recognize that change "
cannot happen overnlght in a system which has been built up over decades. At '
the same time, we belleve that there are. improvements in the production and | = - ;
1nspect10n systems that need to be made as we make this transition to HACCP. o
And that is why our proposal includes several near-term initiatives, the most
significant of which is that plants would be required to test their products :
for pathogenic bactaria and would be required to meet specified targets for - ’
pathogen reduction. Together, these proposed initiatives would address the
immediate need for improvements in our meat and poultry inspection system and
would begin theé process of transformlng the 1nspectlon program into a science-
based system

HACCP is ultimately about moving away from command and control o
regulations to a more flexible, performance-based system that focuses on '
prevention to improve food safety. With this goal, we know that there may be
some concern about these proposed short-term initiatives. While we at.USDA
understand this concern, we strongly believe that some immediate steps must be
taken to improve food safety as we make this transition to HACCP. We know
that we can do more to reduce the regulatory burden that our current
)1nspectlon system places on industry. That's why FS8IS is currently reVLewlng
its regulatlons to see where we can either eliminate costly and unnecessary
regulations or establish more flexible, performance-based standards without
compromising food safety. We want.to hear comments from all interested P
parties about this issue. » ' ' S : '

Everyone -supports HACCP -- from industry and consumers to the National ‘
Academy of Sciences and the General Accounting Office. But we may disagree ; ~
‘about what a HACCP system should include and how we should make the transition -
to HACCP. Today, we are releasing USDA‘s proposal, and I would. like .to thank ‘ .
Mike Taylor and all the FSIS employees who have worked hard to bring us to '
‘this point.  The proposal would allow us to do what food safety ‘experts ‘have ‘
"said we should do. It would allow us to do what Corngress has mandated that we it
do. And i% would allow us to de what the public rightfully expects us to ‘ . ’
T do -~ make the meat and poultry supply as safe as pOSSlble. i

. 3 :

'The effort to reform our inspection system w1ll requlre the 1nput ‘and -
support from all of the Department’s customers, ‘and I encourage you .to read
the proposal and provide us with your comments, suggestions and criticisms.
Together, we will be able to achleve our common goal ~~ to improve the safety
of our meat and poultry. : E ‘ :

I will now ask Mike Taylor/ our Acting UndefISecretary for Food Safety

and Administrator of the Food Safety and Inspection Services, to describe our -
proposals and our overall food safety strategy. :
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Tom Amontree (202) 720-4963
Hedy Ohringer (202) 720-9113

USDA REGULATORY REFORMS TO IMPROVE HMEAT AND POULTIRY SAFETY
. WASHINGTON, Jan. 2, 1996*Regulatory reform actions announced troday are
part of the Department of Agriculture’s strategy to improve food safety, said
USDA Acting Under Secretary for Food Safety Michael R. Taylor.

“By adopting ‘modern ragulatory tools and streamlining or eliminating old

- rules and requirements, we will enhance the sifety of meat and poultry

products on the tables of America," said Taylor.

‘“The changes are part of our comprehensive overhaul of the nation's meat

- and poulrry Iinspection program," said Taylor. “The reforms are intended to

support the new food safety measures USDA plans to adopt for all federally
inspected meat and poultry plants." On Feb. 3, 1995, USDA proposed that all

‘federnlly inspected meat and poultry plants adopt a sclence-based preventive

system of food safety controls known as HACCP (Hazard, Analysis and Critical
Control Points) and plans to publish a final rule in 1996.

"These reform proposals reflect the fundamental change underway in

AUSDA'% food safety program. To make our new food safety strategy work, we

must broadly reform our existing requirements and procedures, many of which
have simply outlived their usefulness," said Taylor, who also serves as
administrator of the Food Safety and Inspection Service, the agency
responsible for- ensuring the nation’s meat and poultry supply is safe
wholeqome, and accurately 1abeled

" Taylor said that as part of 1ts food safety initiative and to carry out

President Clinton’s call for reform of federal regulations, FSIS has completed

a page-by-page review of all of its existing rules, including rules regarding
food labeling and other non-safety matters. Agency staff has identified more
than 400 pages of regulations, nearly three-fourths of the total, as
candidates for elimination or change to make them simpler, less burdensome;” or
more petformance'based

"Some of‘our;labeling rules limit the flexibility companies need to
produce nutritionally improved meat and poultry products that consumers want,"
said Taylor. "By modernizing these rules and streamlining others, we can
reduce unnecessary burdens on industry and improve the way we serve America's
consumers "

~more-
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Four documents published in the Dec. 29, 1995, Federal Register: (1) An
advance notice of proposed rulemaking describing USDA's reform strategy,
listing regulations identified for repeal or revision and requesting publie
comments on these and other rules needing reform; (2) a final rule expanding
the kinds of product labels no longer requiring prior FSIS approval and
substituting one review for two formerly required; (3) a proposal to allow
familiar terms, such as "low-fat" or "light turkey" on products like hot dogs
and turkey ham made with substitute ingredients that change the nutritional
profile; and (4) a proposal to eliminate duplicative rulemaking by the Food
and Drug Administration and FSIS on substances that may be safely used in
foods, including meat and poultry products.

Taylor said three other regulatory revisions are being developed for
publication in early 1996. They are: (1) a proposal to revise
"command-and-control” regulations for processing certain meat and poultry
products by incorporating objective performance standards for the safe
production of these products; (2) a proposal to eliminate requirements for
industry to obtain FSIS prior approval for facility blueprints and equipment
and for most quality control programs; and (3) an advance notice of proposed
rulemaking soliciting comments, and information on whether to modify or
eliminate specific standards and‘whether and how to modify the agency'’s
. overall approach to product standards of identify and composition.

- "Our goal is an integrated, science-based sjstem of regulatory oversight
that makes the best use of both government and industry resources to improve
food safety,"” Taylor said “These reform proposals are an important step in
that direction.” ' : : '
FSIS is performing a critical review of how the Agency carries out its
regulatory tole, through. inspection and other means, allocates its resources,
" and 1s organized in both headquatters and field offices.

. The pzoposed rules are open for public comment for 60 days. By Feb. 27,
1996 ‘an original and two copies of comments should be sent to the Docket
Clerk USDA, FSIS, ‘Room §§§2 -South Bldg, Washington, DG 20250- 3700.

#

NOTE: USDA news: releases and media advisories are available on the Internet.
Either access the USDA ‘Home: ‘Page on the World Wide Web at hetep://www. usda.gov
~or. go diractly to gopher./yxopher usda.gov
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Office of the Under Secretérv for Food Safety
Food Safety and Inspection Service

THE FINAL RULE ON PATHOGEN REDUCTION AND HACCP

It's a pleasure to have the opportunity to meet with you today. Your timi ing for
this meeting is impeccable-- this is the first group | have addressed where | can
- actually discuss the details of the final rule on HACCP and Pathogen Reduction.

Needless to say, we are very pleased that the rule has finally been published.
We believe the final product meets the needs of everyone involved--government, all
segments of industry, and consumers.

During the development of the rule, we made a concerted effort to listen to
everyone and address as many concerns as possible. If you have had a chance to
read the final rule, | believe you will see many examples of areas where we were able
to make adjustments without compromising food safety. We appreciate all of the input
-your organization and others provided during the rulemaking process.

Overview of the Final Rule

As many of you know, the final rule was published in the Federal Register on
July 25. It has four key provisions: (1) Sanitation Standard Operating Procedures
(SOPs), (2) Hazard Analysis and Critical Control Points (HACCP), (3) Testing for
generic E. coli, and (4) Performance Standards for Salmonella. ' ' :

~ The sanitation SOPs are mandatory in all plants. Establishments must prepare
and-implement plant-specific SOPs for sanitation to ensure they are meeting their
responsibility to keep their facilities and equipment clean. The written sanitation SOPs
must describe the specific activities plant management has determined are necessary
to maintain good sanitation to prevent direct product contamination. '

" Remarks prepared for delivery byiThomas J Billy, Associate Administrator of the Food
Safety and Inspection Service, U.S. Department of Agriculture, before the National
Cattlemen's Beef Association, August 2, 1996, Nashville, Tenn.



~ This requirement clarifies that sanitation is the establishment's responsibility,
and it will make it easier for our inspectors to perform their proper role of verifying that
plant management is carrying out its sanitation responsibilities. This requirement
becomes effective 6 months after publication of the final rule, or on January 27, 1997.
The final rule contains two draft appendices that address SOPs--Appendix A,
Guidelines for developing SOPs, and Appendix B, Model of an SOP for sanitation.
The public is invited to comment on these drafts during the 60-day comment period,
which ends on September 23, to ensure they are clear and effective before they are
finalized. : ‘ -

Establishments also will be responsible for developing and adopting a HACCP
program to ensure that they have in place science-based controls to prevent and
reduce food safety hazards. Establishments will be required to develop HACCP plans
based on the seven principles established by the National Advisory Committee on
Microbiological Criteria for Foods. HACCP systems will be required to have critical
control points that address product safety hazards, as opposed to control measures
related to economic adulteration and quality.

FSIS will not approve HACCP plans in advance but will review them for
conformance with the final HACCP regulation and continually verify their effectiveness..

Implementation will be phased in based on plant size. Large plants with 500 or
more employees will have until January 26, 1998 to have in place their HACCP plans.
For small plants with 10 or more but fewer than 500 employees, the implementation
date is January 25, 1999. In very small plants, with fewer than 10 employees or
annual sales of less than $2.5 million, the implementation date is January 25, 2000.
Two draft appendices in the final rule address HACCP-- Appendix C, Guidebook for .
the preparation of HACCP plans, and Appendix D, Hazards and Preventive Measures
Guide. These drafts are available for comment for 120 days, until November 22, to
ensure they meet industry needs. |

Slaughter establishments will also have to begin testing for generic E. coli to
verify process control for fecal contamination. E. coli was chosen as a more
appropriate microorganism to use as a verification of slaughter process control than
the originally proposed Salmonella based on numerous comments and the results of
the scientitic conferences and'public meetings we held during the final rule.

E. coli performance criteria for various product classes were based on
nationwide baseline surveys conducted by FSIS. We will not use the test results
themselves to take any regulatory action, but they will guide us on-when to look for
other information to evaluate whether a problem exists that requires regulatory action.
The E. coli testing requirement becomes effective at the same time as the sanitation
SOPs--January 27, 1997. Two draft appendices to the final rule address the E. coli
testing requirement--Appendix F, Guidelines for E. coli testing in cattle and swine
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plants, and Appendix G, Guidelines for E. coli testing in poultry plants. Comments on
these draft appendices will be accepted until September 23. A meeting on certain
technical aspects of the E.coli venflcatton testing will be held in Washington, D.C. on
Septem ber 12 and 13. .

The pathogen reduction performance standards for Salmonella apply to chilled
carcasses and raw ground products. We have adopted these performance standards
to verify that slaughter and grinding HACCP systems are effective in reducing and '
controlling contamination. Salmonella was selected as the target pathogen because it-
is the leading cause of foodborne iliness among enteric pathogens, it is present at
varying frequencies on all types of raw meat and poultry products and it can easny be
tested for in a variety of products

Plants will be required to achieve a prevalence of Salmonella contamination
~through their HACCP programs that is below national baseline prevalence for each
‘raw product as reflected in the FSIS baseline surveys. These are regulatory
standards that FSIS will require the plant to meet consistently over time as a condition
to maintaining inspection.

FSIS will be responsible for conducting the testing to ensure compliance with
the standards. We will conduct initial testing prior to actual enforcement of the
performance standards to determine how each plant is doing to meet the standard.

These first-phase results will assist plants in preparing for the implementation of
HACCP and the pathogen reduction performance standards. The frequency and
intensity of the second-phase compliance testing, which begins according to the
HACCP implementation dates, will be based on past plant performance and other
factors. Appendix E to the final rule outlines FSIS sample collection procedures for
Salmonella. In approximately 15 months, we will convene a public conference to
review available Salmonella data and discuss whether they warrant refining the
Salmonella performance standards.

Implementation of the Final Rule on Pathogen Reduction and HACCP‘

There is much work ahead to implement the final rule. We intend to have a
fully public process during the implementation period like we had during the
rulemaking process. We are committed to doing whatever we can to ensure that
SOPs and HACCP are effectively implemented in all establishments.

: We have a number of opportunities planned for continuing dialogue on
“important implementation issues related-to the final rule. We are now scheduling
~ these public meetmgs and will announce the dates and locations throigh the Federal

Reqister.



In addition to the meeting on certain technical aspects of the E. coli verification
testing in slaughter plants, which is scheduled for September 12 and 13, we have
finalized the clates for the National Implementation Conference. It will be held in
Washington, D.C. from September 30 to October 3. The first and last days will be half
- days. The national meetmg will be followed by a series of regional conferences.

We will have available a number of additional assistance materials and
activities--beyond the appendices to the final rule | already mentioned--to help
establishments implement HACCP and the other requirements of the final rule.” For
instance, we will have available generic HACCP models for the major process
categories to assist small plants in preparing their HACCP plans. We will also be
carrying out demonstration projects for small plants to show how HACCP can work for
various products and under actual operating conditions.

Consistency in_the Requlation of Meat and Poultry

We believe the final rule will provide many benefits. One benefit that | know is
particularly important to the meat and poultry industries relates to consistency in the
regulation of meat and poultry products. Because the final rule establishes a
common, consistent regulatory framework for ensuring the safety of meat and poultry
products, it will help to eliminate regulatory disparities.

"For instance, there has been some concern that certain sanitation requirements
imposed on meat processors were not required for poultry processors. Under the final
rule, all inspected establishments, both meat and poultry, will be required to develop,
implement, and maintain written standard operating procedures for sanitation.
Because the rule provides establishments with the flexibility to customize their
sanitation plans, this begins eliminating the effects of any disparate “command and
control” sanitation requirements currently found in the reguiations.

To complete this harmonizing process in the area of sanitation, we will be
publishing a proposal to completely revamp the longstanding sanitation regulations.
Like the new HACCP rule, there will be one set of requirements that applies to both
meat and poultry. - Many old requrrements will be eliminated and others converted to
performance stcmdards

| want to caution you, however, not to equate consistency with the traditional
“command and control” regulations. Consistency under the new, HACCP-based
system means that we are providing a consistent regulatory framework. It is our goal
to apply the same principles of prevention and pathogen .reduction in a consistent
manner. But within that framework, there can be variations in requirements based on
species of animal, product class, the establishment's particular risks, and a host of
- other factors.
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The Salmonella performance standards are a good example. | know that there
are some concerns that the new rules actually perpetuate inequities by permitting a
greater prevalence of Salmonella on raw poultry than on raw meat products. | want to
respond to these concerns,.because | believe this issue is very important. ‘

The Salmonella performance standards in the rule are based on a uniform,
consistent regulatory framework. That is, as a starting point, all slaughter plants and
plants that produce ground products must achieve at least the current national ‘
baseline level of performance with respect to Salmonella for the product classes they
produce.

We recognize that the FSIS nationwide baseline data on prevalence of
Salmonella vary greatly for each product category. Currently, there are major
differences in what is being achieved by producers of the various categories of
products tested. However, we have set the initial Salmonella performance standards
based on these data.

. Yes, the initial numerical standards are different, but we believe they are an
equitable first step in pathogen reduction. We shouid focus our energies on
improvements across the board--not just in Salmonella, but in-all pathogens found on
meat and poultry. :

. We believe the approach we have taken with performance standards for

- Salmonella will begin necessary progress on pathogen reduction across all species
while we continue to collect more data and take other steps to refine the performance
standards. While these standards are based on what is currently being achieved by
producers, this does not mean we are encouraging the status quo. There are many
establishments that are not achieving the current baseline levels. "It is our intent to get
those establishments to reach the level that other establishments have managed to
reach. Thus, even with estabhshmg performance standards at the baseline Ievels we
expect improvements to occur. - :

The fact that we have higher numbers for poultry at the beginning of the
process means that we can expect future reductions to be more dramatic among the
poultry classes. The poultry industry will have more work to do to get their numbers
down for Salmonella. Secretary Glickman is committed to'making the standards as
similar as possible as quickly as possible. The standards .in the HACCP rule are
. based on the best data we have at this time. When we do more testing and get more
data, we will be makmg appropriate reductions in the standards. - '

Let me review some other activities we are undertakmg to improve consrstency
between the regulations governing meat and poultry products. We agree that there
are a number of asymmetries in the meat and poultry inspection regulations that have
existed for some time. A June 1993 Research Triangle Institute study commissioned
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by FSIS found numerous differences between the meat :and poultry inspection
regulations. We intend to correct as many of them as we can through several ongoing
or planned rulemaking procedures. ‘

For instance, on the issue of feces and ingesta on dressed poultry, we
proposed a regulation enforcing a zero tolerance for feces .on poultry entering the
chiller. We have studied the comments we received and will soon be publishing a
final rule on this matter the reinforces the zero tolerance: and strengthens enforcement.

. M {

We also are reviewing the standards of identity and cbmpositioh that have been

- established over the years for meat and poultry food products and will explore all

issues relating to meat and poultry standards in a fcrthcciming advance notice of
proposed rulemaking (ANPR).. One option to be presented in the ANPR would require
labeling disclosure of the percentage of meat or poultry contained in products. This .
disclosure would apply equally to both meat and poultry products. The ANPR will also
solicit comments and specific data relating to the issues of allowable moisture content’
of similar further-processed meat and poultry products, such as turkey ham and ham,
and the disclosure of detached skin in the sngredtents statement on the labels of
processed poultry products.

Finally, with regard to the issue of added moisture in chilled péultry carcasses,
we are completing an analysis of options to address this issue.

Closing’

In closing, we look forward to working with you on implementing the final rule
on Pathogen Reduction and HACCP. As | mentioned, we are planning a number of
opportunities for further dialogue on the many issues involved in the final rule, and we
are developing a number of ‘materi ials to assist estabhshments in meeting the new
requirem ents. : :

Among the many benefits of the final rule will be elimination of some inequities
that currenﬂy exist between meat and poultry. Beyond the final rule, however, we are
examining our regulations and will be correcting situations where such inequities '

unnecessarily exist.





