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President Clinton has signed legislation to pay for modernizing meat and
poultry inspections.

The fiscal 1998 appropriations bill provides $ 13.6 billion for the
Agriculture Department and the Food and Drug Administration, and $ 35.3 billion

for food stamps, the child nutrition program, the Commodity Credit Corporation
and other programs.

Clinton said Tuesday he was disappointed the legislation did not provide
enough money to expand the federal nutrition program for women, infants and
children, or WIC.

Clinton had requested $ 4.1 billion to serve 7.5 million people in fiscal
1998. Congress provided $ 3.9 billion to serve 7.4 million people.

"Full participation in WIC is one of my highest priorities, and the funding

level that this act provides does not assure that we can achieve this goal," he
said.

But Clinton said he was pleased that Congress appropriated money to modernize
meat and poultry inspections and to study consolidating food safety functions
now scattered throughout the government.
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White House Press Release

STATEMENT BY THE PRESIDENT

THE WHITE HOUSE

Office of the Press Secretary

For Immediate Release November 18, 1997
STATEMENT BY THE PRESIDENT

I am pleased to have signed into law today H.R. 2160, the
"Agriculture, Rural Development, Food and Drug Administration, and
Related Agencies Appropriations Act,  13998." .

The Act provides $13.6 billion‘ih:aiséfetionary budget authority
for programs of the Department of Agriculture and the Food and Drug
Administration. These programs include the Special Supplemental Feeding
Program for Women, Infants, and Children (WIC); food safety programs;
efforts to reduce children's access to tobacco products; and various
programs to protect and support rural communities.

The Act provides a total of $35.3 billion for the Food Stamp
program, the Child Nutrition program, the Commodity Credit Corporation,
and other mandatory programs.

I am disappointed that the Congress failed to provide the full
amount of my requested increase for the WIC program in order to reach a
full participation level of 7.5 million women, infants, and children.
Full participation in WIC is one of my highest priorities, and the
funding level that this Act provides does not assure that we can
achieve this goal in FY 1998.

I am concerned about the provision of this bill that alters the
administration and funding for research on nutrition programs serving
the poor and disadvantaged. The research needs of these important
programs should continue to be addressed in the context of the programs'
administration. I am asking the Secretary of Agriculture to look into
this matter and to work with the Director of the Office of Management
and Budget on the most effective approach to address my concerns.

12/6/97 10:23 AM
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I am pleased, however, that the Act includes nearly all of my
request for the Food Safety and Inspection Service. The funding
provided for meat and poultry inspection will ensure adequate
inspection coverage and allow the agency to further implement the
modernization of the inspection system that I announced on July 6,
1996. I am also pleased that the Act provides almost all of the
requested level for my Administration's food safety initiative and
the requested level for our efforts to reduce children's access to
tobacco products.

In addition, the Act provides significant increases in rural
development programs to improve the quality of life in rural America and
help diversify the rural economy. The Act also includes a portion of my
proposal to create a Rural Development Performance Partnership, which
will provide greater flexibility to tailor Federal assistance to local
needs, reflecting my Administration's belief that there is no
"one-size-fits-all" solution to the economic challenges facing rural
areas. 1 will continue to seek authority to utilize the full
flexibility that was authorized for these programs in the 1996 Farm
Bill.

WILLIAM J. CLINTON
THE WHITE HOUSE,
November 18, 1997.

#o##

To comment on this service: feedback@www.whitehouse.gov

12/6/97 10:23 AM
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December 22, 1997

MEMORANDUM FOR THE VICE PRESIDENT

] take the liberty of adding a few thoughts to our conversation Saturday night about the
single food agency issue.

1. 1 agree that organizational change of that magnitude will be politically difficuit, but the
issue is gaining credibility. The consumer organizations are for it; the press attention has been
favorable, and the food industry seems more open on the issue now than when you raised it in
1993. Al least some in industry see the current arrangements imposing costs and inefficiencies on
them, undermining consumer confidence in food safety. and jeopardizing the United States’ ability
to lead on internationa! harmonization.

2. Rep. Fazio has introduced legislation to create a single food agency and has instigated a
National Academy of Sciences study on the issue. which is due to be completed by August 1998.
This study should document what's wrong with the current system and put the issue more
squarely on the public’s radar screen.

3. There is an opportunity now for administration leadership, without committing
prematurely to what would still likely be a tough and time-consuming effort. This could be
accomplished by: (1) endorsing the NAS study effort and elevating the expectation that its
analysis and recommendations will be important, and (2) announcing a paralle! effort, run from the
White House, to comprehensively review not only organizational issues but also the fragmented
and inconsistent statutory framework for the federal food safety program  This would help fulfill
the strategic planning commitment already made by HHS. USDA, and EPA in their report to the
President last spring and would build on the administration's strong record of modernizing the
food safety program and preparing it for success in the global food economy.

4. As a budget issue, organizational and statutory modemization should be understood as
an effort to have the best possible system within the constraints of a budget that is unlikely to
grow significantly. 1f reform is presented as an effort to save money, it will lose public support
and quickly backfire politically. 1 personally believe that, with the right organizational and
statutory reform, we can do much better on food safety without spending more money.

I stay in close touch with Jerry Mande. Please let Jerry or me know if I can do anything to
help on this issue.

Mike Tayior
202-626-3748
mtaylor{@kslaw. com

2a: 395d 4209895232 101 BLOSHE2T 04 62:8T 46 22-030
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The agreement provides $420,000 for 8 siudy by the National Academy of
Sciences on the scientific and organizational needs for an effective food safety systam,
including functons overseen by the Food Safety and Inspection Se?vioe. the Food and
Drug Admimistradon, and other Federal, state and loca] ageticies with responsibilitiss for
food safery. The study will be conducted in wo phasas, The first phase will exgmine the
current mechanisrms in plac for assuring a safe food supply s the extent to which they
are effective in addressing food safety issues from the farm to the table. It will alsa
analyze the extent to which current functions (i.¢.. ispaction, surveillance, monitoring,
resenrch, rigk assesunent, and sducarion) should be assigned Q‘x reassigned to existing or

indspenden: faod safety agency and identify whether any fimaotions would be

compromised by such an action. If an independent food eafety agency is recommended,
the second phase will develop further guidance o engure that the food safety systern
protects the publio’s health and is cost-¢fféctive, A report on tha first phase should be

rransmisted to the appropriste Committes of Congresa no Iater than August 15, 1598,
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IN THE SENATE OF THZ UNITED S$TATES

Mr, DURBLY iatroduced the following bil, which was read rwice und referrad
0 the Commitiee cn

A BILL

To consolidate in a single independent ageney in the execu-
tfive braneh the responsibiities regarding focd safety,
labeling, and inspecuon currently divided &mong scveml
Federal agencies,

1 Be 1 enpeied By the Sonibe vnid Hivdo. g esrsmmio
2 tives gf the United Stutes of Americe wn Cingress 2ssembled,
3 SECTION 1. SHORT TITLE.

4 This Act may be cited as the “Safe Food At of
19977, |

SEC. 2. FURPOSES.

7 1t is the purpose of tis Act—
8 {1) w estabish a sngle agency, the [ood Safe-

9 v Adminigtration. o regulate food safety wnd iabel
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2
1 mmg and to vonduct fond safety wnspections to ensure, )
2 with reasonable certainty, that ne harm will result
3 from the ecnsumptior of food by preventing tosd-
4 borne illnesses due o mierobial, natural, or chemieal
S bazards in thod: and
8 (2) to transter 10 the Food Safety Adwministra-

tion the food safetv, labeling, and inspection funec-
tions cucrently performed by nther Federal agencies.

7
8
9 SEC. 3. DEFINITIONS.
0

| For purposes of this Act:

11 (1) ADVINISTRATION . —The term “Administra -
12 tion” means the Food Safety Administration estab-
13 lished under section 4.

14 (2) I"00D SATFETY LAWS.—The termn “food safe-
13 ty laws” means—

16 (A) the Federal Meat Tnspection Aet (21
17 TT.5.C. 601 e seiq. )

13 {B) the Fowltry Products Inspection et
19 (21 T7.8.C. 451 et seq.);

20 (C) tne Egg Preducts Inspection Act (21
21 T.R.C. 1031 et seq.);

272 (D) the Feaderal #'ncd, Drag, and Cosmetie
23 Aet (21 Us.C. 301 et seq.), with regarc: to
24 fond safety, laveling, and inspection mmnder that

23 Act:
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l (1) the food safety responsibilities under
2 the Federal Insectimde, Fungicids, and
3 Rodenticide Aet 7. U503 135 et seq.): and

4 (FY soeh oblier laws and portions of laws
S regarding food safety, labeling, and inspection
6. that the President considers appropriate to con-
7 soldate under the acdministration of the A\dmia-

8 1stration.

93 SEC. 4. ESTABLISHMENT OF INDEPENDENT FOOD SAFETY

10 ADMINISTRATION.
11 {a) ESTABLISEMENT OF ADMINISTRATION . —There 13

12 established in the executive braneh an ageney to be known
13 as the “Food Safety Adminigiration”, The Adminisiratio:n
14 shall be an independent esiablishrment, as defined i see-
15 tion 104 of title 3, United States Code.

{6 (b) RESPONSIBILITIES OF ADMINISTRATION ~=The
17 Adrunistration shall ke respongibie for the administration
18 and entorcement of the food safety laws.

19 SEC. 5. CONSOLIDATION OF SEFARATE FOOD SAFETY AND

20 INSPECTION SERVICES AND AGENCIES.
21 (a) TERMINATION —AS soon as possible after the ef-

2% fective date of this Act, the Presiden: shall termunate the
23 TFederal agencies specified 1 subsecton (b) to the exient
24 that the activities of sucn agencies retase o the adminis-

5 trution or enforcement of the fonid saf=ty lows,
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| (L) COVERED AGENCTES.~—The Federal agencies ro-
2 ferred to In subsection (a) are the following:

3 {1} The Focd Safetv and luspection Service of

4 the Department of Aarieulinre,

5 {2} The Center Por Food Safety and Appied

6 Nugrition of the Food and Drug Administration.

7 3y The Center for Vetertnary Medieine of the

3 Food and Drug Administration.

2 (+) The National Marine Fisheries Servige of
10 the National Oceanis and Aumospheric Administra-
il tion of the Department of Commerce.

12 (5} The Office of Pesticide Programs under the
13 Assistant Admimistrator of the Envircomental Pro-
14 tection Agency for Pravention, Pasticides, and Toxie
13 Sabstances.

16 (B) Buch other offices, services., vt agencies as
17 the President may desiomare ro frrther the rarposes
i of this Act.

19 ) TRANSFER OF ASSETS aiND FUNDS.—Consistent

20 with sectzon 1531 of utle 31, United States (Code, the per-

21 soanel, assets, liabilities, contracts, property, records, and

2
[\

unexpended haianess of apnropriations, authomzations, al-

leeations, and other funds of a Federal ageney erminated

rJ
(OS]

1owhole or o part under subsection (a) that are used in

{8
=

nJ
tA

connection with ths admmmiziration or enfercement of the
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5
1 food safety laws shall e iransferred to the Admiristration

upen the terminatiou of the I'ederal ageney. Unexpended

[ S

3 fands transflecred pursiant G this subsection shadl be aged

v oLhe tstration onlv P toe preposes tor whieh the
4 by the Administrati v far tne pu tor which Lh

3 funds swere originally anchorized and approprasad.
6 (1} REFERENCES.——Allsr the termination of a Med-

7 eral ageney uwader subsection {a), any reference in any
& other Federal law, Executive order, rule, regulation, doou-
9 ment, or ather material to that Federal agency or the head
10 of that agency in connection with the administration or
11 enforcement of the focd safety laws shali ve deemed to
12 be a reference to the Administration,

13 (e} SAVINGS Proviziovs.—The termiration of a

14 Federal sgency under subsecticn (a) shall not alleet—

15 (1) an order, determination, rule, regulatios,
16 permit, agreement, grant, contract, certificate, li-
L7 cense, registration privilege. or other admindstrarive

18 action issucd, made, granted, or otherwise in effect
19 with respeet to thorn agsuey before the termination
20 date regarding functions transferred fo the Admims-
21 tration uncer this Act; and

22 (‘2-\} any snit commenced hefare the terminition
23 of that ageney, any other proceeding (including &
24 notice of propessd milemaiing), oroany appucailon

23 tor any lHeense. perrin, cernficate. or finaneial as-
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1 gistance pending hefore that agency with respect to
2 funetions transferred g the Admimstration under
3 this Act.

4 SEC. 6. LIMITATION ON AUTHORIZATION OF APPROPRIA-
6 TIONS.

6 for the first fseal yvear begmning atter the date of
7 epaetment of thts Act, the amount authorized to he appro-
& priated to carry cub thus Act shuil not exeeed the amcunt
9 appropriated for fiscal year 199% for the Fadeval agencies
10 1o be terminated ander section 3(a% to administer the food
Ll safety laws.

12 SEC. 7. EFFECTIVE DATE.

13 This Act shall take etfaet on the earlier of —

14 (1) the dute that is 130 days after the date of
15 enactment of this Aot and

L& (2) guen daze during that 1530-day period as the

L7 Lregident mav diveet in an Exemitive order,



(DRAFT:January 20)

A BILL
To establish a comprehensive program to ensure the safety of food products intended for
human consumption which are regulated by the Food and Drug Administration and sold

in interstate commerce.

SECTION 1. SHORT TITLE
(a) SHORT TITLE.-- This Act may be cited as the “Consumer Food Safety Act of 1998.”

(b) TABLE OF CONTENTS.-- To be added.

SEC. 2. DEFINITIONS.

(To be added, but will include:

Contaminants include but are not limited to bacteria, chemical contaminants, natural toxins,
viruses and parasites that when found on or in food can cause human illness.

Facility includes any factory, warehouse, establishment or importer that handles or processes
food.

Processing means the commercial harvesting, preparation, manufacture, or transportation of food
products.

Secretary means the Secretary of Health and Human Services.)



TITLE I -- NATIONAL FOOD SAFETY PROGRAM
SEC. 101. ADMINISTRATION OF NATIONAL PROGRAM
(a) IN GENERAL. - (1) Persons who produce or process food for human consumption have the
responsibility to prevent or minimize food safety hazards related to their products. The Secretary
shall administer a national program for the purpose of protecting human health by ensuring that
the food industry has effective programs in place to assure the safety of food products consumed
in the United States.
(2) The program shall -
(A) be based on a comprehensive analysis of the hazards associated with different food
products and with the harvesting, processing and handling of different food products,
including the identification and evaluation of -
(1) the severity of the potential health risks;
(ii) the sources and specific points of potential contamination that may render
food products unsafe for human consumption; and
(iii) the potential for persistence, multiplication or concentration of naturally
occurring or added contaminants in foods and food products.
(B) take into consideration the distinctive characteristics of food production and
processing.
(C) establish inspection and oversight procedures to monitor that facilities are utilizing
preventive controls to minimize or eliminate identifiable hazards.

(D) require each food processing facility to annually register with the Secretary.
(b) PROGRAM ELEMENTS. - The program shall provide for-

2



(1) implementation of a national system for the registration and quarterly inspection of
facilities and importers. Quarterly inspections can be waived by plants that meet the Secretary’s
standards for exceptional or negligible-risk facilities or importers;

(2) development of a program to oversee the implementation of process controls in food
processing facilities;

(3) the establishment and enforcement of health-based standards for (A) substances which
may contaminate food and (B) safety and sanitation in the processing and handling of food
products;

(4) implementation of a sampling program to ensure that industry programs to prevent
food contamination are effective and that food products meet the standards established in (1);

(5) implementation of procedures and requirements to ensure the safety of imported food
products;

(6) coordination with other federal agencies or State governments in carrying out
inspection, enforcement. and monitoring;

(7) implementation of a national surveillance system to assess the health risks associated
with the human consumption of food products, in cooperation with the Secretary of Agriculture
and the Centers for Disease Control and Prevention.

(8) development of public education and advisory programs; and

(9) implementation of a research program in furtherance of the purposes of this Act.

(oS



SEC. 102. REGISTRATION OF PROCESSORS AND IMPORTERS.

(a) IN GENERAL .-- Any facility engaged in processing of food products and any person
who imports food products shall register with tﬁe Secretary. Application for registration shall be
made to the Secretary using such forms and containing such information as the Secretary shall
prescribe by regulation within 24 months after the date of enactment of this Act. Upon receipt
and review of a completed application, the Secretary shall issue to the applicant a certificate of
registration unless good cause is shown why such application should be denied. The Secretary
shall promptly notify any applicant of such denial, include a written explanation of the reasons
for such denial, and provide an opportunity for a hearing or reapplication upon request.

(b) SUSPENSION OF REGISTRATION. -- (1) The registration may be suspended
immediately by the Secretary for --

(A) failure to permit access for inspection under this Act; or

(B) violation of this Act or regulation issued under this Act, where the Secretary
determines that such suspension is likely to prevent a significant risk of adverse
health consequences.

(2) Any registration suspended under paragraph (1) may be reinstated whenever the
Secretary determines that suspension is no longer necessary.

(¢) EXEMPTION AUTHORITY. -- The Secretary may by regulation exempt classes of
facilities from the requirements of subsection (a) if the Secretary determines that the registration

of such facilities or persons is not needed for effective enforcement ot this Act.



SEC. 103. PROCESS CONTROLS TO REDUCE THE ADULTERATION OF FOOD
PRODUCTS

(a) IN GENERAL-- The Secretary shall, upon the basis of the best available scientific
and technological data, prescribe regulations to -

(1) limit the presence of human pathogens and other potentially harmful
substances in food products;

(2) ensure that all registered facilities implement appropriate measures to control
and reduce the presence and growth of human pathogens and other potentially
harmful substances on food products;

(3) ensure that all fully processed or ready-to-eat food products are processed in a
sanitary manner, using reasonably available techniques and technologies to
eliminate any human pathogens or other potentially harmful substances likely to
cause foodborne illness; and

(4) ensure that food products intended for final processing outside commercial
establishments are labeled with instructions for handling and preparation for
consumption which, when adhered to, will destroy any human pathogens or other
potentially harmful substance likely to cause foodborne illness.

(b) REGULATIONS-- The Secretary shall, within oné year of the enactment of this Act.
issue regulations that require all registered facilities to adopt processing controls adequate to
protect public health and to limit the presence and growth of human pathogens and other
potentially harmtul substances in food products prepared in any registered facility. Such

regulations shall



(1) set standards for sanitation;

(2) set tolerances for biological, chemical and physical hazards as appropriate;

(3) require process controls to assure relevant regulatory and safety standards are met;

(4) require recordkeeping to monitor compliance;

(5) require sampling to assure that processing controls are effective and that regulatory

standards are being met; and

(6) provide for agency access to records kept by official establishments and submission of

copies ot such records to the Secretary as the Secretary deems appropriate.
Public access to records that relate to the adequacy of measures taken by official establishments
to protect the public health and to limit the presence and growth of human pathogens and other
potentially harmful substances shall be governed by 5 U.S.C. sec. 552 et sec. The Secretary may,
as the Secretary deems necessary, require any person, firm, or corporation with responsibility for
or control over food ingredients@—ﬁm&d—p&eduﬂs—%eaéed%mmmap&mﬂm adopt
processing controls, where such processing controls are needed to assure the protection of public

health.

SEC. 104. INSPECTIONS OF PROCESSORS AND IMPORTERS

(a) NATURE OF INSPECTIONS.- (1) The inspection system shall provide for frequent
unannounced inspections of food processing and importing facilities to determine if such
facilities are operated in a sanitary manner and if food products are unsafe for human

consumption, or adulterated or misbranded under the Federal Food, Drug, and Cosmetic Act (21



U.S.C. 301 et seq). Inspections shall include review of processing records and sampling of food
products.

(2) Inspections shall be conducted at least quarterly, unless the Secretary determines that
the tacility is an exceptional or negligible-risk facility, under standards established by the
Secretary.

(3) Standards for exceptional or negligible-risk facility shall consider the hazards
associated with the type of product being produced; and the facility’s history of compliance, food
safety problems and such other factors as the Secretary may deem appropriate. The Secretary
shall specity an alternative inspection frequency for each facility which is deemed exceptional or
negligible-risk. Each inspection shall include an examination of whether the facility continues to
meet the standards for exceptional or negligible-risk facilities.

(b) CONDUCT OF INSPECTIONS.~(1) An inspection under subsection (a) of any
domestic, foreign or importing facility shall extend to all things therein (including records
required to be maintained under subsection (e), processes, controls, and premises) that bear on
whether food products are in compliance with this Act or the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.). Access to records may include the copying of such records.

(2) In conducting such inspections, officers or employees duly designated by the Secretary,
upon presenting appropriate credentials to the owner, operator, or agent in charge, are authorized-
(A) to enter at reasonable times any facility in which persons are engaged in the food
processing or importing of food products, or to enter any vehicle being used to transport or

hold such food products;



(B) to inspect in a reasonable manner such facility or vehicle and all pertinent equipment;
finished and unfinished materials; containers; labeling; processes; controls; and premises;
and

(C) to collect and retain samples of food products or ingredients or of any other items found
during an inspection that may contribute to a finding of whether such tood products are
unsafe for human consumption or adulterated or misbranded under the Food, Drug and
Cosmetic Act (21 U.S.C. 301 et seq.)

(3) Within a reasonable time after completion of inspection, the officer or employee making
the inspection shall give to the owner, operator, or agent in charge a report in writing setting
forth any conditions or practices observed which indicate that either processing controls are
inadequate to prevent or minimize food safety hazards or that any food trom such facility is
unsafe for human consumption, or adulterated or misbranded under the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301 et seq.).

(¢) PRODUCT DETENTION AND CONDEMNATION. - (1) [f, during an inspection
conducted under this section, an officer or employee making the inspection has reason to believe
that a food product is unsafe for human consumption, or adulterated or misbranded under the
Federal Food, Drug and Cosmetic Act ( 21 U.S.C. 301 et seq.), such officer or employee may
order the food product segregated, impounded, and if objection is not made within 48 hours,
condemned. If objection is made, such food products that are in perishable form may be
processed to the extent necessary to prevent spoilage, and a hearing shall be commenced

expeditiously.



(2) If the Secretary determines that, through relabeling or other action, such food products can
be brought into compliance with this Act and the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.), the food may be released following a determination by the Secretary that
such relabeling or other action as specified by the Secretary has been performed.

(3) Any food product condemned without objection, or after hearing and judicial review, shall
be destroyed.

(d) OFFICIAL MARK.-- The Secretary shall prescribe by regulation the conditions under
which any food product shall display an official mark that signifies that the food product has
been processed in accordance with standards approved by the Secretary.

(e) MAINTENANCE OF RECORDS. -- Each facility or person registered under this section
shall maintain and make available for inspection by the Secretary such records as the Secretary
may prescribe. Such records shall be maintained for a reasonable period of time as determined
by the Secretary. The records shall include, but are not limited to, information concerning --

(1) the origin, receipt, delivery, sale, movement, holding and disposition of food products
or ingredients; the identity and amount of ingredients used in the food; the processing of
the food; the results of laboratory, sanitation or other quality control tests performed on
the food or in the facility; consumer complaints concerning the food or its packaging; and
(2) other matters reasonably related to whether food products may be unsate for human

consumption, or adulterated or misbranded under the Federal Food Drug and Cosmetic

Act (21 U.S.C. 301 et seq.).



(f) OTHER INSPECTION RIGHTS AND DUTIES .-- Section 704 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 374) is amended by adding at the end the following new
subsection:

“(f) The rights and duties under this section of duly designated officers and employees and of
other persons shall apply to enforcement of the Consumer Food Safety Act of 1998 to the same

extent and in the same manner as they apply to enforcement of this Act.”

SEC. 105. TOLERANCES FOR CONTAMINANTS IN FOOD

(a) TOLERANCES. -- The Secretary shall establish tolerances limiting the quantity of
contaminants, except for pesticide residues regulated under section 408 or food additives
regulated under section 409 of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 301 et seq.),
that, when found in food products, may render such products unsafe for human consumption.
Contaminants include but are not limited to bacteria, chemical contaminants, natural toxins,
viruses and parasites that when found on or in food can cause human illness. Such tolerances
may include indicators (including indicator organisms) from which it may reasonably be inferred
that a contaminant is present in a food product. In developing a tolerance, the Secretary shall
take into account the extent to which consumers may be expésed to such contaminant from
sources other than food, and the extent to which such contaminant can be avoided or minimized
in the commercial handling and processing of such food.

(b)(1) REGULATIONS. -- The Secretary, after notice and an opportunity for comment, shall
promulgate regulations to implement section (a) within 48 months after the date of enactment of
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this Act. In promulgating such regulations, the Secretary shall establish tolerances for the
contaminants that the Secretary determines are having the greatest public health impact as early
as feasible after implementation of this act.

(2) A tolerance established under this section shall be based on --

(A) a scientific analysis of the health risks attributable to the contaminant for which the
tolerance is established; and

(B) analysis of the risks for sensitive groups, such as children, elderly, pregnant women
and the immune compromised.

(3) The Secretary shall, in a timely manner, issue revisions to the regulations under paragraph
(1) which take into account new information. The Secretary may contract with the National
Academy of Sciences to provide such data or assistance as the Secretary deems necessary.

(¢) REPORT. -- The Secretary shall report to the Congress on the progress ot the Secretary in
establishing tolerances under this section. The report shall include a description of the research
that has been conducted with respect to such tolerances and the research that must be conducted
betore additional tolerances may be established, the health significance of the lack of such
additional tolerances, a time table for the establishment of such tolerances, and the estimated
costs, including costs of research, associated with the establishment of such tolerances. The
report shall be transmitted on or about the end of the 18th month after the date of enactment of

this Act, and biennially thereafter during the 6 year period that begins on such date ot enactment.
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SEC. 106. STATE AND FEDERAL COOPERATION.

(a) IN GENERAL.-- The Secretary shall work with the States in undertaking activities and
programs that contribute to the national food safety program so that State and Federal programs
function in a coordinated and cost effective manner. With the assistance provided in subsection (b),
the Secretary shall encourage States to-

(1) continue, strengthen, or establish State food safety programs, especially with respect to
the regulation of retail commercial food establishments, transportation, harvesting, and fresh
markets;
(2) establish procedures and requirements for ensuring that food products under the
jurisdiction of the State are not unsafe for human consumption;

(b) ASSISTANCE.--(I) The Secretary may provide to a State, tor planning, developing, and

implementing a food safety program-

(A) advisory assistance;
(B) technical and laboratory assistance and training (including necessary materials and equip-
ment); and
(C) financial and other aid.

(c) SERVICE AGREEMENTS.--The Secretary may, under agreements entered into with
Federal, State, or local agencies, use on a reimbursable basis or otherwise the personnel, services,
and facilities of such agencies in carrying out their responsibilities under this Act. Such an
agreement shall provide that any compliance records, notices, or reports issued in connection with

activities under the agreement and in the possession of the agency or government which entered into
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the agreement shall be made available in accordance with section 552 of title 5, United States Code.

Agreements with a State under this subsection may provide for training of State employees.

SEC. 107. IMPORTS.

(a) ROLE OF SECRETARY.-Within 24 months after the date of enactment of this Act, the
Secretary shall establish and administer a comprehensive and efficient system to ensure the safety
of food imported into the United States. The Secretary shall routinely inspect processing facilities
in exporting nations and imports at ports of entry into the United States. The Secretary shall assure
the effective operation through verification and other activities as the Secretary considers necessary.

(b) IMPORT REQUIREMENTS.-(1) No food product may enter the United States, or be
withdrawn from a warehouse, for consumption in the United States if such food product-

(A) appears unsafe for human consumption, or adulterated or misbranded under the Federal

Food, Drug and Cosmetic Act (21 U.S.C. 301 et seq.);

(B) is not marked or labeled as required by regulations for domestic or imported articles; or

(C) does not comply with the requirements of this section.

(2) Upon entry for consumption in the United States, food products that are not prohibited from
entry or from withdrawal from a warehouse under paragraph (1) shall be deemed to be and treated
as domestic food products, except that all labeling of such products shall clearly identify the country
of origin to facilitate the identification of products linked to outbreaks of illness.

(c) INSPECTION OF IMPORTS.<(1) Food products that are offered for importation, or
withdrawn from a warehouse, for consumption in the United States, shall be subject to examinations,
inspections, sampling, and such other procedures at the port of entry or in the exporting nation by

13



officers or employees duly designated by the Secretary. Such procedures shall be conducted with
such frequency and in such manner as the Secretary may prescribe by regulation.

(2) Food products from a nation that is certitied for such food products under subsection (€)(3)
shall be subject to random examinations, inspections, sampling, and other procedures. Food
products from a nation that is not certified for such food products under subsection (e)(3) shall be
subject to such intensified examinations, inspections, sampling, and other verification procedures,
including inspection in the country of origin, as the Secretarv determines are necessary to ensure
compliance with this Act.

(d) DETENTION OF IMPORTED FOOD PRODUCT.-If during an inspection or other
verification procedure carried out under this section, an officer or employee conducting the
procedure has reason to believe that a food product is unsafe for human consumption, or adulterated
or misbranded under the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.), such officer
or employee may order the food product segregated, impounded, and if objection is not made within
48 hours, condemned. If objection is made, such food products that are in perishable form may be
processed to the extent necessary to prevent spoilage, and a hearing shall be commenced
expeditiously. The final condemnation or other disposition of such food product shall be subject to
the provisions of section 104(c).

(¢) AGREEMENTS WITH FOREIGN NATIONS.-(1) The Secretary may enter into an
agreement with any nation desiring to export food products to the United States. Prior to concluding
such an agreement, the Secretary shall evaluate the food safety program of the foreign nation to

determine if such program provides at least the same level of protection, with respect to food
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products intended for export to the United States, as domestic laws that affect the safety of the food
supply. In such evaluation, the Secretary shall consider-
(A) the potential for health, sanitary. environmental or other conditions within the foreign nation
to adversely atfect the safety of food products exported from such nation; and
(B) how well the food satety programs of the foreign nation functions to minimize any adverse
effects on such safety.
(2) Any agreement under this subsection with a nation desiring to export food products to the
United States shall-
(A) require that the exporting nation shall- (I) establish and maintain a food safety system
that is adequate to ensure that the food products intended for export to the United States are
safe for human consumption, and not adulterated or misbranded under the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.); and (ii) promptly notify the Secretary of
any violations affecting the safety of food products exported or intended for export to the
United States; and
(B) provide for such activities (whether in the exporting nation or at the port of entry
during importation) by the Secretary, including examinations, inspections, sampling, and
testing, at such stages in the growth or harvest of food, or in the processing or handling of
food products, as the Secretary considers appropriate to ensure that the food safety
program of the exporting nation continues to provide at least the same level of protection,
with respect to food products intended for export to the United States, as domestic laws

that affect the safety of the food supply;
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(C) provide for reciprocity with respect to the treatment of food imports and exports

between the United States and the exporting nation.

(3) If the Secretary determines that a nation desiring to export food products to the United
States has a program that provides at least the same level of protection, with respect to food
products intended for export to the United States, as domestic laws that affect the safety of the
food supply, the Secretary shall, upon entry into force of an agreement under subsection (e)(1),
certify the types of food products for which the nation maintains such a program.

(4)(A) The Secretary shall periodically or for good cause, and not less than once every 3
years, review certifications made under paragraph (3), and shall revoke the certification of any
nation that the Secretary determines is not maintaining a food safety program that provides at
least the same level of protection, with respect to food products intended for export to the United
States, as domestic laws that affect the safety of the tood supply.

(B) The Secretary shall review and modify, as needed, an agreement made under paragraph
(1) with any nation whose certification has been revoked under subparagraph (A) of this

paragraph.

SEC. II. AUTHORIZATION OF APPROPRIATIONS.

(a) IN GENERAL-There are authorized to be appropriated, to carry out this Act, not to
exceed $XXX,000,000 for the fiscal year 199X and $XXX,000,000 for fiscal year 199X.

(b) ASSISTANCE TO STATES.-Of the tfunds authorized to be appropriated under

subsection (a), there are authorized to be appropriated not to exceed $XX,000,000 for fiscal year
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199X and $XX,000,000 for fiscal year 199X, for carrying out State program assistance activities
under section 106.

(¢) RESEARCH PROGRAM AUTHORIZATION.-Of the funds authorized to be
appropriated under subsection (a), there are authorized to be appropriated not to exceed
$XX,000,000 for each of fiscal years 199X and 199X, for carrying out the research program

authorized by section 203.

TITLE II-RESEARCH AND EDUCATION
SEC. 201. PUBLIC HEALTH ASSESSMENT SYSTEM.

(a) COOPERATION WITH THE CENTERS FOR DISEASE CONTROL AND
PREVENTION.-The Secretary shall work, through the Centers for Disease Control and
Prevention, to include food in an active surveillance system, based on a representative proportion
of the population of the United States, and to assess more accurately the frequency and sources of
human illness in the United States associated with the consumption of food.

(b) PUBLIC HEALTH SAMPLING.-(I) Within 12 months after the date of enactment of this
Act, the Secretary in cooperation with the Secretary of Agriculture shall establish guidelines for a
sampling system under which the Secretary and the Secretary of Agriculture shall take and
analyze samples of food products to assist the Secretary in carrying out this Act and the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.), and to more accurately assess the nature,
frequency of occurrence, and amounts of contaminants in food products.

(2)  Such sampling system shall provide-
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(A) statistically valid monitoring, including market-basket studies, on the nature,
frequency of occurrence, and amounts of contaminants in food products available to
consumers; and

(B) at the request of the Secretary, such other information, including analysis of
monitoring and verification samples, as the Secretary determines may be useful in
assessing the occurrence of contaminants in food products.

(¢) ASSESSMENT OF HEALTH HAZARDS.- Through the surveillance system referred to in
subsection (a) and the sampling system described i.n subsection (b), the Secretary shall rank tood
categories based on their hazard to human health and identify appropriate industry and regulatory
approaches to minimize hazards in the food supply. Such analysis could include the following:

(1) the safety of commercial harvesting and processing, as compared with the health hazards
associated with food products that are harvested for recreational or subsistence purposes and
prepared noncommercially;

(2) the safety of food products that are domestically harvested and processed, as compared
with the health hazards associated with food products that are harvested or processed outside
the United States; and

(3) contamination originating from handling practices that occur prior to or atter sale of food

products to consumers.

SEC. 202. PUBLIC EDUCATION AND ADVISORY SYSTEM.
(a) PUBLIC EDUCATION.-The Secretary, in cooperation with private and public
organizations, including the cooperative extension services and appropriate State entities. shall

18



design and implement a national public education program on food safety. The program shail
provide
(1) information to the public regarding Federal standards and good practice requirements and
promotion or public awareness, understanding, and acceptance of such standards and
requirements;
(2) information to health professionals so that they may improve diagnosis and treatment of
food-related illness and advise individuals whose health conditions place them in particular risk;
and
(3) such other information or advice to consumers and other persons as the Secretary determine
will promote the purposes of this Act.
(b) HEALTH ADVISORIES. The Secretary, in consultation with the Secretary of Agriculture and
the Administrator of the Environmental Protection Agency, shall work with the States and other
appropriate entities to
(1) develop and distribute regional and national advisories concerning food safety;
(2) develop standardized formats for written and broadcast advisories; and
(3) incorporate State and local advisories into the national public education program required

under subsection (a).

SEC. 203. RESEARCH.
(a) IN GENERAL.-The Secretary shall conduct research to assist in the implementation of this
Act, including studies to-
(1) improve sanitation and food safety practices in the processing of food products;
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(2) develop improved techniques for the monitoring of food and inspection of food products;
(3) develop efficient, rapid, and sensitive methods for determining and detecting the presence
of contaminants in food products;
(4) determine the sources of contamination of food and food products with contaminants; and
(5) develop consumption data with respect to food products.
(b) CONTRACT AUTHORITY .-The Secretary is authorized to enter into contracts and agreements
with any State, university, other government agencies or other persons to carry out the activities

under this section.

TITLE 11 -- ENFORCEMENT
(PROVISIONS FROM THE PALLONE BILL, HR 3070)
SEC. 301. AMENDMENTS TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.
(a) IN GENERAL- The Federal, Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) is
amended by adding after section 413 the following new sections:
SEC. 414. NOTIFICATION AND RECALL.

(a) NOTICE TO SECRETARY OF ADULTERATION OR MISBRANDING- Any
person (other than a household consumer or other individual who is the intended consumer of an
article of food) that has a reasonable basis for believing that any article of food introduced into or
in interstate commerce, or held for sale (whether or not the first sale) after shipment in interstate
commerce, may be adulterated or misbranded shall immediately notify the Secretary, in such manner
and by such means as the Secretary may by regulation prescribe, of the identity and location of such

article.



(b) RECALL AND CONSUMER NOTIFICATION-

(1) VOLUNTARY PROCEDURES- It the Secretary finds, upon notification under
subsection (a) or otherwise, that any article of food is adulterated or misbranded when introduced
into or while in interstate commerce or while held for sale (whether or not the first sale) after
shipment in interstate commerce and there is a reasonable probability that such article, if consumed,
would present a threat to public health, as determined by the Secretary, the Secretary shall provide
the appropriate persons (including the manufacturers, importers, distributors, or retailers) with an
opportunity to--

(A) cease distribution of such article,
(B) notify all persons--
(I) producing, manufacturing, packing, processing, preparing, treating,
packaging, distributing, or holding such article, or
(ii) to which such article has been distributed, transported, or sold,
to immediately cease distribution of such article,
(C) recall such article,
(D) provide, in consultation with the Secretary, notice to consumers to whom such
article was, or may have been, distributed, or
(E) take any combination of the above measures, as appropriate in the circumstances.
(2) PRE-HEARING ORDER TO CEASE DISTRIBUTION AND GIVE NOTICE- If such
person refuses to or does not voluntarily cease distribution, make notification, recall such article, or
provide notice to consumers, as applicable, within the time and in the manner prescribed by the
Secretary, the Secretary shall, by order, require, as the Secretary deems necéssary, such person to--
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(A) immediately cease distribution of such article,

(B) immediately notity all persons--

(I) producing, manufacturing, packing, processing, preparing, treating,

packaging, distributing, or holding such article, or
(i1) to which such article has been distributed, transported, or sold, to
immediately cease distribution of such article, or
(C) immediately take the actions specified in both subparagraphs (A) and (B).
(3) NOTIFICATION OF CONSUMERS BY SECRETARY- The Secretary

shall, as the Secretary deems necessary, provide notice to consumers to whom such article was,

or may have been, distributed.

(¢) HEARING ON ORDER- The Secretary shall provide any person subject to an order under
subsection (b) with an opportunity for a hearing, to be held as soon as possible but not later than 2

days after the issuance of the order, on the actions required by the order and on why the article that

is the subject of the order should not be recalled.
(d) POST-HEARING RECALL ORDER-
(1) AMENDMENT OF ORDER- If, after providing opportunity for a hearing under
subsection (¢), the Secretary determines that there 1s a reasonable probability that the article that is
the subject of an order under subsection (b), if consumed, presents a threat to public health, the

Secretary, as the Secretary deems necessary, may--

(A) amend the order to require recall of such article or other appropriate action,

(B) specity a timetable in which the recall shall occur,

(C) require periodic reports to the Secretary describing the prégress of the recall, and

o)
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(D) provide notice to consumers to whom such article was, or may have been,
distributed.

(2) VACATION OF ORDER- If, after such a hearing, the Secretary determines that
adequate grounds do not exist to continue the actions required by the order, the Secretary shall
vacate the order.

(e) REMEDIES NOT EXCLUSIVE- The remedies provided in this section shall be in

addition to and not exclusive of other remedies that may be available.

SEC. 415. CIVIL PENALTIES.
(a) IN GENERAL-

(1) ACTS SUBJECT TO PENALTY; PENALTY AMOUNT- Any person that
commits an act prohibited by section 301 with respect to food may be assessed a civil penalty by the
Secretary of not more than $100,000 for each such act. Each such act and each day during which
such act continues shall be a separate offense.

(2) NOTICE AND HEARING- No penalty shall be assessed by the Secretary under this
section unless such person is given notice and opportunity for a hearing on the record before the
Secretary in accordance with sections 554 and 556 of title 5, United States Code.

(3) OTHER REQUIREMENTS- The amount ofsucﬁ civil penalty shall be assessed by the
Secretary by written order, taking into account the gravity of the violation, degree of
culpability, size and type of business, and any history of prior offenses; and may be reviewed only

as provided in subsection (b).



(b) JUDICIAL REVIEW- An order assessing a civil penalty under subsection (a) shall be
final and conclusive unless the person files, within 30 days from the effective date of the order, an
application for judicial review in the Court of Appeals of the United States for the circuit in which
such person resides or has its principal 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 and by simultaneously
sending a copy of such notice by certified mail to the Secretary. The Secretary shall promptly file
in such court a certified copy of the record upon which such penalty was assessed. The findings of
the Secretary shall be set aside only it found to be unsupported by substantial evidence on the record
as a whole.

(¢) COLLECTION ACTIONS- If any person fails to pay an assessment ot a civil penalty
after it has become a final and unappealable order, or after the appropriate court of appeals has
entered final judgment in favor of the Secretary, the Secretary shall refer the matter to the Attorney
General, who shall institute a civil action to recover the amount assessed in an appropriate district
court of the United States. In such collection action, the validity and appropriateness of the
Secretary's order imposing the civil penalty shall not be subject to review.

(d) PENALTIES PAID INTO TREASURY- All penalties collected under authority of this
section shall be paid into the Treasury of the United States.

(e) SECRETARY'S DISCRETION TO PROSECUTE- Nothing in this Act shall be construed
as requiring the Secretary to report for prosecution, or for the institution of libel or injunction
proceedings, violations of this Act whenever the Secretary believes that the public interest will be

adequately served by assessment of civil penalties.



(f) REMEDIES NOT EXCLUSIVE- The remedies provided in this section shall be in
addition to and not exclusive of other remedies that may be available.
SEC. 416. WHISTLEBLOWER PROTECTION.
(a) IN GENERAL- No employee or other person may be harassed, prosecuted, held liable,
or discriminated against in any way because that person--

(1) has commenced, caused to be commenced, or is about to commence a proceeding,
testified or is about to testify at a proceeding, or assisted or participated or is about to assist
or participate in any manner in such a proceeding or in any other action to carry out the purposes,
functions, or responsibilities of [the Consumer Food Safety Act of 1998, the Federal Food, Drug,
and Cosmetic Act, the Meat Inspection Act or the Poultry Products Inspection Act] (changed from
original Pallone bill]; or

(2) is refusing to violate or assist in violation of law, rule, or regulation.

(b) PROCEDURES AND PENALTIES- The process and procedures with respect to
prohibited discrimination under subsection (a) shall be governed by the applicable provisions of
section 31105 of title 49, United States Code, unless the party bringing an action under this
subsection chooses alternative dispute resolution procedures such as mediation or arbitration.

(¢) BURDENS OF PROOF- The legal burdens of proof with respect to prohibited
discrimination under subsection (a) shall be governed by the Applicable provisions of sections 1214
and 1221 of'title 5, United States Code.

[END HR 3070, BEGIN ADDITIONAL ENFORCEMENT SECTIONS]

SEC. 417. ADMINISTRATION AND ENFORCEMENT; APPLICABILITY OF PENALTY
PROVISIONS; CONDUCT OF INQUIRIES; POWER AND JURISDICTION OF COURTS.
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For the efficient administration and enforcement of this chapter, the provision (including
penalties) of section 46, 48, 49, and 50 of Title 15 (except paragraphs (c) through (h) of section 46
and the last paragraph of section 49 of Title 15), are made applicable to the jurisdiction, powers, and
duties of the Secretary in administrating and enforcing the provisions of this chapter and to any
person with respect to whom such authority is exercised. The Secretary, in person or by such agents
as he may designate, may prosecute any inquiry necessary to his duties under this chapter in any part
of the United States, and the powers conferred by said sections 49 and 50 of Title 13 on the district
courts of the United States may be exercised for the purposes of this chapter by any appropriate
court.

[SUBPOENA AUTHORITY AND OTHER AUTHORITIES TAKEN FROM MEAT INSPECTION
ACT]
SEC. 418. TRACEBACK

The Secretary may impose on a tood product requirements for the traceability ot such type or
class of food product whenever such requirements are necessary to assure the protection of the public
health. Traceability requirements shall be established in accordance with regulations and guidelines
issued by the Secretary.

[TRACEBACK PROVISION BASED ON THE MEDICAL DEVICE STATUTE]
SEC. 419. CITIZEN’S CIVIL ACTIONS

Any person may commence a civil action against (1) any person who violated any rule,

tolerance, order or other action of the Secretary to ensure the safety of food products; or (2) against

the Secretary where there is alleged a failure of the Secretary to perform any act or duty to ensure
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the safety of food products, which is not discretionary. The district courts shall have jurisdiction,
without regard for the amount in controversy, or the citizenship of the parties, to enforce such rule,
tolerance, order or other action of the Secretary, 6r to order the Secretary to perform such act or duty.
The suit shall be commenced in the district in which the defendant resides or is found or has an
agent. The court may award damages sustained and may, if the court determines it to be in the
interest of justice, award the costs of suit, including reasonable attorney’s fees and reasonable expert
witnesses tees. The remedies provided for in this section shall be in addition to and not in lieu of
any other remedies provided by common law or under Federal or state law.
[CIVIL ACTION LANGUAGE BASED ON PROVISIONS OF THE CONSUMER PRODUCT
SAFETY ACT, THE CLEAN AIR ACT, AND OTHER ENVIRONMENTAL STATUTES]
[FINAL PROVISION WITH MODIFICATION IS IN THE ORIGINAL HR 3070]

(b) CONFORMING AMENDMENT; PROHIBITED ACT- Section 301 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 331) is amended by adding at the end the following new
subsection:

(x) The tailure or refusal to comply with an order issued under section 414(b)(2) or 414(d).

(y) The failure to comply with the Consumer Food Safety Act of 1998.
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(DRAFT:January 16)
A BILL
To establish a comprebensive program (o ensure the safety of food products intended for

human consumption and sold in interstate commerce.

SECTION 1. SHORT TITLE
(a) SHORT TITLE .-- This Act may be cited as the *Consumer Food Safety Act of 1998.”

(b) TABLE OF CONTENTS.-- To bz added.

SEC. 2. BEFINITIONS.

{To be added, but will include:

Contaminants include but are not limited Lo bucteria, chernical contaminants, natural toxins,
viruses and parasites that when found on or in food can cause human iliness.

Facility includes any {actory, warchouse, establishment or importer that handles and processes
food.

Processing means the commercial harvesting, preparation, manufacture, or transportation of food

product;.)

TITLE I -- NATIONAL FOOD SAFETY PROGRAM

SEC. 101. ADMINISTRATION OF NATIONAL PROGRAM

{a) IN GENERAL. - (1) Persons who praduce, process and scll food for human consumption
have the respunsibility to prevent or minimize leod safety hazards related (o their products. The

1
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Secretary shall administer a national program for the purpose of protecting human health by
ensuring that the food industry has effective programs in place to assure the safcty of food
products consumed in the United States regulated under this Act.
(2) The program shall -
(A) be based on a comprehensive analysis of the hazards associated with different food
products rcgulated under this Act and with the harvesting, processing and haudling of
different food products, including the identification and cvaluation of -
(i) the severity of the potential health risks;
(ii) the sources and specific points of potential contamination that may render
food products unsafe for human consumption; and
(1) the potential for persistence, multiplication or concentration of naturally
occurring or added contaminants in foods and food products.
{B) take inlo consideration the disunctive characteristics of food production and
processing.
() establish inspection and oversight procedures 10 monitor that facilities arc utilizing
preventive controls to minimize or eliminate identifiable hazards.
(D) require each food processing facility to annually register with the Secretary.
{(hj PROGRAM ELEMENTS. - The program shall provide for-
(1j implementation of a national system for the registration and quarterly inspection of
facilitics and importers. Quarterly inspections can be waived by plants that meet the Secretary’s

standards for cxceplional or negligible-risk facilities or importers;
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(2) developent ot a program to oversee the implcinentation of process controls in food
processing facilities;

(3) the establishment and enlorcement of hzallh-based standards tor (A) substances which
may contaminate feod and (B) safety and saritation in the processing and handling ¢f tood
products;

(4) implementetion of a smmpling program to ensure that indusiry programs to prevent
tinod contamination are eftective and (hat food products meet the standavds established in (1),

(3) implermentation of procedures and requircments o ensurc the safety of iinpocied food
products,

{6} coordinution with other ivderal agencies or State govermments i carrying out
inspection, enforcement, ond monitering;

(7) implementator of a naticnal surveillance system to assess the hoalth risks associated
with the human consumption of foed producis, in cooperation with the Secrelary of Agriculture
and the Centers for Disease Control and Preveniion.

(8) development of public education and advisory programs; and

(9) implementation of & research program in fuctherance of the purposes of this Act.

SEC. 102. REGISTRATION O¥ PROCESSORS AND IMPORTERS,

(1) IN GENERAL.-- Any Tacility engaged in processing ot tood products and any person
who imports food products shall register with the Secretary. Application for registration shall be
madc to the Secretary using such f(erms and containing such information as the Secretary shall
prescribe by regulation within 24 months alier the date of enactment of this Act. Upon receipt

3



SENT BY:CSPI WASHINGTON DC : 1-16-98 5 6:17PM - SCl & TeCh POLICY % 2/2b

and review of a completed application, the Sceretary shall issue to the applicant a certificate of
registration unless good cause is shown why such application should be denied. T'he Secretary
shal] promptly notify any applicant of such denial, include a written explanation of the reasons
for such denial. and provide an opportunity for a hearing or reapphcation upon reguest.
(b) SUSPENSION OF REGISTRATION. -- (1) The registration may be suspended
immediately by the Secretary for --
(A) failurc to permnit access for inspection under this Act; or
(R) violation of this At or regulation issued undcr this Act, where the Secrctary
determines that such suspension is likely to prevent a significant risk of adverse
heaith consequences.
(2) Any rcgistration suspended under paragraph (1) may be reinstated whenever the
Scereiary determincs that suspensicn is no longer necessary.
(¢) EXEMPTION AUTIIORITY. -- The Secretary may by regulation exempt clusses of
facilities from the requirernents of subsection (u) if the Secretary detcrmines that the registration

of such facilities or persons is not necded for ¢ttective enforcement of this Act.

SEC. 103. PROCESS CONTROLS TO REDUCE THE ADULTERATION OF FOOD
PRODUCTS
(a) IN GENERAL-- The Secretary shall, upuon the basis of the best available scientific
and technological data, prescribe regulations to -
(1) limit the prescnce ol human pathogens and other potentially harmful

substances in food products;
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(2) cnsure that all registered fucilides implement appropriate mcasures to control
and reduce the presciice and growth of human pathogens and other potentially
harmful substances on food products:

(3) ensurc that all tully processed or ready-to-eat food products are processed in a
sanitary manncr, using reasonably available techniques and technologies to
eliminate any human pathogens or other potentially harmful substances likely to
cause foodborne illness; and

(4) ensure that food products intended for final processing oulside commercial
establishments are labeled with instructions for handling and preparaticn for
consumption which, when adhered to, will destroy any human pathoygens or other
potentially harmful substance likely to cause foodborne illness.

(b) REGULATTONS- The Secretary shall, within one year of the enactient of this Act,
issue regulations that require all registered facilities to adopt processing controls adequate to
protect public health and (o limit the presence and growth of human pathogens and other
poteniially harmful substances in food products prepared in any registered facility. Such
regulations shall

(1) set standards for sanitation;

(é) set tolerances for iological, chemical and physical havards as appropriate,

(3) requizc process controls o assure relevant regulatory and safety standards are met;

(4) require recordkeeping w monitor compliance;

(5) require sampling (o assure that processing controls arc cffective and that regulatory

standards are being met: and
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(¢) provide for agency access to records kept by official establishments and subinission of

copies of such records 1o the Secretary as the Secretary deems appropriate.
Public access fo records that relate to the adequacy of measurcs taken by officiul establishments
to protect the public health and to limi the presence and growth of human pathogens and other
potentially harmfil substances shall be governed by 5 1.8.C. scc. 352 et sec. The Secrctary may,
as the Secretary deems necessary, require any person, firm, or corporation with responsibility for
or control over food ingredients or food preducts intended for human consumption to adopt
processing controls, where such processing controls arc needed to assure the protcetion of public

health.

SEC. 104. INSPECTIONS OF PROCESSORS AND IMPORTERS

(a) NATURE OF INSPECTIONS.- (1) The inspection system shall provide for frequent
unannounced inspections of food processizg and mporting [acilities to determine if such
facilitics are operated in a sanitary manncr and if food products are unsafe for hurnan
consumiption, or adulierated or misbranded under che Federal Food, Drug. and Cosmetic Act (21
U.S.C. 301 et seq). Inspections shall include review of processing records and sampling of food
products.

(2) Inspeetions shall be conducted at least quarterly, unless the Secretary determines that
the facility is an exceptional or negligible-risk facility, under standards established by the
Secretary.

(3) Standards for exceptional or negligiblc-risk facility shall considm; the hazards
associated with the type of product heing produced; and the facility’s history of compliance, food

6
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safety problems and such other factors as the Secrctary may deem appropriate. The Secretary
shall specify an alternative inspection frequency for cach lacility which is deemed cxceptional or
ﬁegligible-risk. Each inspection shall include an examination ol whether the Lacility continues to
meet the standards for exceptional or negligible-nisk facilitics.

(b) CONDUCT OF INSPECTIONS.«(1) An inspection under subsection (a) of any
domestic, foteiyn or importing facility shall cxtend to all things therein (including records
requited to be maintained under subscction (g), processes, controls, and premises) thai bear on
whether food products are in compliance with (his Act or the Federal Food, Drug, and Cosmetic
Act 21 U.S.C. 301 et seq.). Access to records may include the copying of such records.

{2) In conducting such inspections, officers or cmployees duly designaced by the Secretary,

upon presenting appropriate credentials to the owner, operator, or agent it charge, arc authorized-

(A) (¢ enter at rcasonable times any facility in which persons are engaged in the food
processing or inporting of food products, or to enter any vehicle being used io transport or
hold such food products;
(B) to inspect in a reasonable manner such facility or vehicle and all pertincnt equipment;
finished and unfinishcd matenals; containers; labeling; processes; controls; and premises:
and
(C) to collect and retain samples of food products or ingredicnts or of any other items found
during an inspection that may contribute to a finding of whether such food products are
unsafc for human consunmption or adulterated or misbranded under the Food, Drug and

Cosmetic Act (21 U.S8.C. 301 et seq.)

-]
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(3) Within a reasonable time after completion of inspection, the officer or employee making
the inspection shall give to the owner, operator, or agent in charge a report in writing setting
forth any conditions ar practices observed which indicate that either processing controls are
inadeguate to prevent or minimize food safely bazards or that any food from such facility is
unsafc for human consumption, or adulteraled or misbranded under the Federal Food, Drug, and
Cosmetic Act (21 U.5.C. 301 et seq.).

(¢) PRODUCT DETENTION AND CONDEMNATION. - (1} Tf, during an inspection
conducted under this section, an oflicer or employce making the inspection has reason to believe
that a food product is unsate for human consumption, or adulterated or misbranded under the
Federal Food, Drug and Cosmetic Act (21 UL.S.C. 301 et seq.), such ofticer or employce may
order the food product scgregaled, impounded, and il objection is not made within 48 hours,
condemmned. It objection is made, such food products that are in perishabic {orm may be
processcd to the extent necessary to prevent spoilage, and a hearing shall be conmmenced
expeditiously.

(2) If the Secretary determines that, through relabeling or other action, such food produets can
he brought inte compliance with this Act and the Federal Food, Drug, and Cosmctic Act (21
U.5.C. 301 et seq.), the food may be released foliowing a determination by the Secretary that
such relabeling or other action as spect ﬁed by the Scerctary has been performed.

(3) Any food product condemned without objection, or after hearing and judicial review, shall

be destroyed.
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(d) OFFICIAT. MARK .-- The Sccretary shall prescribe by rcgulation the conditions under
which any fcod product shall display an official mari that signifies that the [ood product has
been processed in accordance with standards approved by the Secretary.

(c) MAINTENANCE OF RECORDS. -- [ach person registered undcr this section shall
maintain and make available for inspection by tie Secretary such records as the Sceretary may
preseribe. Such records shall be maintained for a reasonable period of time us determined by the
Secretary. The records shall include, but are not limited to, information concerming --

(1) the origin, receipt, delivery, sale, movement, holding and disposition ol food products
or ingredients; the identity and amount of ingredients used in the food; the processing of
the food; the results of laboratory or other gualily control tests performed on the food;
consumer complaints concerning the food or its packaging; and
(2) other matiers reasonably related to whether jood products may be unsafe for human
consumption, ur adulterated or misbranded under the Federal Food Drog und C'osmetic
Act (21 U.S.C. 301 et seq.).
(f) OTHER INSPECTION RIGHTS AND DUTILS.-- Section 704 of the Vederal Food, Drug,
and Cosmetic Act (21 U.S.C. 374) is amended by adding at the end the following new
subsection:

“(f) The rights and duties under this section of duly designated officers and cmployees and of

other persons shall apply to enforcement of the Consumer Food Safcty Act of 1998 to the samc

extent and in the sume manner as they apply to enforcement of this Act.”

9
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SEC. 168, TOLERANCES FOR CONTAMINANTS IN FOQOD

(«) TOLERANCES. -- The Secretary shall establish {olerances limiting the quantity of
contarminarnis, cxcept for pesticide residues regulated under section 408 or food additives
reguiated under section 409 of the Federal Fowd, Prug and Cosmetic Act (21 U.S.C. 301 et seq.),
that, when thund i tood products, mas render sueh preducts unsafe for human consumption.
Contaminanty include bat are not limiicd to bacteria, chenuical contarinants, nawral toxins,
viruses and parasiics that when tound on or in food can cause human illness. Such tolerances
may inctude indicators (including indicater orgunisms) from which ity reasonably be inferred
that a contaminant is presemns in o fvod product. I developing 4 leranice, the Secretary shall
take Into account the extent to which conswmers may be exposed 1o such contaminant from
sources other than food, and the exteni to which such contaminant can be avoidad or minimized
in the commercial bandling and processg ol such food.

(b} 1) REGULATIONS, -- The Sacretary, after notice and an opportunity far comment, shall
prornulpate regulauons (o nplement sechion (a) within 48 months atter the date of enactment of
this Act. In promulgating such regulaiions, the Secretary shall establish (olerances fur the
contaminants that the Secretary determines are having, the greatest pubiic health impact ax early
as feasible afler implementation of this act.

(2) A tolerance cstablished under this section shall be bused oa -~

(A) ¢ scientific unalysis of the health risks atributable to the contaminant for which: the
tolerance is eatablishad; and

{B) analysis of the risks for sensitive groups, such as children, elderly, pregnant women
and the iromine compromised.

1)
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(3) The Sceretary shall, in a timely manncr, issuc revisions to the regulations under paragraph
(1) which take inte account new information. ‘The Sccretary may contract with the National
Academy of Sciences to provide such data or assistance as the Secrelary deems necessary.

( ¢) REPORT. -- The Secretary shall report to the Congress on the progress of the Secretary in
establishing tolerances under this section. The report shall include a deseription of the research
that has been conducted with respect to such tolerances and the research tha! must be conducted
before additional tolerances may be established, the health significance of the lack of such
additional tolerances, a ime table (or the establishment of such tolerances. and the estimated
costs, including costs of research, associatcd with the estahlishment of such tolerances. The
report shall be transmitted on or about the cod of the 18th month aller the date of enactment of

this Act, and bicnnially thereafter during the 6 year period that begins on such date of enacument.

SEC. 106. STATE AND FEDERAL COOPERATION.

{a) IN GENERAL.-- The Secretary shall work with the States in undertaking activities and
programs that coninbute to the national food safety program so that State and Federal programs
funclion in a coordinaled and cost elfective manner. With the assistance provided in subsection (b),
the Sccretary shall encourage States to-

(1) continue, saengthen, or estavlish State food safety programs. especially with respect to
the regulation of retail commercial food establishments, transportation, harvesiing, und fresh
markets:

(2) establish procedures and rcquirements for ensuring that food products are not unsafe for
human consumption:

11



SENT BY:CSP1 WASHINGTON DC v 1-16-98 ; 6:23FP¥ - SCl & TECH POLICY #1a/48

{by ASSISTANCE.--(I) The Secretary may provide o a State, for planning, developing, and
implementing a food safcty program-
(A) advisory assistancc;
(B) technical and laboratory assistance and training (including necessary materials and equip-
ment); and
(C) financial and other aid.

(cy SERVICE AGREEMENTS.--The Sccrctary may, under agrcements entered into with
Federal, State, or local agencies, use on a reimbursable basis or otherwise the personnel, services,
and ftacilities of such agencies in carrying oul their responsibilities under this Act. Such an
agreemcent shall provide that any complianec records, notices, or reports issued in conncection with
activities under the agreement and in the posscssion of the agency or government which enteted into
the agreement shall be made availablc in accordance with section 552 of title 3, United States Code.

Agreements with a State under this subsection may provide for training of State employees.

SEC. 107, IMPORTS.

(a) ROLE OF SECRETARY .-Within 24 months after the date of enactment of this Act, the
Secretary shall establish and administer a comprehensive and elficient system to ensure the safety
ol food imported into the United States. The Secretary shall routinely inspect processing facilities
in exporting nations and imports at ports of entry into the United States, The Sccretary shall assure
the effective operation through verification and other activities as the Scerctary considers necessary.

(b) TMPORT REQUIREMENTS.-(I) No food product may enter the United States, or be
withdrawn from a warehouse, for consumption in the United States if such food product-

12
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{A) appears unsafe for buman consumpiion, or adolterawed or misbransded under the Federal

Food, Drog and Cosmene Act (20 T80 301 et seq.);

(B) s nov marked er labeled as required by regulations Yor domestie or amported artcles: or

{C; does not comply with the requiranents of this section.

2y Upon entry for consumption in she United States, food products that are not prohibited T
entry or trorm withdrawal from a waschouse under paragraph (1) shall be decniced e be aad tveated
as Jonestic food products, except that ali labeling of such products shalt cleesly identify the covntry
of argin 1o facilitate the identilication of products loked to outbreaks of illoess,

(= INSPECTION OF ™PORTS 1) Food products that ave offerad [or importation, o
withdrawy fiom a wasehouse, for consumpiion in the United States, shall be sunject 1o examuations.,
maspectons, serapling, and stch othe 'J-_w'r:r».-:.cdures at the port oFewdry or et vaporiing nation by
officers o eniployres duly designated by the Seererary. Sueh provedures shadi be condactzd with
such frequency and in such manner as thi: Seeretacy mav preascriee by reyutation

(2) Ieod products from: & mation that s certified {or such food preduces inder subgection (2)(3)
shall be subject to random examingtions, nspectors, sampling, and other preccdurss. Food
products froum a nation that is not certified for such rood prodocts wider subseetion (%37 shall be
subject to such mntensified examinations, snsdections, sampling, and othicr venficaion procedures,
including inspection in the country of onigin, 2u the Scorctary detennines are noesssary W cnsure
compliance with ihis Act.

id) DETENTION OF TMPORLEED FOOD PRODUCTA danng an ngpection or wther
verification procedure carrded oul under this section, an officer or amplovee conducting the
procedare has reason w helizve that 4 food product ¥s unzafe for human consumption, or adubiacated

13
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or mishranded under the Federadl Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.), such officer
or coployee may order the food product segregated, impounded, and it objectiodn is not made within
4% hours, condemned. If nbjection is made, such food products that are in perishable form may be
processed to the extent necessary to prevent spoilage, and a hearing shall be commenced
expeditiously. The final condemnation or other disposition of such food product shall be subject to
the provisions of section 104(c).

(c) AGREEMENTS WITH FOREIGN NATIONS.-(1) The Secretary may enter into an
agreement with any nation desiring to export food products {0 the United States. Prior to concluding
such an agreement, the Secretary shail evaluate the food safety program of the forcign nation to
determine il such program provides at least the same level of protection, with respect w food
products intended for export 1o the United States, as domustic laws thar aftect the safety of the food
supply. In such evaluation, the Secrctary shall consider-

(A) the potential for heulth, sanitary, environmental and other conditions within the forcign

nation o adversely affect the safety of food products exported from such nation; and

(B) how well the food safety prograins of the foreign nation functions to minimize any adversc

eftects on such safety.

(2} Any agreement under this subscction with a nation desiring to cxport food products to the
United States shall-

(A) rcquire that the exporting nation shall- (I) csiablish and maintain a food safety system
that is adequate to cnsure that the food products intended for export to the United States are
safc for human consumption, and not adulterated or misbranded under the Federal Food,
Dhug, and Cosmetic Act (21 U1.8.C. 301 et seq.); and (ii) promptly notity the Secretary ol

14
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any violations aftecting the safety of food products exported or intended for cxport to the

United States; and
(B) provide for such activities (whether in the exporting nation or at the port of cntry
during importation) by the Sccretary, including examinations, inspections, sampling, and
resting, at such stages m the growth or harvest of food, or in the processing or handling of
food products, as the Sceretary considers appropriate to ensure that the food safety
program ot the exporting nation vontinues to provide at least the same level of protection,
with respect 10 (vod products intended for cxport to the United States, as domestic laws
that affcct the safety of the food supply;

(C) provide for reciprocity with respect 1o the treatment of food imports and exports

between the United States and the exporting nation.

(3) If the Sccretary determincs that a nation desiring to export foed products to the United
States has a program that pravides at least the same level of protection, with respect to food
products intended for export to the United States, as domestic laws that atfect the safety of the
food supply, the Secrctary shall, upon entry mto force of an agreement under subscction (e)(1),
certify the types of food products for which the nution maintains such a program.

(4)(A) The Secretary shall periodically or for good cause, and not less than once every 3
years, review certifications made under paragraph (3), and shall revoke the certilication of any
nation that the Secretary determines is not maintaining a food safety program that provides at
leust the same level of protection, with respect to food products intended for export to the United

States, as domestic Jaws that affect the safety of the food supply.

15
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(8 The Secretary shull review and medify, as needed. an agreement made undor paragraph
(1) with. any nation whose certifivation has bean revoked under subparayrapt (A) of this

paragraph.

SEC. 11, AUTHORIZATION OF APPROTRIATIONS.

() IN GENFERAL -There are awtheorzed 10 be appropriated, to camy out €218 Act, notto
exceed $XNN,000.000 for the fiscal year 199X and $XXX 000,000 for fiscal vear 199X,

() ASSISTANCE TGO STATES -Of the funds authorized to be appropriated upder
subsevtion (1), there are authorized 1o e appropristed not to eyceed SXX, 000,000 fev fiscal year
190K and $XX,000,000 for fiscal year 199X, for currying out Siale program assisrance uciivitics
under scetion 106.

(¢5 RESEARCH PROGRAM AUTHORIZA/TION.-Of the furdy authorized o be
appropriated under subsection (a), there are authorized to be appropristed not Lo excesd
EXX,000,0600 for cach of Rscal yours 199X and 199X, Yor carrying owt the research program

authorized by section 203,

TITLE IE-RESEARCIH AND EDUCATION
SEC. 201, PUBLIC HEALTH ASSESSMENT SYSTEM.

{a) COOPERATION WITH THE CENTERS fOR DISEASE CONTROL AND
PREVENTION -The Secrotary shall work, threugh the Centers for Discase Contref arid

Prevention, to include food in an astve srvetllasce system, basod on a representtive prosoriion

16
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of the populution of the United States, and to assess more accurately the ficquency and sourees of
human ilhwess in the United States associated with the consumption of food,

(b) PUBLIC HEAL.TH SAMPLING.-(I} Within 12 months afier the date of enactment of this
Act, the Sceretary in conperation with the Secretary of Agriculiure shall establish guidslines for a
sampling systcm under which the Scerctary and the Secretury of Agriculture shal! take and
analyze samples of food products to assist the Secreiary in carrying oui this Act and the ederal
t“ood, Drug, and Cosmetic Act (21 U.S.C. 30{ et seq.). and to morc accurately assess the nature,
frequency of occwrence, and amounts of contaminants in food products.

(2)  Such sampling system shall provide-
(A) statistically valid monitoring, including market-buskel studics, on the nature,
frequency of occurrence, and amounts of contaminants in food products available to
consumers; and
(B} at the request of the Secretary, such other information, including analysis ol
monitoring and verification samples, as the Secretary dercrmines may be usetul in
assessing the occurrence of contaminants in food products.

(cy ASSESSMENT OF HEALTII HAZARDS - Through the surveillance sysiem referred to in
subsection (a) and the sampling system described in subsection (b), the Secretary shall rank food
categories based on their hazard to human health and identify appropriate industry and regulatory
approachcs to minimize hazards in the food supply. Such analysis could include the following:

(1) the safety of commercial harvesting and processing, as compared with the health hazards
associated with food products that are harvested for recreational or subsistence purposes and
prepared noncommercially,

17
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(2) the safety of food products that are domestically harvested and processed, us compared
with the health hazards associated with tood products that are harvested or processed oatside
the United States; and

(3) contamination originating from handling praciices that occur prior to or after sale of food

products to consumers.

SEC. 202, PUBLIC EDUCATION AND ADVISORY SYSTEM.

(a) PUBLIC EDUCATION.-The Secretary, in cooperation with private and public
organizations, including the cooperative extension services and appropriate State cntities, shall
desipn and implement a national public education program on food satety. The program shall
provide

(1) information to the public regarding Federal standurds and good practive requirements and
promotion or public awareness, understanding. and acceptance of such standards and
requirements;
(2) information to heaith professionals so that they may improve diagnosis and treaument of
food-related illness and advise individuals whaose health conditions place them in particular risk;
and
(3) such other information or.advicc to consumers and other persons as the Secretary determine
will protmote the purposcs ot this Act.
(b) HEALTH ADVTSORIES. The Secretary, in consultution with the Secrctary ot Agriculture and
the Adrninistrator of the Environmental Proiection A gency. shall work with the States and other
appropriate entties 1o

18
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{1} develop and distribute revionai and nanwmnal advisories concerning food safety;
(2) develop standardized formats for wrirter and broadeast advisories; and
(3) incorperate State and local advisories tnto the nattonai public education program requirsd

under sabsection (a).

SEC. 203, RESEARCH.
fa) I GENERAL.-The Secretary shall conduct vesearch to assist in the implementation of this
Act, inelnding stadies -
{1} improve santlation and food satety pracices i1 the processing of tond procucts;
(2) develop iupraved technigues for the monilering of food aed inspuction of food products;
(3) develop efficiont, rapid, aud seasitive methads for delermining aid dewamnsg the prosence
of contaminants in food products:
(1) determiine the sources of contamination ot food and food products with cotraminants; and
(51 develop consumyption data with respect to foad products.
() CONTRACT AUTIHORITY .~ The Sectetary iy authorized to enter into contracts and agreevents
with any Mtate. umiversity., other governeent agencies or other persons (o carry vut the acuvities

under thig section.
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TITLE 11 -~ ENFORCEMENT
(PROVISIONS FROM THE PALLONE BILL, 1R 3070)
SEC. 301. AMENDMENTS TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.
(a) IN GENERAL- The Federal, Food, Drug. and Cesmetic Act (21 17.S.C. 301 ct scq.) is
amendcd by adding afler section 413 the following new sections:
SEC. 414. NOTIFICATION AND RECALL.

(@) NOTICE 1O SECRETARY OF ADULTERATION OR MISBRANDING- Any
person (other than a household consumer or other individual who is the intended consumer of an
article of tood) that has a reasonable basis [or believing that any arlicle of food introduced into or
in interstate commerce, or held for sale (whether or not the first sale) after shipment in interstate
commerce, may be adulterated or misbranded shall immediately notify the Secretary, in such manner
and by such means as the Secretary may by regulation prescribe, of the identity and location ot such
article.

(b) RECALL AND CONSUMER NOTIFICATION-

(1) VOLUNTARY PROCEDURES- If the Secretary finds, upon notification under
subsection (&) or otherwisc, that any article of food is adulterated or misbranded when introduced
into or while in interstate commerce or while held for sale (whcther or not the first sale) aller
shipment in interstale commerce and there is a reasonable probability that such article, if consunied,
would present a threat to public health, as determined by the Sceretary, the Secretary shall provide
the appropriate persons (including the manutacturers, importers, distributors, or retailers) with an
opportunity to--

(A) cease distribution of such article,

20
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(B) notify all persons--
(1) producing, manufacturing, packing, proccssing, preparing, treating,
packaging, distributing, or holding such articlc, or
(ii) to which such article has been distributed, transported, or sold,
to immediately cease distribution o{ such article,
(C) recall such article,
(D) provide, in consultation with the Secretary, notice to consumers to whom such
article was, or may have been, distributed, or
(L) take any combination of the above mcasures, as appropriate in the circumstances.
(2) PRE-HEARING ORDER TO CEASE DISTRIBUTION AND GIVENOQTICE- Ifsuch
person refuses to or does not voluntarily cease distribution, ke notification, recall such article, or
provide notice to consumers, as applicable, within the time and in the manner prescribed by the
Secretary, the Secretary shall, by order, require, as the Secretary decms nccessary, such person to--
(A) immediately cease distribution of such article,
(B) immediately notify all persons--
() producing, manulacluring, packing, processing, preparing, (reating,
packaging, distributing, or holding such article, or
(i1) to which such article has been distributed, transported, or sdld, w
immediately ceasc distribution of such article, or

(C) immediately take the actions specilied in both subpuaragraphs (A) and (B).

2l
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(1) NOTIFICATION OF CONSUMERY BY SECRETARY- The Scorciary
shatil, as rhe Secretary deemis necessary, provide notice to consumers to whom ..‘.;!.i-:\i-‘:'i article was,
or may have been, distributed.

() HEARING ON ORDER - The Secretary skall provide any person subjoct 1o ain orier under
subsection (by with an opportunity for a hearing, o be hield as soon as possible bat not later than 2
days wfter the 1ssuance of the order, on the actions required by the order and on why the article that
is the subject o' the order sheuld not be recailed.

() POST-HEARING KECALL ORDER-

{1y AMENDMENU OF ORDER- if, afler sroviding appoviunity ey g beaving under
subsection (¢, the Secretury delermines that there s d reasonable probabiily (hat the sriicle that 1s
the suhject of an crder under subsection {b), it consumed, presents 2 Qneat o public health, the
Secretary, ai the Secretary deems neccssary, wmay--

(A) nmend the order t reguive recali of such anicke or other spipropriate action,
{13} specify a tirmetable in whicht the recall shall veour,

(0) require preriodic repoerts 1o the Seeratary describing the progress of the vecall. and
(D) provide notice {0 consumers 10 whom such article was, or may have been,
distitbuted.

(23 VACATION OF ORDIIR- 1Y) after such a hearing, the Secretary detenines that
adeyuite grourds do not exist to continue ™he actions reyurred by the order, the Secrewary shal)
vacte te ocder,

{¢) REMEDIES NOT EXCLUSIVE- "The remedies provided in this section shall be in
addiiion 10 and not exclusive of other remedies that may be :}'/aﬂable.

%
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SEC. 415, CIVIL PENALTIES.

(a) IN GENERAL-

(1) ACTS SUBIJECT TO PENALTY:; PENALTY AMOUNT- Any person that
cotmnits an act prohibited by section 301 with respect to food may be assessed a civil penalty by the
Secretary of not more than $100,000 jor each such act. Lach such act and euch day during which
such act continues shall be a separate ffense.

(2) NOTICE AND IIEARING- Ne: penalty shall be assessed by the Secretary under this
section unless such person is given notice and opportunity for 4 hearing on the record betore the
Secretary in accordance with sections 554 and 356 of title 3, United States Cuode.

(3) OTHER REQUIREMENTS- The amnount of such civil penally shall be assessed by the
Secretary by written order, taking into account the gravity ol the violation, degree of
culpability, size and type of business, and any history of prior offenses; and may be reviewed only
as provided in subsection (b).

(b) JUDICIAL REVIEW- An order assessing a ¢ivil penalty under subsection (a) shall be
final and conclusive unless the person files, within 30 days from the effective date of the order, an
apphication for judicial review in the Court of Appeals of the United States for the circuit in which
such person resides or has its principal place ol business or in the United States Court of Appeals
for the Distict of Colurabia Circuit by filing a notice of appeal in such court and by simulancously
sending a copy of such notice by certified mail to e Secretary. The Secretary shall premptly file
in such coun a certified copy of the record upon which such penalty was asscssed. The findings ol
lhe Sceretary shall be set aside only if found to be unsupported by substantial evidence on the record

as a whole.
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{c) COLLECTION ACTIONS- If any person fails to pay an assessment ot a civil penalty
aftcr it has become a final and unappezalable order, or after the appropriate count of appeals has
cntered final judgment in favor of the Secretary, the Secretary shall refer the matter to the Attomey
General, who shall institute a civil action to recover the amount assessed 1n an appropriate district
court of the United States. In such collection action, the validity and appropriateness of the
Secretary's order imposing the civil penalty shall not be subject to review.

{d) PENALTIES PAID INTO TREASURY- All penalties collected under authority of this
section shall be paid into the I'rcasury of the United States.

(¢) SECRETARY'S DISCRETION 10 PROSECUTL- Nothing in this Act shall be construed
as rcquiring the Sccretary to report for prosecution, or for the institution of libe! or injunction
proceedings, violations of this Act whenever the Secretary believes that the public interest will be
adequately served by asscssment of civil penalties.

(fy REMEDIES NOT EXCLUSIVE- The remedies provided in this szction shall be in
addition to and not exclusive of other remedies (hat may be avatlable.
SEC. 416. WHISTLEBLOWER PROTECTION.
{a) IN GENERAL- No employee or other person may be harassed, prosecuted, held liable.
or discriminated against in any way because that person--
{1) has commenced, caused to be commenced, or 15 about to commence a proceeding,
testified or is about to testify at a proceeding, or assisted or participated or is about to assist
or parlicipate in any manncr in such a proceeding or in any other action Lo carry out the purposcs,

functions, or responsibilities of [the Consumer Food Safety Act ot 1998, the Federal Food, Drug.
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and Cosmzetic Act, the Meat Ynspection: Act or the Poultry Products Inapection Act] (changed from
original Pallone bill}; or
(2) ts refusing to violate or assisi in viofotton of law, mle, or regidation.

{h) PROCEDURES AN3 PENALTITS- The process and procedires with respect ko
prohibited discrimination under subsection (a) shall e govemed by the spplicabic provisions of
section 31165 of title 49, United States Code, unjess the party oringing an action under this
subsection chooses alternative dispute resolution procedures such as mediation or arbutration.

fc) BURDENS Off PROOF- The legal burdens of proot with respoet to prohibited

discrimination under subseciion (a) shall be goveined by the apphicable movisions of seetions (214
and 122} of uitle 5, Unived States Code.,
[END HR 3070, BEGIN ADDITIONAL ENFORCEMENT SECTIONS]
SEC. 417, ADMINISTRATION AND ENFORCEMINT, APPLICABILITY OF PENALTY
PROVISTONS, CONDUCT OF INGUIRTES, POWER. AND JURISDICTION OF COURTS.

For the eilicient administration and enforgement of this chapter, the provision (iuchuding
peialiies) of section 46, 48, 49, and 50 of Title 15 fexcept paragraphs (¢ theough (h) of szctior 46
and he last paragraph of secticn 49 of i 15), are made applicable 1 the junsdiction, powers. and
duties of the Secrctary in admiristrating and enforcing the provisions of this chagler and 1o aoy
person with respect to whom such anthorily is exervised. The Seeretary, 1o person or by such agents
as he may designate, may prosecute any mquiry neccesary w s duties under this dhapler in any pen

of the United Sratcs, and the pewers conferred by said sectians 49 wnd 50 of Title 15 on the districr

25
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courls of the United States may be cxcreised tor the purposes of this chapter by any appropriate
cowrt, |
[SUBPOENA AUTHORITY AND OTHER AUTHORITIES TAKEN FROM MEAT INSPECTION
ACT]
SEC. 418. TRACEBACK

The Secretary may impose on a [nod product requirements for the traceabilily of such type or
class of food product whenever such requirements are necessary (o assurc the protection of (he public
health. ‘I'raceability requirements shall be established in accordance with regulations and guidelines
issued by the Secretary.
[TRACEBACK PROVISION BASED ON THE MEDICAL DEVICE STATUTE]
SEC. 419. CITIZEN'S CIVIL ACTIONS

Any person may commence a civil action against (1) any person why violated any rule,
tolerance, order or other action of the Secretarv to ensure ihe safety of food products; or  (2) against
the Secretary where there is alleged a failure of the Secrelary to perform any act or duty to cnsure
the safety of fuod products, which is not discretionary.  The district courts shall have jurisdiction,
without regard for the amount in controversy, or the citizensbip ol the partics, 10 enforce such rulg,
tolerance, order or other action ul the Secretary, or to order the Secretary to perform such act or duty.
The suit shall be commenced in the district in which the defendant resides or is tound or has an
agent. The court may award damages sustained and may, if the comt determincs it to be in the
interest of justice, award the costs of suit, including reasonable attorney’s fees and rcasonahle expert
witnesses fees. The remedies provided for in this scetion shall be in addition to and not in leu of

any other remedies provided by common law or under Federal or state law.

26
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[CIVTI. ACTION LANGUAGE BASED ON PROVISIONS OI' THE CONSUMER PRODUCT
SAFETY ACT, THE CLEAN ATR ACT, AND OTHER ENVIRONMENTAL STATUTLS]
[FINAL PROVISION WITH MODIFICATION IS IN THT: ORIGINAL HR 3070]

(h) CONFORMING AMENDMENTT; PROHIBITED ACT- Section 301 of the Federal Food,
Drug. and Cosmetic Act (21 U.S.C. 331) is amended by adding at the end the following ncw
subscction:

(x) The [ailure or refusal to comply with an order issucd under section 414(b)(2) or 414(d).

(y) The [ailure to comply with the Consumer Food Safcty Act of 1998.
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-One Agency for Food Safety

By CAROLINE SMITH DEWAAL

ASHINGTON -- It seems that almost monthly, there is news of yet
w another outbreak of food poisoning. Last week, Hudson Foods recalled

25 million pounds of potentially contaminated ground beef after 17
people in Colorado contracted poisoning from E. coli O157:H7, a particularly
dangerous strain of bacteria.

In March, strawberries contaminated by Hepatitis A were served in public
school lunches, causing hundreds of illnesses. In May and June, imported
raspberries containing the cyclospora parasite caused more than a thousand
people to get sick.

While the Clinton Administration has been tough in addressing these individual
emergencies, there is a fundamental flaw in its approach. It has dealt with each
crisis as it has come up instead of creating a single process to prevent and deal
with all future outbreaks. Now that food is increasingly mass produced and
shipped all over the world, this piecemeal approach to addressing safety
problems is a hazard to the public health.

Food poisoning is responsible for millions of illnesses and as many as 9,000
deaths every year in the United States. The economic cost of contaminated food
is high -- it may be as much as $22 billion per year. This estimate fails to take
into account the pain and suffering experienced not only by the victims, but
also by their families and extended communities.

And these costs will only increase. According to the Department of Health and
Human Services, the incidence of food-borne illnesses and deaths is likely to
grow 10 percent to 15 percent over the next decade, as new, more dangerous
contaminants are spreading. Also, familiar bacteria like E. coli are appearing in
unexpected foods. For example, last year there were several E. coli outbreaks
from contaminated lettuce and unpasteurized juice. Moreover, while imported
foods have increased by nearly 50 percent since 1992, Government inspection
of imports has declined.

That's why President Clinton's food safety initiative, which was recently passed
in the balanced budged legislation, isn't comprehensive enough. The initiative
proposes tinkering with the current system by establishing new systems of
industry-designed hazard controls for processing plants.

But multiple agencies will still share responsibility for inspecting food. The
Department of Agriculture oversees meat, poultry and egg products; the Food
and Drug Administration inspects and oversees the safety of all other products,

and the Environmental Protection Agency sets limits for certain chemicals in
food.

http://www.nytimes.com/yr/mo/day/oped/25dewa.html

08/25/97 15:49:13



One Jgency for Food Safety
A

20f2

The jurisdictions for these agencies sometimes overlap, so there is little
accountability, and the agencies also have other duties, like promoting
American agricultural products or approving drugs, that interfere with their
safety responsibilities. Moreover, the current system is inefficient and focuses
too much on recalling food after it has already been contaminated rather than
on keeping food from becoming contaminated to begin with.

We need a new approach that combines all the Federal Government's
food-related functions into a single agency. There are many benefits to
consolidating these duties. For example, safety inspections could be done on a
frequent and consistent basis. Currently, food plants regulated by the
Department of Agriculture receive daily visits from Government inspectors,
while those regulated by the F.D.A., including some that deal with high-risk
products like seafood and eggs, are inspected an average of once every 10
years.

A single food safety agency would also have the power and the flexibility to
enforce food-safety regulations from farm to table. That would increase the
chance that contamination would be caught at an earlier stage, before dozens of
people became sick. In addition, the agency would be most effective if it had
tough enforcement tools like the authority to recall tainted food and to enforce
penalties on companies that don't meet standards.

At a time of Government downsizing and reorganization, we cannot afford to
continue to have multiple systems. The only way to achieve a successful system
of safety regulation is to create a single agency with uniform standards.
Caroline Smith DeWaal is the director of food safety at the Center for Science
in the Public Interest.
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ABSTRACT

This report describes recommendations to change the structure of federal food safety
responsibilitics and gives the reader background information on the debate over the last five
decades over which structure would best improve the system for ensuring “safe™ food for U S.
consumers. The report lists all thc major efforts that were made from 1949 through 1997 by
groups inside and outsidc the federal government. The sets of recommendations arc placed
chronologically under one of four categories, depending on which organizational structurc the
group thought would improve food safety. The categories of organization are as follows: an
independent single food safcty agency, the U.S. Department of Agriculture, or the Food and
Drug Administration, or with the Consumer Product Safetv Commission. This product will
be updated periodically. Sce also CRS Issuc Bricf 98009, Food Safety Issucs in the 105"
Congress.



Food Safety: Recommendations for Changes in the
Organization of Federal Food Safety Responsibilities,
1949-1997

Summary

This report summarizes twenty-one sets of recommendations, made in the last
five decades, for changing the organization of federal food safety responsibilities.
Since 1906, food safety responsibilities and inspections have been split by product
under different laws. Congress passed the Pure Food Act and the Meat Inspection
Act on June 30, 1906. Both Acts placed the responsibility for food safety in the U.S.
Department of Agriculture (USDA), Division of Chemistry (later Bureau). That
Bureau later became the Food and Drug Administration. Over time, USDA kept
responsibility for meat safety, while most other foods came to be regulated by the
Food and Drug Administration (FDA) of the Public Health Service in the Department
of Health and Human Services (DHHS).

Recommendations for changing the federal food safety system can be fit into one
of four categories. The recommendations proposed that 1) a single, independent
institution be given responsibility for all food safety; 2) responsibility for all food
products should be returned to USDA; 3) responsibility for all food products should
be given to FDA; or 4) responsibility for all food products should be given to the
Consumer Product Safety Commission (CPSC).

Most of the recommendations had both supporters and critics. Supporters of the
first recommendation claim that the agency could promulgate consistent risk-based
regulations and inspections for all types of foods, whether meats or canned foods, and
increase the confidence of consumers in the U.S. food supply. Critics claim that a
single, independent food safety agency would have large start-up costs in an era of
tight budgets and would not be able to take advantage of the long-term experience
and regulatory organization developed for different foods by USDA and FDA.

Supporters of the second recommendation claim that USDA could utilize its
nationwide network for new research and enforcement. Critics claim that USDA has
little institutional culture to support legal regulatory work. They are also concerned
that USDA’s mission of supporting and promoting agriculture would interfere with
its ability to take regulatory action when needed.

Supporters of the third recommendation feel that FDA could use its long-term
expertise in combining law and science to regulate consumer products. Critics argue
that FDA is not organized to regulate all foods, would have to completely change its
orientation, and could be overwhelmed by the process.

Supporters of the fourth recommendation claim that under the CPSC, the
fragmented federal authority for food safety could be modernized and focused on
protecting U.S. consumers by strengthening the links to federal and state public health
departments. Critics are concerned that food is unlike other products that the CPSC
has regulated and may not receive the attention it deserves.
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Food Safety: Recommendations for Changes in
the Organization of Federal Food Safety
Responsibilities, 1949-1997"

Introduction

At times, consumers have questioned whether the organization of federal food
safety efforts works well enough or whether a different system may better serve
consumer needs. Questions often revolve around which standards are used when
judging whether food is considered safe, and how the federal government should be
organized to respond appropriately to food safety concerns. During the past five
decades, those concerns have led the executive branch and Congress to consider
recommendations for changes in the organization of federal food safety efforts.

This report summarizes twenty-one sets of recommendations, presented to the
President or to Congress between 1949 and 1997 to change the structure of food
safety responsibilities. These recommendations were developed by entities inside and
outside the federal government. They have included Presidential and other official
commissions, Members and committees of Congress, the U.S. General Accounting
Office (GAO), and prominent food policy representatives. All recommendations have
influenced the debate on restructuring the federal organization of food safety.

Background?®

The federal government’s role in food safety began when safety questions about
food were referred to the Division (later Bureau) of Chemistry within a newly created
Department of Agriculture (USDA) in the latter half of the nineteenth century.
USDA'’s role began to increase when, at the turn of the century, developments in
transportation systems increasingly brought processed food into growing cities. The
residents of those cities lost the ability that villagers had possessed of being first-hand
judges of the food they ate. U.S. consumers began questioning the safety of what
they were buying in stores and expressed concern about the safety of chemical
preservatives being used by commercial food processors to extend the life of meats,
dairy products, and vegetables, and sometimes to mask their decomposition.

' CRS Report 93-955, which this report supecrsedes, was coauthored by Karen L.
Alderson, Library Services Division, Congressional Research Service.

? Most of the historical material used to prepare this section was provided by Suzanne
White Junod, Ph.D. History Office, Food and Drug Administration.
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The conditions of some foods led the Bureau of Chemistry to conduct studies
of the extent to which adulterated foods had begun to permeate the nation’s food
supply. While the chief chemist of USDA at that time, Dr. Harvey W. Wiley,
estimated that less than 5% of the nation’s food was adulterated, he surmised that the
overuse of chemical preservatives such as borax, formaldehyde, benzoate of soda,
salicylic acid, and copper salts, commonly used as additives in food, could be harmful
to health. Those studies convinced Congress to appropriate funds for Dr. Wiley’s
famous “poison squad.” The squad consisted of a group of young men who were
given increasing doses of the chemicals to discover their effects on the human
metabolism. Many of the young men became ill when they consumed foods
containing preservatives in amounts commonly used at that time. The scientific value
of the studies remained questionable, but the effect on the public was dramatic when
the results were reported. The “poison squad” stories provoked interest in food
safety throughout the country. The time was ripe for federal action.

Under pressure from consumer groups and from President Theodore Roosevelt,
Congress passed the 1906 Food and Drugs Act on June 30, 1906.> That Act set up
the regulatory role of the federal government for foods other than meat and poultry
by prohibiting from interstate commerce the sale of food and drugs that were
adulterated and/or misbranded. Adulteration in the act was defined as

...the intermixture or substitution of substances reducing quality, the abstraction
of valuable constituents, the conccalment of damage or inferiority, the addition of
deleterious ingredients, and the use of spoiled animal or vegetable products.*

Misbranding meant placing false or misleading statements on the label. Yet, food
safety involved more than adulteration and misbranding. The 1906 Food and Drugs
Act also had a provision for enforcement. It required that adulterated foods not only
be seized but also destroyed.

In 1905, Upton Sinclair published The Jungle, a book about the way meat was
mishandled in Chicago’s slaughterhouses. It had a major impact on consumers with
meat sales falling around the country by nearly a third almost overnight. Congress
appointed a commission to examine the charges made in the book. The commission
found that while some of the allegations might have been slightly exaggerated, other
evidence showed situations actually worse than portrayed by Sinclair. That evidence
was used to convince lawmakers to pass the Meat Inspection Act of 1906°, which set
sanitary standards for slaughter of animals and for meat sold in interstate commerce.®

3P.L. 59-384, 34 Stat. 768 (1906).

“‘Lauffer Hayes and Frank Ruff, “The Administration of the Federal Food and Drugs
Act,” in Food and Drug Law: Cases and Materials, ed. Peter Barton Hutt and Richard A.
Merrill. 2™ ed. (Westbury, New York: The Foundation Press, Inc., 1991). 9.

>P.L.59-242, 21 U.S.C. §601 et seq.

Meat had been separated from other food for special legislative treatment in 1890 and
1891. Federal inspection began as a means of reassuring European nations that U.S. meats
were safe. Europe had banned imports of U.S. pork on the charge that it had caused

(continued...)
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With the passage of the 1906 Act, USDA began a system of continuous daily
inspection in slaughterhouses using organoleptic (sight, smell, touch) means to detect
problems. If problems were found, inspectors could instantly condemn carcasses.

With the signing of the 1906 Food and Drugs Act, USDA officials in the Bureau
of Chemistry emphasized the development of detection methods to find chemical
problems in foods. During the 1920's, conflicts sometimes occurred within the
department between officials who were charged with promoting the use of chemicals
to produce food and regulators who were concerned about food being adulterated by
those chemicals. For example, California apple growers at the time used large
quantities of arsenic on apples to fight pests. USDA chemists had set a limit for the
maximum amount of arsenic residue that could be left on the fruit. Some of the
apples had residues that exceeded that limit. The regulators wanted to declare the
apples adulterated; other officials did not.

The conflict in mission began early in the century. The following statement
characterizes it:

The Bureau of Chemistry had originated as a research bureau and law enforcement

~ was a supcrimposed responsibility. The task of undertaking rescarch designated
to improve the methods of utilizing agricultural products was frequently in striking
conflict with enforcement of the Pure Food and Drugs law. These conflicts arose,
first, because there was a constant tendency to stop a research project so as to
permit the scientist to assist in acquiring evidence immediately needed in a lawsuit
and second, because the objectives of law enforcement frequently did not coincide
with increasing the utilization of a particular agricultural product, but instead
might retard its utilization.’

In 1927, Dr. Walter Campbell of the Bureau of Chemistry recommended that the
Secretary of Agriculture separate the functions of agricultural research and
enforcement. At the time, USDA was enforcing several other laws® Campbell
suggested that the Secretary of Agriculture create a Food, Drug, and Insecticide
Administration (FDIA) within the Department. Congress supported this suggestion
and the 1927 appropriations bill created the FDIA and gave it the responsibility to

é(...continued)

cpidemics of trichinosis. A newspaper scare arose during the Spanish-American War when
U.S. packers were blamed for shipping “cmbalmed beef” that sickened the troops.
Investigation attributed some of the trouble to the rapid growth of bacteria in mcat ¢xposed
to the hot Cuban sun. James Harvey Young, “The Long Struggle for the 1906 Law,” FDA
Consumer,v. 15, no. 5, June 1981, 16.

"Michael Brannon, Organizing and Reorganizing FDA,” in Seventy-Fifth Anniversary
Commemorative Volume of Food and Drug Law. Food and Drug Law Institute Series,
(Washington, D.C., Food Drug Law Institute, 1984), 142.

®Laws included the Food and Drugs Act (34 Stat. 768 (1906)), the Insecticide Act (7
U.S.C. §121-134), the Caustic Poison Act (15 U.S.C. §410-411), Naval Stores Act (7 U.S.C.
§91 et seq.), Federal Import Milk Act (21 U.S.C. §141 et seq.), Filled Milk Act(21 U.S.C.
§61 ct seq.), and Tea Importation Act(2]1 U.S.C. §41 et seq.).
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enforce the 1906 Pure Foods Act.” Simultaneously, the Secretary created a soil and
chemistry bureau to handle research functions. In 1930, USDA dropped “insecticide”
from the agency’s title, and its name became the Food and Drug Administration
(FDA).

FDA’s new enforcement responsibilities continued to grow as did the agency’s
commitment to consumer protection. In 1930, Congress passed an act setting
standards for canned foods, but excluding canned meat and milk products from those
standards. As the New Deal began in 1933, pressures mounted to pass a new law that
would fill the gaps in the 1906 Pure Food and Drugs Act. A tragedy occurred in
1937 that resulted in strengthening the federal role of premarket review of drugs. At
least 73, and perhaps over 90, persons died as a result of taking “Elixir
Sulfanilamide.” Franklin Roosevelt’s son had recovered from a near fatal infection
using sulfanilamide, a European wonder drug. Problems developed when the
producer began using diethylene glycol as a solvent for sulfanilamide without first
determining that the solvent was safe. The disaster prompted passage of the 1938
amendments to the law, requiring manufacturers to prove a drug’s safety to FDA
before marketing the drug. Consumers began to support the idea that there should
be federal premarket approval for both drugs and substances added to foods.

On June 25, 1938, President Roosevelt signed into law the Federal Food, Drug,
and Cosmetic Act of 1938'° (FFDCA) that today remains the basic authorizing
legislation for food safety. Even though USDA had primary responsibility for food
safety for almost 80 years, the new law defined more clearly USDA’s authority to
regulate livestock and poultry feeds and drugs used in animal disease control. After
the 1938 law was passed, President Roosevelt said,

“The work of the Food and Drug Administration is unrclated to the basic function
of the Department of Agriculture,” and he expressed his belief that “the
opportunity for the Food and Drug Administration to devclop along increasingly
constructive lincs” lay in the Federal Security Administration.''

In 1940, the President moved FDA out of USDA and into the Federal Security
Agency (FSA), a separate part of the executive branch. FSA was a new agency; it
had been in existence for only one year. At the time, the FSA mission was to protect
the public health, and it had under its jurisdiction the Public Health Service, the Office
of Education, the Civilian Conservation Corps, and the Social Security
Administration, among other agencies. FDA’s responsibilities within the FSA
included regulating food quality, sanitation, and consumer protection. Under the new
FFDCA, FDA was also given the authority to test the safety of new products and was
given research responsibilities. The agency focused on whether a given substance in
foods was “poisonous or deleterious” within the meaning of section 406 of the
statute. As an operational rule, FDA sought to ban in the diet any substance that
proved toxic to laboratory animals at 1% of their diet.

’Donald R. Whitnah, ed., Government Agencies, (Westport, CT: Greenwood Press,
1983), 251.

21 U.S.C. §301-392
"Brannon, Organizing and Reorganizing FDA, 158.
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Not everyone agreed with the President’s decision about reorganizing FDA.
Secretary of Agriculture Henry A. Wallace argued that the meat inspection work of
USDA'’s Bureau of Animal Industry also should be transferred. He claimed,

This activity might be associated with other health or public welfare work. Meat
inspection is of course a technical job and it seems logical to have the technical
inspectors attached to the bureau most competent in this field."

However, President Roosevelt was not persuaded; meat and poultry inspection
remained within USDA. The USDA meat inspection system had developed on a
parallel track within USDA’s Bureau of Chemistry for over 50 years. Veterinarians
within the Bureau trained inspectors to spot animal diseases. Those inspectors
performed continuous inspections of animals before slaughter and examined every
carcass for disease and contamination after slaughter. The system positioned the
United States to supply meat to the world during World War I1.

The war effort was not confined to USDA. Even after FDA was transferred out
of USDA, FDA was charged with ensuring the enrichment of breads in 1942 for the
soldiers serving in World War II. Several years later (1953), the FSA became the
Department of Health, Education, and Welfare (HEW). In 1968, FDA became part
of the Public Health Service (PHS) where it added a focus on health and nutrition to
its food safety responsibilities.

Since the start of federal regulation, food safety has been the primary
responsibility of either of two different cabinet agencies, USDA and Department of
Health and Human Services (DHHS). Table 1 shows which statute and consequently
which organization and department has been responsible for carrying out the statutes’
mandates for food safety since the federal government became involved.

""Memo to President Franklin D. Roosevelt from Henry Wallace, 20 April 1939. Found
in Scnate Committee on Governmental Affairs, “Food Regulation: A Casc Study of USDA
and FDA,” Chapter 4, Study on Federal Regulation, 95 Cong., 2nd sess., December 1977,
S. Rept. 95-91,140.
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Table 1. Institutional Chronology of Food Safety Responsibilities, 1862-

1998
Years Statute/plan "Name of Organization Department
1890-1901 | Act of March 3, 1891 and Division of Chemistry USDA
Act of March 2, 1895 on
exported meats
1901-1927 | 1906 Pure Food Act Bureau of Chemistry and USDA
1906 Appropriations Acl Bureau of Animal Industry
1927-1930 | 1906 Purc Food Act Food, Drug. and Insecticide | USDA
1906 Appropriations Act Administration
1930- 1938 Federal Food, Drug, Food and Drug USDA
1940% and Cosmetic Act (FFDCA) | Administration
1940-1953 | Rcorganization Plan No. 4, | Food and Drug Federal Sccurity
cffective June 3, 1940. Administration Agency
1953-1970 | 1954 Miller Pesticide Act Food and Drug Department of
and 1958 Food Additives Administration Health,
Amendment (Delaney Education, and
Clause) Weclfare
1960 Color Additives
Amendment (Dclaney
Clause)
(1958- 1958 Humane Slaughter Meat Inspection Branch of | USDA
1968) Act; Agricultural Rescarch
1967 Wholesome Meat Act; | Service
1968 Poultry Products Act
1970-1979 | Reorganization Plan No. 3 All pesticide regulation Environ-
of 1970; sect. 346, 346a, responsibilitics were mental
348, and 408 of FFDCA transferred to EPA as were | Protection
and 135-135k of FIFRA all functions of Agency (EPA)
Environmental Quality
Branch, Plant Protection
Division of Agricultural
Rescarch Service
(1972) 1972 Meat and Poultry Food Safety and Inspection | USDA
Inspection Service
(1968- Reorganization Plan of Food and Drug Dcpartment of
1979) March 1968. Administration Public Health,
Public Health Service Act Hcalth Service Education, and
Welfare
1980- Food and Drug Department of
Administration Health and
Public Health Service Human Scrvices

Source: Peter Barton Hutt and Richard A. Merrill, eds. Food and Drug Law: Cases and Materials.

2" ed., (Westbury, New York: The Foundation Press, Inc., 1991), 4-5.

"*The name “Food and Drug Administration” was first uscd in the Agriculture
Appropriation Act of 1931 (46 Stat. 32).
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Current Federal Food Safety Responsibilities

Historically, Congress passed laws in reaction to immediate food safety
problems. Those laws assigned food safety responsibilities to several executive
departments. Today, the primary federal agencies responsible for regulating the safety
of the U.S. food supply are the Food and Drug Administration (FDA) under the
Public Health Service of the Department of Health and Human Services (DHHS),
and the Food Safety and Inspection Service (FSIS) under the U.S. Department of
Agriculture (USDA). FDA and USDA together try to ensure that food products, as
sold in the United States, will not adversely affect human health.

FDA is charged with ensuring that foods (except meat, poultry, and certain egg
products) are safe, nutritious, sanitary, wholesome, and honestly labeled. The primary
statute governing FDA’s food safety activities is the Federal Food, Drug, and
Cosmetic Act (FFDCA)."* FDA monitors whether food manufacturers are adhering
to their legal responsibility of ensuring that foods are not defective, unsafe, filthy, or
produced under unsanitary conditions. USDA is responsible for monitoring meat,
poultry, and commercially processed egg products under the Federal Meat Inspection
Act, as amended, the Poultry Products Inspection Act, as amended, and the Egg
Products Inspection Act, as amended. FSIS is directly responsible for the daily
inspection of all meat and poultry entering U.S. commerce. FSIS also shares
responsibility with FDA on combination products such as stews and pizzas. For
example, FSIS regulates all products that contain 2% or more of poultry and poultry
products and 3% or more of red meat or red meat products. FDA regulates all other
foods.

In total, thirteen agencies in the federal government have food safety
responsibilities.”” FDA has three centers conducting and supporting food safety
activities: Center for Food Safety and Applied Nutrition (CFSAN), Center for
Veterinary Medicine (CVM), and the National Center for Toxicological Research
(NCTR). Besides FSIS, the USDA agencies with food safety responsibilities are the
Animal and Plant Health Inspection Service (APHIS),which has regulatory programs
to protect animals and plants from pests and disease; the Agricultural Research
Service (ARS), which conducts a wide range of food safety related research; the
Cooperative State Research, Education, and Extension Service (CSREES), which
carries out a program of fundamental and applied research in several areas, including

"“Other relevant statutes are the Federal Insccticide, Fungicide, and Rodenticide Act
(FIFRA), as amended (P.L. 104-61,Stat. 163-172,1947, 7 U.S.C. §136 et seq.); the Public
Health Service Act (Chapter 288, 37 Stat. 309 (1912), 7 U.S.C. §201 et seq.); the Fair
Packaging and Labeling Act, as amended (P.L. 89-755, 15 U.S.C. §1451 et seq.); the Federal
Meat Inspection Act, as amended (P.L. 90-201, 21 U.S.C. §601 et seq.); the Poultry Products
Inspection Act (P.L.85-172, 21 U.S.C. §451 et seq.); Federal Import Milk Act (P.L. 69-625,
21 U.S.C. §141 et seq.); Plant Quarantine Act , as amended (P.L 85-36, 7 U.S.C. §150 et
seq.) and the Pesticide Monitoring Improvements Act (P.L.100-418, 21 U.S.C. §1401, et
seq.).

"*Detailed information on those responsibilities can be found in Congressional Research

Scrvice, Food Safety Agencies and Authorities: A Primer, by Jean Rawson and Donna U.
Vogt, Report No. 98-91 ENR, 5 February 1998, 6.
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food safety and health; and the Economic Research Service (ERS), which provides
cost and benefit information on food-bore illnesses. The National Center for
Infectious Diseases of the Centers for Disease Control and Prevention (CDC), under
DHHS, monitors and investigates food-borne illnesses and diseases and shares that
information with the other agencies.

The Environmental Protection Agency (EPA) regulates pesticides and is charged
with setting pesticide-residue tolerances for each pesticide-food combination. The
Bureau of Alcohol, Tobacco, and Firearms (BATF), of the U.S. Treasury
Department, regulates production, distribution, and labeling of alcoholic beverages.'
The National Marine Fisheries Service (NMFS) of the U.S. Department of Commerce
conducts a voluntary fee-for-service seafood inspection program. The Federal Trade
Commission (FTC) regulates advertising of food products. The U.S. Customs Service
of the Department of the Treasury assists FDA by notifying FDA of incoming
shipments of products under FDA jurisdiction. FDA officials examine all paperwork
and electronic submissions related to these imports and at times collect samples.

In addition, federal agencies work in close collaboration with state officials.
Often, federal agencies such as FDA will train and contract with state enforcement
officials to conduct food plant inspections. FDA also developed a model ordinance
for milk sanitation and a “Food Code” for retail food store and restaurant sanitation
to be adopted by state legislatures. FDA also works with groups such as the
Association of Food and Drug Officials of the United States and the Association of
Official Analytical Chemists.'"” FDA, in conjunction with the states, regulates animal
feed ingredients and feeds as part of the American Association of Feed Control
Officials."

Overlapping Responsibilities

Critics charge that part of the “food safety problem” is that U.S. food safety laws
and regulations are fragmentary and inconsistent and are not comprehensive. Critics
also claim that too many agencies are responsible for food safety activities. Foods
posing similar health risks may be inspected by different agencies at different
frequencies. The roles that these agencies play depend for the most part on their
statutory authority and their resources. One former official who served in both
USDA and FDA said that the fragmentation and diversity of the agencies’ authority
undercuts the government’s accountability for food safety, and he added:

FDA has jurisdiction over plants producing cheesc pizza, but rarcly inspects such
plants. USDA has jurisdiction over plants producing pepperoni pizza, and
inspects such plants on a daily basis, after having alrcady inspected both the

'SFDA is responsible for all nonalcoholic beverages, and wine beverages (i.¢. fermented
fruit juices) containing Iess than 7% alcohol.

"James T. O’Reilly, [ood and Drug Administration (Colorado Springs, Colorado:
Shepard’s/McGraw-Hill, Inc., Oct. 1993).

"®Edward L. Korwck, 1997 United States Biotechnology Regulations Handbook, vol.
1, (Washington, D.C..Food and Drug Law Institute, 1997), 112.
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animal from which the pepperoni was made and the processing of the meat into
pepperoni.

Other examples abound. USDA daily inspects meat and poultry for contamination of
various pathogens, including Listeria monocytogenes and E. coli O157:H7. At the
same time, FDA may inspect once every ten years soft cheeses or apple juice in which
those same pathogens have been found. Some believe that it is inappropriate for
separate agencies using different risk and inspection criteria to regulate the nation’s
food supply. These critics also think that the same or similar risk criteria should be
used by all federal agencies to prevent microbial contamination on all foods.”

Others charge that safety cannot be properly regulated when food safety
responsibility is placed in the hands of the same agency in charge also of promoting
regulated products. Many think that an organization that promotes and subsidizes
production agriculture and other consumer products should be separate from one that
watches over food safety.

The meaning of “food safety” responsibilities continues to expand. Food safety
functions of federal agencies have come to signify certain responsibilities regarding
foods. The responsibilities were aptly defined in an FDA report to Congress:

Under the foods program, FDA sets food standards; evaluates food additives and
packaging for potential health hazards; conducts research to reduce food-borne
disease to determine specific health impacts of hazardous substances in food and
to develop methods for detecting them in foods; and maintains surveillance over
foods through plant inspections, laboratory analyses, and legal action where
necessary.”’

USDA carries out similar functions for meats, poultry, and certain egg products.

Whether all food should be regulated by the same or different agencies is
currently under debate. Some argue that a clearer direction to food safety policy
could emerge if a single, independent agency were charged with administering all food
safety programs. Others oppose forming a single agency, asserting that the various
agencies with differing expertise strike a balance among divergent interests.

"Michael R. Taylor, “Preparing America’s Food Safety System for the Twenty-First
Century — Who is Responsible for What When it Comes to Meeting the Food Safety
Challenges of the Consumer-Driven Global Economy?” in I'ood and Drug Law Journal, vol.
52, n.1, (Washington, D.C.:Food and Drug Law Institute, 1997) 13.

2Dr. Sanford Miller, Professor and Dean, Graduate School of Biomedical Sciences,
The University of Texas Health Science Center at San Antonio, telephone conversation with
the author, 17 Scptember 1993, (210) 567-3709.

?'Senate Committee on Agriculture, Rural Development, and Related Agencies,
Appropriation Bill, 1990, 101* Cong., 2nd sess., 1989, S.Rept. 101-84, as found in Peter
Barton Hutt and Richard A. Merrill, I'ood and Drug Law: Cases and Materials, 2™ ed.
(Westbury, New York: The Foundation Press, Inc., 1991) 21.
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Recommendations for Changes in the Federal Organization of Food
Safety Responsibilities

This report contains 21 separate sets of recommendations that have had a
significant impact on the debate over whether the federal organization that ensures
safe food needs to be changed. This debate has recurred over 48 years with long
periods when little interest was expressed in changing the organization for federal
food safety. The debate has been carried on by a range of different entities from
major government bodies such as presidential commissions, agency commissions,
congressional Members, the General Accounting Office (GAO), to interested parties
or influential food policy experts.

The recommendations are grouped chronologically into four categories:

a separate, independent food safety agency or some modification of that idea;
all food safety functions given to USDA,

all food safety functions given to FDA,

all food safety functions be given to the Consumer Product Safety
Commission.

The recommendations described in this report were selected because each expresses
a position on how the federal organization of food safety could be improved or
changed. Each recommendation was acknowledged as contributing to the debate in
later documents discussing changes in the organization for federal food safety. The
gaps in the chronology represent the fluctuating nature of the debate. The
recommendations listed also represent all the major official bodies that debated this
issue in the last five decades.

No President or Congress has adopted these recommendations. However, the
reports and publicity surrounding each set has added to the debate and helped define
current food safety responsibilities. Eight sets of the recommendations would have
created some type of independent federal entity for the regulation of food safety, with
responsibility for all foods. Two would have given all responsibility to USDA, and
10 would have FDA reorganize and regulate the safety of all foods including meat and
poultry. One would have the Consumer Product Safety Commission carry out all
food safety functions. The most recent proposals appear to be evenly divided between
giving food safety responsibility to a single, independent agency or to a reorganized
FDA that links food safety explicitly to public health. Table 2, at the end of the
report, summarizes in chronological order the selected sets of recommendations
presented to Presidents and Congresses from 1949 to 1997 period.

Most of the reports or recommendations examine what are perceived to be five
separate issues in food safety:

e Should food safety be considered to be a public health responsibility only or
should it also be linked with research and development of new standards that
not only protect consumers but also lead to the development and marketing of
new products?
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e Will the cost to the federal government increase or decrease if all activities
related to regulating food are combined into a single food safety agency?

e By competing among each other for food safety resources, have agencies
become more or less efficient in carrying out their food safety functions?

e If Congress and the Administration chose to create an independent food safety
agency, should such an agency be independent of or located within the Public
Health Service?

e Would U.S. consumers be better protected by having a uniform set of
regulations and laws that covered all foods and were enforced by a single
agency?

Some believe that one food safety agency could apply consistent and strong food
standards that would assist in building public confidence in the federal system of food
safety. Others argue that, although some consumers are very vocal in their distress
with the current regulatory framework, it does provide some of the safest, most
abundant, and least expensive food in the world.

Most believe that pressures for change will continue focusing mainly on
streamlining policies for food, nutrition, and veterinary drug activities. There have
always been threads that link the different food safety programs with those of
production agriculture and nutrition research.
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Food Safety Under a Single, Independent Agency

Popular Name and Date

White House Conference on Food, 1969.%

Description and Mission of Group Making Recommendations

President Nixon asked a large group of experts to meet and make
recommendations on revising the federal regulatory policy for food and on certain
aspects of food, nutrition, and health policy. He requested recommendations
regarding administration and operations, community affairs, information, and
education. The Conference was chaired by Dr. Jean Mayer, and the deputy chairman
was James D. Grant.

Summary of Recommendations

The Conference recommended that there should be one federal regulatory policy
with respect to safety, sanitation, identity, and labeling of foods. The Conference also
recommended that the Secretary of Health, Education, and Welfare (HEW) issue an
order establishing a separate interdepartmental coordinating committee on federal
food regulatory policy with the aim of implementing national nutritional and health
goals. The committee would be comprised of representatives of all federal
departments and agencies having jurisdiction over safety, sanitation, identity, and
labeling of any food. Within certain schedules, the committee should issue reports on
the progress of reconciling all pertinent federal food policies and practices. The
committee should initially consider the question of whether a single federal regulatory
agency for foods should be established, and particularly whether the jurisdiction of
USDA over food products derived from or utilizing inspected meat and poultry
should be transferred to HEW.

Dissenting views

Not Available

ZWhite House Conference on FFood, Nutrition, and Health, Final Report, (Washington,
D.C.: White House, 1969), 118-119.
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Popular Name and Date

GAO Food Inspection Report, 1970.”

Description and Mission of Group Making Recommendations

In a letter to the President of the Senate and the Speaker of the House of
Representatives, the Comptroller General of the United States presented the results
of a review of the roles of federal organizations involved in inspecting food. GAO’s
authority to conduct the review was contained in the Budget and Accounting Act of
1921 (31 U.S.C. 53); the Accounting and Auditing Act of 1950 (31 U.S.C. 67); and
the authority of the Comptroller General to examine contractor’s records as set forth
in 10 U.S.C. 231(b).

Summary of Recommendations

Federal food inspection evolved from piecemeal legislation and regulations,
designed to solve specific problems when they arose. The report claimed that current
practice at the time did not clearly express an overall federal policy on food
inspection. Many federal, state, and local organizations performed different parts of
the food inspection process. Such a process led to some overlap in responsibility and
caused dissatisfaction among members of the food industry. Some of the
dissatisfaction related to inspections being made for different purposes and with
varying intensity. The GAO recommended that the different agencies arrange
agreements among themselves to use the skills and experience of each to establish
clearer lines of responsibility, and to reduce overlap. The report did concede that
those agreements would be time-consuming to arrange and difficult to administer.

Although the report did not specifically recommend consolidation, it criticized
the overlapping inspection activities of USDA, FDA, and other federal agencies and
the lack of consistency in their requirements, procedures, and concepts. GAO
recommended that the Director, Bureau of the Budget, make a detailed evaluation of
the federal food inspection system to see how to improve its administration and
determine if it was feasible to consolidate some of the inspection efforts.

Dissenting views

Most of the federal agencies responsible for food inspections agreed to evaluate
their separate functions. However, USDA’s comments indicated that agency officials
believed that GAO had not properly characterized certain USDA inspection functions.
In its response letter, as published in the GAO report, it stated,

Meat inspection, for example, is looked upon primarily as a program for consumer
protection or benefit. This it is, but we believe 1t also facilitates interstate
commerce in meats and cnhances the market for farm animals sold for meat.

Gencral Accounting Office, Need to Reassess I'ood Inspection Roles of Federal
Organizations. Department of Agriculture. Department of Defense, Department of Health
Education. and Welfare, Department of the Interior. Rept. No. B-168966, 30 June 1970.
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Similarly meat grading, while it may be primarily looked upon as a program for
facilitating marketing or dealing in meat, is recognized by consumers as a
purchasing tool and, we believe as well, benefits the farmer by giving him added
assurance of a return related to the quality of the animals sold. On the other hand,
the consumer benefits from grading of grain are quite indirect. Performance
standards are designed to be uniform whether the service is mandatory or
voluntary. Thus procedures and regulations are geared to the particular need. The
consumer’s interests are expected to be recognized and protected in each case. It
is the needs, and not whether the primary beneficiary is the producer, consumer,
or industry that determincs requirements and methods.
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Popular Name and Date

Hearings on S. 3419, Consumer Safety Act of 1972.*
Description and Mission of Group Making Recommendations

Three committees of the Senate held hearings to discuss S. 3419, the Consumer
Safety Act of 1972 and its proposal to restructure food safety responsibilities in the
federal government. The Commerce Committee held a hearing on April 13, 1972.
The Committee on Government Operations, Subcommittee on Executive
Reorganization and Government Research held hearings on April 20, 21, May 2, 3,
1972. The Senate Labor and Public Welfare Committee, Subcommittee of Health
held hearings on May 2, 3, 1972.

Summary of Recommendations

The report of the Senate Committee on Labor and Public Welfare stated that the
purpose of S. 3419, the Consumer Safety Act of 1972, was to establish an
independent agency to regulate foods, drugs, and consumer products. The bill would
have combined several different responsibilities under a single agency. For example,
all FDA'’s authority to regulate foods and drugs would be transferred, as would the
authority, at that time, of the Center for Disease Control over the licensing of certain
clinical laboratories. The Department of Commerce and the Federal Trade
Commission authority over flammable fabrics and refrigerator doors would be
transferred as would USDA’s authority over meat and poultry inspection and animal
biological drugs. The purpose of this independent Consumer Safety Agency was to
have been to protect consumers against unreasonable risk of injury from hazardous
products. The independent agency would have had responsibility to set product
safety standards for all consumer products representing unreasonable risk of injury or
death.

S. 3419 became the Food, Drug, and Consumer Product Safety Act of 1972.%
It passed the Senate on June 21. 1972, However, the House did not agree with the
transfer of functions administered by FDA. In conference, legislators exempted all
food, drugs, devices, and cosmetics as defined in the FFDCA from the jurisdiction of
the new Consumer Product Safety Commission.

Dissenting Views

The Nixon Administration thought that the establishment of an independent
consumer safety agency would prove to be regressive rather than progressive and

#Senatc Committec on Commerce, Consumer Safety Act of 1972, 92™ Cong., 2™ sess.,
1972, S.Rept. 92-749. Senatc Committec on Government Operations, Subcommittee on
Executive Reorganization and Government Rescarch, S.34/9, The Consumer Safety Act of
1972,92™ Cong., 2™ sess., S.Rept. 92-2. Scnatc Committee on Labor and Public Welfare,
Food, Drug, and Consumer Product Safety Act of 1972, 92™ Cong., 2™ sess., S.Rept. 92-
835.

“P.L.92-573.
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opposed establishment of an independent “Consumer Safety Agency.” On March 16,
1972, in a press release on S. 3419, Secretary of Health, Education, and Welfare
Richardson stated,

I think.. that if the Food and Drug Administration is going to have any problems
of digestion of new responsibilities, the problems would be multiplied several fold
by the effort to create a new agency duplicating administrative authorities and
having to seck scientific capabilities and resources that are already within the Food
and Drug Administration. ... It is ... much greater if we build upon the experience
and capabilities of the Food and Drug Administration, than if we start all over
again through the creation of comparatively small, isolated outside body. *

*Senate Committee on Commerce, Consumer Safety Act of 1972, 92™ Cong., 2™ sess.,
1972, S.Rept. 92-749; Scnate Committee on Government Operations, Subcommittec on
Executive Reorganization and Government Research, S.34719, The Consumer Safety Act of
1972,92™ Cong., 2™ scss., S.Rept. 92-2; Senate Committce on Labor and Public Welfare,
Food. Drug, and Consumer Product Safety Act of 1972, 92" Cong., 2™ sess., S.Rept. 92-
835.
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Popular Name and Year of Document

Ralph Nader Report, Sowing the Wind, 1972.”
Description and Mission of Group Making Recommendations

This report, sponsored by the Center for Study of Responsive Law, was
conducted by an interdisciplinary task force of young professionals trained in law and
science. Its members conducted research on a wide range of issues, from the fat and
chemical content of hot dogs to the potential birth-defect hazards of pesticides. Ralph
Nader wrote the introduction to the report. It had some influence on consumer
opinion about certain food hazards.

Summary of Recommendations

The report found that food inspection “remains embarrassed by departmental
conflicts of interest and overlapping jurisdictions in USDA and FDA.”  In its
conclusions, the report recommended that meat inspection and chemical monitoring
by USDA and FDA should be transferred to a new food safety agency where the goal
of protecting public health would be consolidated. It also suggested that food
inspection be included in the responsibilities of the independent “consumer safety
agency” under consideration at the time in Congress.

Dissenting Views

Not Available

*Harrison Wellford, Sowing the Wind: A Report from Ralph Nader's Center for Study
of Responsive Law on Food Safety and the Chemical Harvest, (New York: Grossman
Publishers, 1972) 354,
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Popular Name and Date

GAO’s Risk-Based Inspection Report, 1992.%
Description and Mission of Group Making Recommendations

GAO published this report in response to a request from the Honorable John D.
Dingell, Chairman Subcommittee on Oversight and Investigations, House Committee
on Energy and Commerce. GAO’s mandate was to examine the consistency,
efficiency, and effectiveness of the federal food safety inspection system.

Summary of Recommendations

GAO found that 12 agencies that were involved in food safety inspect similar
foods posing similar risks at inconsistent frequencies and under different enforcement
authorities. It also found long-standing problems whereby those agencies use their
inspection resources inefficiently and do not effectively coordinate with each other.
GAO recommended that “Congress hold oversight hearings to evaluate options for
revamping the federal food safety and quality system, including creating a single food
safety agency responsible for administering a uniform set of food safety laws.”

On October 8, 1997, a GAO division director advocated before the Senate
Agriculture Committee that all federal food safety functions be assigned to a new
agency. He stated that GAO “believes the existing federal food safety structure needs
to be replaced with a uniform, risk-based inspection system under a single food safety
agency. While some administrative actions can be taken to improve the system, the
fundamental changes that are needed will require legislative action.™*

Dissenting Views

DHHS officials responded to this GAO report by stating that there was no
reason to believe that creating a new single agency would improve basic food safety.
FDA, through DHHS, suggested that it could, without new legislation, formally
establish regulations that could address the nature and extent of problems encountered
by the food production industry; the food industry could be held accountable for self-
regulation to an even greater degree; and a policy that compares risks could be
established through regulation. The response implied that an independent agency was
unnecessary. In addition, FDA claimed that the GAO report failed to analyze some
major issues for the food industry such as whether the food industry needs uniformity
in regulations by states and international harmonization of standards among countries;
whether market promotion activities should be commingled with safety regulation,
and whether the potential impact of new food technologies, both in producing and

*General Accounting Office, Food Safety and Quality: Uniform, Risk-based Inspection
System Needed to Ensure Safe I'ood Supply, GAO/RCED-92-152, Junec 1992.

“?Robert A. Robinson, Director, Food and Agriculture Issues, RCED/GAO, “Food
Safety: Fundamental Changes Nceded to Improve the Nation’s Food Safety System,”
statement for the record before the Senate Committee on Agriculture, Nutrition, and Forestry,
8 October 1997.
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developing new and novel foods, would affect how regulations could ensure food
safety.
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Popular Name and Date

The Durenberger Food Safety Bill, 1993.%

Description and Mission of Group Making Recommendations

On August 3, 1993, Senator Durenberger introduced S. 1349, the Food Safety
and Inspection Agency Act of 1993. It was referred to the Senate Committee on
Governmental Affairs. There were no hearings on this bill.

Summary of Recommendations

The act, if passed, would have placed all food safety and inspection activities in
a single, independent agency that, with the guidance of a 15-person expert
commission, would have set uniform risk-based inspection standards by which food
safety could be ensured. It also would have established a state-federal
communications network to educate consumers on potential microbial diseases.

Dissenting Views

Some critics claimed that the proposed bill did not clearly define what a uniform
risk-based safety system was or how the existing two separate field-inspection
systems would be organized. Also, critics claimed that this bill would have cost the
federal government more to create a new agency than to transfer responsibility to an
existing agency.

%S 1349 was introduced by Senator Durenberger on 3 August 1993.
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Popular Name and Date

The Torricelli/Bradley Food Safety Bill, 1994.°

Description and Mission of the Group Making Recommendations

The Katie O’Connell Safe Food Act (HR. 3751) was introduced on January 26,
1994, by Representative Robert G. Torricelli. It was referred to the House
Committees on Energy and Commerce and Agriculture. On February 1, 1994, it was
referred to the Agriculture Subcommittees on Livestock, and Departmental
Operations and Nutrition; and on February 24, 1994, it was referred to the Commerce
Subcommittee on Health and the Environment. On August 2, 1994, Senator Bradley
introduced the Katie O’Connell Safe Food Act (S. 2350); it was referred to the
Senate Committee on Agriculture, Nutrition, and Forestry. No hearings were held on
either bill. The bills received only a few cosponsors: three for HR. 3751 and one for
S. 2350.

Summary of Recommendations

. The act, if it had passed, would have transferred responsibility for enforcing
meat, poultry, and egg inspections from FSIS of USDA to an independent federal
health agency called the Meat, Poultry and Eggs Inspection Agency. It would have
created a position of director of meat, poultry, and eggs inspection and authorized 8
assistant directors. It also would have established an advisory commission made up
of representatives from federal and state governments, industry, and the scientific
community. This advisory commission would have recommended how the agency
could improve inspection by using more technologically advanced techniques in meat,
poultry, and egg product inspections.

Dissenting Views

No dissenting views available, but the bill had few cosponsors.

3H.R. 3751 was introduced 26 January 1994; S.2350 was introduced 2 August 1994
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Popular Name and Date

The Fazio-Durbin Food Safety Administration Bill, 1997.*
Description and Mission of Group Making Recommendations

In November 1997, Representative Vic Fazio and Senator Richard Durbin
introduced identical bills, the Safe Food Act of 1997. On November 4, 1997. H.R.
2801 was referred to the Committees on Agriculture and Commerce and, on
November 14, 1997, to the Subcommittee on Health and the Environment. S. 1465
was introduced on November 9, 1997, and referred to the Committee on Government
Affairs. So far, there have been no hearings.

Summary of Recommendations

This act, if passed, would consolidate all federal food safety, labeling, and
inspection programs into a new independent agency known as the Food Safety
Admuinistration (FSA). The new agency would be funded by transferring appropriated
funds that are currently designated for food safety functions of four agencies (FDA,
USDA, EPA, and National Marine Fisheries Service). According to supporters, the
purpose of the new agency would be to replace an outdated, fragmented, and
overlapping food safety system. Supporters also say that a single food safety agency
could identify the most serious public health risks from specific food-borne pathogens.
In addition, resources could be used to develop better testing methods, conduct risk
assessments, and identify the most cost-effective interventions without regard to the
type of food or bureaucratic “turf.”

Dissenting Views

Critics believe that the time is not right for major reform of the current food
safety system. Some resist the formation of a new agency because of fear that a
whole new FSA would cause dislocation and upheaval. It could also mean that the
current parent agencies would have to relinquish their budget authority and control
over functions related to food safety. Most opponents to an independent agency
advocate allowing the Clinton Administration’s 1997 food safety initiatives to take
effect. They await the Administration’s reports to Congress as to whether these new
policies reduce incidences of food-borne illnesses. Other critics claim that the
proposed legislation does not define a new food safety mandate to be carried out, but
only reorganizes food safety functions by moving the current functions to the new
FSA. They argue that a new FSA could be hindered in setting priorities for food
safety activities because the bills would not amend or change the basic food safety
statutes that establish the policies on which the current food safety system is based.
For example, the meat and poultry statutes require that a government inspector be in
continuous attendance and the food and drug statute grants FDA the authority to act
only when adulterated and/or misbranded foods are found in interstate commerce.

32H.R. 2801 was introduced 4 November 1997; S.1465 was introduced 9 November
1997,
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Food Safety Under the U.S. Department of Agriculture

Popular Name and Date

The Hoover Commission Report, May 20, 1949.”
Description and Mission of the Group Making Recommendations

Headed by Herbert Hoover, former President of the United States, the
Commission on Organization of the Executive Branch of the Government was
established in accordance with P. L.80-162, approved July 7, 1947. It was created
by unanimous vote of Congress in July 1947, and submitted a series of reports to
Congress. The Lodge-Brown Act, which brought the commission into being,
conceived of its mission as being bipartisan. Therefore it had six members from each
party. Four Commissioners each were chosen by the President of the Senate, the
Speaker of the House of Representatives, and President Truman. The Commission
members consisted of Herbert Hoover, Chairman; Dean Acheson, Vice Chair; Arthur
S. Flemming; James Forrestal, George H. Mead; George D. Aikin; Joseph P.
Kennedy; John L. McClellan; James K. Pollock; Clarence J. Brown; Carter Manasco;
and James H. Rowe, Jr.

Summary of Recommendations

The commission recommended that all regulatory functions relating to food
products be transferred to the Department of Agriculture and that those relating to
other products be placed under a reorganized Drug Bureau administered by a public
health agency. At the time, four agencies (Federal Security Agency, Federal Trade
Commission, the Bureau of Internal Revenue in the Treasury Department, and
USDA) exercised food regulatory functions, and some manufacturers had to comply
with the regulations of more than one federal agency. The commission noted that
many regulations related to food were once the responsibility of the Department of
Agriculture. The commission found that, “their separation from other departmental
activities [meaning USDA’s activities]...creates great overlap and also confuses the
public.” With food inspections scattered among four government agencies, the
commission argued that too many agencies had jurisdiction over food and drug
products.

Dissenting views

Two of the commissioners, James K. Pollock, and James H. Rowe, Jr., disagreed
with the recommendation to transfer the food regulatory activities of the FDA to
USDA. They claimed that the purpose of the food provisions of the FFDCA was to
protect the consumer. They advocated that a unified program under the FDA part of
the Federal Security Agency should be kept together. They also stated that one food
safety system under the FDA, that “safeguarded” consumers from a series of common
problems, would accomplish that purpose. The common problems were characterized

33The Hoover Commission report on organization of the Executive Branch of the
Government (1947-1949), Westport, CT: Greenwood Press, 1970).
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as “economic cheating (misleading and deceptive labels, substitution of cheaper
ingredients, short weight); filth and other extraneous or obnoxious materials; harmful
products or products containing harmful ingredients.” The dissenting Commissioners
also believed that splitting the regulatory functions of foods and drugs between two
separate agencies would require two sets of laboratories and staffs working
independently of each other and would limit the flexibility and economy of work
assignments. These commissioners, the Committee on Medical Services, and the
Brookings Institution recommended that the [food safety] function be continued as
part of a reorganized public health service within the Federal Security Agency or its
SUCCesSOr.
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Popular Name and Date

Acts Restructuring Meat and Poultry Products Inspection:
Wholesome Meat Act of 1967 and the Poultry Products Act of 1968.*

Description and Mission of Group Making Recommendations

The Wholesome Meat Act of 1967°° substantially revised the 1906 Meat Act.
Soon afterwards, the Wholesome Poultry Act® signed on August 18, 1968,
extended to poultry inspection many aspects of the meat inspection act approved in
1967. These acts were the result of a long debate over the differences in federal,
state, and local meat inspections. The federal system continued to be responsible for
meats moving in interstate commerce and international trade, whereas state and local
authorities oversaw meats consumed in their own jurisdictions. Thus, the control
over all meat products was mixed; some areas had rigid standards, and others had lax
standards. From this background came a call for legislation setting common standards
from various interested groups.

The Talmadge-Aiken Act of 1962 had provided for cooperation among federal
and state agencies in regulating the marketing of agricultural products. However, few
states took advantage of the authority to enter into broad cooperative agreements for
meat inspection with USDA. Under the Talmadge-Aiken Act, the states were to
establish “equal to” meat inspection systems. In 1967, President Johnson urged that
the law be amended to provide greater protection to consumers and federal assistance
to states in developing state inspection programs.

Summary of Recommendations

Both Acts required states to have meat and poultry inspection programs “at least
equal in rigor to” federally-run programs (under APHIS), even though the state-
inspected plants could still market their products only within the state. Under
deadlines of December 1969 (meat) and August 1970 (poultry), states could receive
federal matching funds to bring their programs up to federal safety and purity
standards. One-year extensions could be granted under certain conditions. The Acts
encouraged uniformity in the inspection systems and closed loopholes in various
phases of the inspection program. Annual reports to Congress on operations and
effectiveness of the inspection system were required.

Interest in restructuring the meat and poultry inspection systems had grown as
certain Members of Congress became aware that some food additives were becoming
a safety problem. Members received letters from constituents concerned about the

¥Vivian Wiser, “Part V: Meat and Poultry Inspection in the United States Department
of Agriculture,” in, /00 Years of Animal Health. 1884-1984, eds.Vivian Wiser, Larry Mark,
and H. Graham Purchasec (Beltsville, MD: The Associates of the National Agricultural
Library, 1986).

¥P.L. 90-201.
P.L. 90-492.
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presence of nitrosamine, a carcinogen, in bacon. Food processors added nitrite as a
curing agent to pork, and that addition caused the formation of nitrosamine when the
naturally occurring amine and nitrite combined. Consumers were also alarmed about
meat safety when Canada prohibited meats from DES-treated animals (DES —
Diethylstilbestrol — 1is a synthetic estrogenic drug) to be sold in its market. At the
time, FDA considered banning its use altogether.

Dissenting views

There were charges that APHIS wanted the complete federalization of meat
inspection. A number of representatives of the packing and processing industries
joined others from some state agriculture departments opposing the new federal
inspection programs. However, over time, the states dropped out of the meat
inspection business because of its high cost. By 1976, APHIS inspectors monitored
meat and poultry processing in 60% of the nation’s plants.
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Food Safety Under the Food and Drug Administration

Popular Name and Date

HEW Reorganization Directive of March 1968.%
Description and Mission of Group Making Recommendations

President Lyndon Johnson sent a message to Congress on March 4, 1968, with
“Health Recommendations.” Among the many proposals and recommendations was
a directive to the Secretary of Health, Education, and Welfare to submit a “modern
plan of organization to achieve the most efficient and economical operation of the
health programs of the Federal Government.” On March 13, 1968, the Secretary of
Health, Education, and Welfare (HEW), Wilbur J. Cohen, announced his first step in
carrying out the President’s directive. He placed the FDA and the Public Health
Service under the direction of Dr. Phillip R. Lee, the Assistant Secretary for Health
and Scientific Affairs. The Commissioner of Food and Drugs would report directly
to Dr. Lee, rather than to the Secretary. On June 14, 1968, Secretary Cohen’s report
to the President was made public and recommended the creation of a new Consumer
Protection and Environmental Health Service (CPEHS) which would include FDA
along with other agencies.

Summary of Recommendations

The rationale for making FDA a part of the newly created CPEHS was stated in
the message from the Secretary to the President:

The fact that similar or interacting contaminants manifest themsclves in more than
one type of environmental exposure argues strongly for focusing in a single agency
the responsibility for identifying the hazards to health, developing and
promulgating critcria and standards, and mounting programs that will promote
compliance therewith. ... Retention of a separate FDA relates to its history as a
regulatory agency with an operational pattern historically different from that of the
Public Health Service (PHS). The historic role of the FDA has been primarily one
of policing industry to assure compliance with provisions of the FFDCA. ... In the
last two years, the FDA has markedly modified its policeman posture [with the
food industry.]

The Secretary said that, with this new attitude and with states taking over most of the
routine surveillance of industry practices, the justification of keeping FDA and PHS

as separate agencies had disappeared.

Dissenting views

*"Wallace Janssen, “FDA Since 1962,” in unpublished papers, History of the
Department of Health, Education and Welfare During the Presidency of Lyndon Baines
Johnson, November 1963 - January 1969, kept in the FDA History Office by John Swan.
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In the 1968 reorganization Directive of the President, CPEHS was formed to
deal with environmental problems, but it never received congressional authorization
or appropriations. Other federal programs, funded at the time, contributed funding
and positions. Dr. Winton Rankin, Deputy Commissioner of FDA reportedly
commented: “We gave him [C.C. Johnson, Director of CPEHS] whatever bit of lip
service we had to but didn’t offer much cooperation. He finally went under.” Dr.
Rank3i;1 also said that he thought that if CPEHS succeeded, FDA would cease to
exist.

*Brannon, Organizing and Reorganizing 'DA. 135-174.
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Popular Name and Date

The Malek Report, December 10, 1969.*

Description and Mission of Group Making Recommendations

On December 10, 1969, Frederick V. Malek, Deputy Undersecretary,
Department of Health, Education, and Welfare became chairman of a Special Task
Force on the Reorganization of the Consumer Protection Programs. The task force’s
report to Dr. Charles C. Edwards, FDA Commissioner, was called Analysis and
Recommendations: The I'ood and Drug Administration Organizational Review. 1t
contained an organizational and management study of the FDA. The report was
delivered August 25, 1970.

Summary of Recommendations

The task force’s report proposed a reorganization of FDA because of a growing
concern over FDA’s ability to carry out its consumer protection responsibilities. The
report recommended that FDA become a separate health agency reporting to the
Assistant Secretary for Health and Scientific Affairs, and a new Consumer Protection
and Environmental Health Service be created separate from FDA. Within FDA, a
new bureau for foods, pesticides, and product safety should be created along with a
new drug bureau. Each should have full responsibility and authority from initial
research to final regulatory action. The rationale was that the new Food Bureau could
concentrate on its major product areas without jeopardizing other product areas and
would create clearer lines of authority for FDA’s compliance activities.

Dissenting Views

Not Available

*House Committee on Interstate and Foreign Commerce, Subcommittee on Commerce
and Finance, Hearings on the Consumer Product Safety Act, 92™ Cong., 1* and 2™ sess.,
part 3, Nov. 1, 1971-Feb. 3, 1972, H.Rept. 92-61.
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Popular Name and Date

Senate Governmental Affairs Report on Federal Regulation, 1977.*
Description and Mission of Group Making Recommendations

The Chairman of the Senate Committee on Governmental Affairs, Abraham
Ribicoff, submitted Study on Federal Regulation to Walter F. Mondale, President of
the Senate on December 21, 1977. The report was prepared under the authority of
Senate Resolution 71, which authorized the Governmental Affairs Committee to
conduct a study on various aspects of the federal regulatory process.

Summary of Recommendations

Senator Ribicoff hoped that the report would provide a basis for congressional
action. The report recommended a transfer of USDA food regulatory functions to
FDA. The report stated, “Divided responsibility for regulating food production has
resulted in a regulatory program which is often duplicative, sometimes contradictory,
undeniably costly, and unduly complex.” The report asserted an urgent need to
combine and rationalize the dual food regulation system that had existed over 70
years. “We believe the bifurcated food regulatory system should be unified in a single
agency.”

Dissenting Views

The proposal would have split employees located throughout the country
(known as the field force) between the two administrations. USDA officials claimed
that USDA’s greatest strength was its network of field offices in operation throughout
the country, as well as the experience and skills of its field staff. USDA officials were
concerned that the transfer of USDA employees to another agency would weaken the
network system.

“Scnate Committec on Governmental Affairs, “V. Regulatory Organization™ in Study
on Federal Regulation, 95 Cong., 2d sess., December 1977, S.Rept. 95-91, 140.
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Popular Name and Date

President Carter’s 1978 Government Reorganization Project or
White House Study (never released).”

Description and Mission of Group Making Recommendations

In February 1978, during testimony before the Appropriations Subcommittee on
Agriculture, Rural Development and Related Agencies, chaired by Representative
Whitten, spokespersons for the Carter Administration referred to the President’s
White House Study for Reorganization. Two of the most prominent officials were the
Secretary of Agriculture, R. Bergland, and D. Angelotti, Administrator of the Food
Safety and Quality Service (FSQS) (a precursor of FSIS).

Summary of Recommendations

The project recommended consolidation of all federal food regulatory functions.
The final report did not resolve where the new organization would be located,
although the HEW Secretary Joseph Califano suggested that FDA take over USDA’s
meat and poultry inspection and labeling duties. In 1977, USDA had formed the
FSQS. Its mission was to enhance coordination among food inspection activities as
well as food grading, certification and purchasing. USDA made clear that it had
reorganized itself along functional lines, and, therefore, it did not believe consolidation
of its food safety functions with FDA functions would be beneficial.

Dissenting Views

USDA Secretary Bergland countered Secretary Califano’s suggestion with the
idea that FDA food inspection authority be transferred to the new FSQS. Secretary
Bergland stated, “The President’s Reorganization Task Force is reviewing the
desirability of combining FDA food activities, and USDA food safety and quality
activities operations.” In November 1977, HEW proposed that USDA’s meat and
poultry inspection activities and the women-infants-children program be consolidated
within HEW. In February 1978, USDA proposed an alternative arrangement of
functions. No final reorganization was initiated.

“"Housc Committee on Appropriations, Subcommittec on Agriculture, Rural
Development, and Related Agencics, Hearings on Agriculture, Rural Development and
Related Agencies Appropriations for 1979, 95" Cong., 2™ scss., Fcbruary 1978, 75 and
367-371.
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Popular Name and Date

Lester Crawford, 1980.*
Description and Mission of Group Making Recommendations

In 1980, Dr. Lester Crawford became the Administrator of USDA’s Food
Safety and Inspection Service. In a speech at the 1980 U.S. Animal Health
Association annual meeting, he recommended that one agency would do a better job
in formulating food regulatory policies.

Summary of Recommendations

Dr. Crawford stated, “Managerially unsound and duplicative systems of
regulation will cause us all to still be spinning on our collective wheels decades from
now.” He suggested a number of alternatives: 1) consolidation of all food safety
functions within DHHS; 2) transfer of FDA’s Center of Food Safety and Applied
Nutrition (CFSAN) and Center for Veterinary Medicine (CVM) to USDA,; or 3) at
least merge CFSAN with CVM.

Dissenting Views

Several food safety activists objected to moving all food safety responsibility to
USDA, because USDA is not linked to the Public Health Service as is FDA. They
argued that communication could be improved on food safety standards if all food
safety agencies were affiliated with public health agencies such as the Centers for
Disease Control and the National Institutes of Health.

“Lester Crawford, “Critique of Animal Health Regulation,” in Proceedings of the 84"
Annual Meeting, (Washington, D.C., U.S. Animal Hcalth Association, 1980.)
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Popular Name and Date

Dr. Sanford Miller, 1989.*
Description and Mission of Group Making Recommendations

Dr. Sanford Miller was the director of the Center for Food Safety and Applied
Nutrition at FDA from 1978 to 1987. He is a national voice on public policy relating
to nutrition and food sciences.

Summary of Recommendations

In discussing the underlying philosophical dynamic for the leading food safety
agencies, which he believed has led to unnecessary controversies, Dr. Miller
recommended that it was time to review the structure of food regulation in the United
States. He suggested that it would be reasonable for the President and Congress to
appoint a very senior level commission to review the requirements for an optimal food
regulatory process and make recommendations. Dr. Miller stated, “The commission
might very well conclude that the current setup is the best that we can devise, or it
may propose a single agency, perhaps at the level of EPA.”

Dissenting views

Not Available

“*Sanford Miller, “Quest for Safe Food: Knowledge and Wisdom,” 1989 S. B. Hendricks
Memorial Lecture of the USDA, ARS presented before the American Chemical Society,
Miami Beach, Florida, 11 September 1989, (Washington:GPO, 1990), 11.
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" Popular Name and Date

The Edwards FDA Advisory Committee, May 1991.*

Description and Mission of Group Making Recommendations

The committee was chaired by Dr. Charles C. Edwards, the former FDA
Commissioner (1969-1973), and former Assistant Secretary for Health (1973-75).
One of its members, Dr. David A. Kessler, later became the FDA Commissioner. The
purpose of the committee was to examine FDA’s mission, responsibility, and structure
according to its legislative mandate, and to recommend how FDA could be
strengthened to fulfill its mission. The committee was to provide advice accordingly
to the Secretary of DHHS and to the Assistant Secretary for Health and did so in the
Final Report of the Advisory Committee on the IFood and Drug Administration.

Summary of Recommendations

The Committee recommended that FDA be removed from the Public Health
Service (PHS) and that the FDA Commissioner report directly to the Secretary of
Health and Human Services. It also recommended that the Secretary of DHHS
directly delegate to the Commissioner the authority to issue regulations implementing
all the laws that FDA administers and to manage the daily operations of the Agency.

The Food Policy Subcommittee of the Advisory Committee recommended that
FDA move immediately to improve the Center for Food Safety and Applied Nutrition
(CFSAN) management system, increase its resources, upgrade the development of its
program planning, and delegate additional authority to the CFSAN director. It also
recommended that the Commissioner establish one task force to ensure that FDA
meet its nutrition labeling obligations and another to assist CFSAN in resolving
scientific and technical issues. It also said that it found no evidence to show that
FDA'’s performance would improve if its human food responsibilities were combined
with those of USDA. It recommended the establishment of a consistent approach to
risk assessment among regulatory agencies responsible for food safety (FDA, EPA,
and USDA), including for food derived from animals.

Dissenting Views

The Secretary of DHHS responded that the location in Public Health Service
(PHS) was not the source of FDA problems. The Secretary contended that FDA
gained from the close scientific interaction with other PHS agencies on issues such as
AIDS epidemiology and research, pertussis vaccine, outbreaks of Salmonella
Enteritidis, dental amalgam problems, and food safety issues.

“Department of Health and Human Services, Advisory Committee on the I'ood and
Drug Administration, Final Report. May 1991, Charles C. Edwards, Chairman,,
(Washington, 1991) ii-iv, 19-24.
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Popular Name and Date

National Performance Review, September 1993.*
Description and Mission of Group Making Recommendations

Vice President Al Gore published his report of the National Performance Review
(NPR) on September 7, 1993. He had been asked by President Clinton to undertake
a 6-month study of the federal bureaucracy and make recommendations on how to
create a government that works better and costs less.

Summary of Recommendations

The Review recommended that all federal food safety responsibilities be placed
under the FDA.

Dissenting Views

A working group of government food safety officials advising the Vice-
President’s staff in preparing the NPR had recommended that an independent agency
be created that would administer a science-based food safety system that would apply
the same standards to all foods, thereby representing a more effective method of
preventing food-borne illnesses. The working group also suggested that four policy
initiatives were needed in conjunction with creating the new agency. The group
suggested locating the new agency within the executive branch so that the
congressional committees who would be responsible for oversight and the
appropriation of its funds would be those “whose principal concerns are the health
and economic welfare of this countries’ citizens, and not those whose principal
interests are in the economic welfare of the producers of food or the inspected food
industries.” The group also suggested that Congress should amend existing food
safety laws to provide uniform regulatory authority that would be adequate to monitor
and control food-borne health hazards at any point in the country’s food production
system. The group suggested that all food safety research functions be assigned to
the single food safety agency. Finally, the group wanted the agency to fill each
decision-making position with people who had appropriate scientific backgrounds.

None of those recommendations were in the final National Performance Review
report. Some in Congress would have preferred that FSIS absorb all food and
seafood inspection responsibilities. For example, House Speaker Thomas S. Foley
said that, if USDA regulated all foods, the FDA would be free to concentrate on the
safety of drugs.*

“Al Gore, “From Red Tape to Results: Creating a Government That Works Better and
Costs Less,” in Report of the National Performance Review, (Washington, D.C., 7 Scptember
1993), 101.

“Kenneth J. Cooper, “Hill Turf Fights May ‘Reinvent” Gore Proposals,” Washington
Post, 13 September 1993, A19; Also sec Rodney E. Leonard, “A Single Food Safety
Agency,” Nutrition Week, v. 23, September 1993, 2.
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Popular Name and Date

Carol Tucker Foreman, Safe Food Coalition, October 6, 1993.*
Description and Mission of Group Making Recommendations

These recommendations, in the form of a press release issued by the Safe Food
Coalition, reflect support for reorganizing food safety functions from the American
Public Health Association, Center for Science in the Public Interest; Consumer
Federation of America; Consumers Union; Food and Allied Service Trades AFL-CIO,;
Government Accountability Project; National Consumers League; Public Citizen;
Public Voice for Food and Health Policy; United Food and Commodity Workers
International Union. Ms. Foreman is a former Assistant Secretary of Agriculture.

Summary of Recommendations

The press release states that the Safe Food Coalition strongly endorses Vice
President Gore’s National Performance Review recommendation that would transfer
USDA’s meat and poultry inspection functions to FDA. The Coalition believes that
the inspection of meat and poultry should be a public health program and should be
within the responsibility of a public health agency. In supporting the consolidation
of food safety functions within the FDA, the Coalition cited two concerns that they
believed prevented USDA from effectively administering an adequate food safety
inspection program. First, they believe that USDA knows more about animal health
than human health, and second, that USDA cares more about promoting sales of
agricultural products than it does about protecting consumers.

Dissenting Views

Giving the task of regulating meat and poultry to FDA would be similar to “the
gnat swallowing the elephant,” says a New York Times reporter, Marian Burros, in
a newspaper article at the time.® FDA currently has about 1,042 full time equivalent
(FTE) positions to do all types of inspection and to analysis food samples and other
products, whereas FSIS of USDA has about 7,500 FTEs to inspect meat and poultry.

The types of inspections are somewhat different from one agency to the other.
FDA staff pointed out that most FDA inspectors have extensive scientific training.
FDA inspectors also make periodic inspections of food plants where they can take
samples for laboratory analysis, check temperatures in canning processes, check
machinery, and collect information in their evaluations to be able to support any
regulatory action that may lead to a legal proceeding. FSIS staff explained that FSIS
meat and poultry inspectors rely on constant and daily organoleptic inspection (based
on sight, touch, or smell) of products as they flow by on the assembly line. FSIS

“7Safe Food Coalition, “Safe Food Coalition Endorscs Gore Proposal to Consolidate
Food Safety Functions,” Press Releasc and Letter to Members of the House, 6 October 1993,
Ms. Joy Stevens, FDA/OLA, conversation with author, 2 September 1993.

“*Marian Burros, “Clinton Plan Would Move Mcat and Poultry Inspections to FDA”
New York Times, 13 September 1993, Al18.
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inspectors can immediately condemn carcasses that do not pass standards. They also
can take samples and send them for laboratory analysis, and inspect both the product
and the paperwork connected with exports and imports.* In addition to the
organoleptic approach, FSIS inspectors check each meat or poultry plant’s Hazard
Analysis and Critical Control Point (HACCP) plan and records. Every meat and
poultry plant must implement, by the year 2000, a HACCP plan that identifies where
hazards occur and what steps are needed to control those hazards.*

“°Mrs. Joy Stevens, FDA/OLA, telephone conversation with author, 23 September
1993. Will Kerr, USDA/FSIS/BFPB, tclephone conversation with author 24 September 1993.

*Congressional Rescarch Service, F'ood Safety Issues in the 105" Congress,by Donna
U. Vogt, IB98009, March 30, 1998; and Mear and Poultry Inspection Issues, by Jean
Rawson, IB 95062, March 1998.
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Popular Name and Date

Hearings in Support of the Vice President’s National Performance
Review Recommendations for Reinventing the Food Safety System,
1993-1994.*

Description and Mission of Group Making Recommendations

A series of five hearings of two subcommittees of the House Committee on
Government Operations took place during both sessions of the 103" Congress. The
Subcommittee on Human Resources and Intergovernmental Relations held hearings
on Nov. 4 and 19, 1993 (both were on USDA’s progress in reforming meat and
poultry inspection); May 25, 1994 (review of FDA’s food safety programs); Sept 28,
1994 (chemical residues and contaminants in food); and a joint hearing with the
Subcommittee on Information, Justice, Transportation, and Agriculture on June 16,
1994 (fresh versus frozen chickens and other issues involving USDA’s regulation of
poultry products).

Summary of Recommendations

The hearing records contain thousands of pages of testimony and submitted
documents from hundreds of experts considering whether the current federal food
safety system is adequately protecting U.S. consumers; whether the existing system
has a comprehensive federal food safety mission and objective that protects the
public’s health; and whether Vice President Gore’s National Performance Review
recommendation to consolidate all federal food safety programs within FDA is
warranted. Principally, most of the recommendations discussed the need to revise the
food safety system to monitor for microbiological pathogens in the food supply and
to prevent food-borne illnesses. Representative Edolphus Towns stated in his opening
remarks, “The current federal food safety system is not just fragmented; it is broken.
The system is not designed to prevent food-borne disease... There is no question about
it. USDA has known for over 20 years that its inspection system cannot detect
harmful microbes in meat and poultry, but did absolutely nothing about it.” Several
witnesses also testified on the need to transfer meat and poultry inspection functions
to a “public health” agency because of the perceived conflict in USDA’s dual mission,
agriculture production and consumer protection.

Dissenting Views

USDA officials testified that they were implementing a “two track” approach for
reforming the meat and poultry safety system: first, to maximize the performance of
the current inspection system; and second, to design, test, and implement a regulatory
program for the future. A key component of this approach was the Pathogen
Reduction Program/Hazard Analysis and Critical Control Point system aimed at
reducing the likelihood of harmful microorganisms that could enter the food system
anywhere in the production, distribution, and consumption chain. USDA officials

*'House Committec on Government Operations, Hearings on Reinventing the IFederal
p 2 wventing
Food Safety System, 103 Cong., 1" and 2™ sess, v. | and 2, 1995, Joint Committec Print.
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and representatives from state agriculture and health departments testified that there
was no need to reorganize food safety activities because, in carrying out food safety
inspections and other activities, they were ensuring already that the foods under their

jurisdictions were safe.
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Food Safety Under the Consumer Product Safety
Commission

Popular Name

The Metzenbaum Bill, 1993.*
Description and Mission of Group Making Recommendations

The Food Safety Reform Act of 1993 (S. 1750) was introduced on November
20, 1993, by Senator Metzenbaum and was referred to the Senate Committee on
Governmental Affairs. S. 1750 had no cosponsors.

Summary of Recommendations

The act would have transferred to the Consumer Product Safety Commission
(CPSC) all food safety and inspection functions of the USDA and the Departments
of the Interior and Commerce, FDA, and EPA. It would have established the
position of “Executive Director of Food Safety” in the CPSC, which would be
charged with preparing and submitting to the appropriate congressional committees
a plan for a nationwide food safety database and the implementation of food
inspection techniques. The plan would include hazard analysis of critical control
points, rapid pathogen detection, trace-back technology, food irradiation, and other
necessary techniques. The purpose of this bill would have been to centralize
responsibility for the management of all federal food safety activities into one existing
agency to lessen the cost on the federal budget.

Dissenting Views

Not Available

52§, 1750 was introduced 20 November 1993.
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Table 2. Recommendations for Changes in the Federal Organization of Food Safety Responsibilities, 1949-1997
(In chronological order)

1949 The Hoover Commission Report. U.S. Commission on
Organization of the Executive Branch of the Government (1947-1949).
May 20, 1949. Westport, CT:Greenwood Press, 1970.

Recommended that all regulatory functions relating to food products to
protect the consumer be transferred to USDA and that those relating to
other products be placed under a reorganized Drug Bureau
administered by the public health agency.

1968 Department of Health, Education, and Welfare
Reorganization Directive of March. Found in: Janssen, Wallace.
FDA Since 1962. Vol. 1. Unpublished papers entitled History of the
Department of Health, Education and Welfare During the Presidency of
Lyndon Baines Johnson. November 1963 - January 1969.

Placed FDA under the Public Health Service and in July 1968 made
FDA a part of the newly created Consumer Protection and
Environmental Health Service (CPEHS). FDA received resources
devoted to pesticides, shellfish, product safety, and poison control from
other Public Health agencies. FDA then began to operate under the
Public Health Service Act.

1967-68 Acts Restructuring of Meat and Poultry Inspection:
Wholesome Meat Act of 1967, and the Poultry Products Act of
1968. U.S. Department of Agriculture. Economic Research Service.
National Economy and History Branch. Agriculture and Rural History
Branch. Unpublished chapters from forthcoming history of the Food
Safety and Inspection Service.

Both required states to have meat and poultry inspections programs “at
least equal in rigor to” federally run programs (under APHIS), even
though the state-inspected plants could still only market their products
within the state. Under deadlines of December 1969 (meat) and
August 1970 (poultry), states could receive federal matching funds to
bring their programs up to federal safety and purity standards. One-
year extensions were to be granted under certain conditions.

1969 White House Conference on Food, Nutrition, and Health.
Final Report. Washington, D.C. 1969.

Recommended that there should be one federal regulatory policy with
respect to safety. sanitation, identity. and labeling of foods.




1969 Malek Report. House Committee on Interstate and Foreign
Commerce. Subcommittee on Commerce and Finance. Consumer
Product Safety Act. Hearings, 92nd Congress, 2nd sess. Part 3, Nov. 1,
1971-Feb. 3, 1972. Serial No. 92-61. Washington, U.S. Govt. Print.
Off, 1972.

Recommended that a new Consumer Protection and Environmental
Health Service be created, separate from FDA, with FDA becoming a
major health agency reporting to the Assistance Sec. for Health and
Scientific Affairs. Within FDA, a new Bureau of Foods, Pesticides,

and Product Safety and a Bureau of Drugs would be created, each with
full responsibility and authority for all activities from initial research to
final regulatory action. '

1970 General Accounting Office, Need to Reassess Food Inspection
Roles of Federal Organizations. Department of Agriculture,
Department of Defense, Department of Health Education, and Welfare,
Department of the Interior. Report to the Congress by the Comptroller
General of the United States. Rept. No. B-168966. June 30, 1970.

Did not specifically recommend consolidation, but criticized the
overlapping inspection activities among USDA, FDA, and other federal
agencies. Instead, it recommended that the Director, Bureau of the
Budget, make a detailed evaluation of the federal food inspection
system to see how to improve its administration and determine if it was
feasible to consolidate some of the inspections.

1972 Ralph Nader Report. Wellford, Harrison. Sowing the Wind: A
Report from Ralph Nader’s Center for Study of Responsive Law on
Food Safety and the Chemical Harvest. (New York: Grossman
Publishers, 1972), 354.

Found that food inspection “remains embarrassed by departmental
conflicts of interest and overlapping jurisdictions in USDA and FDA.”
In its conclusions, the report recommended that meat inspection and
chemical monitoring by USDA and the food inspection functions of
FDA be transferred to a new food safety agency to improve the
likelihood of protecting the public health.




1972 Hearings before the U.S. Senate on S. 3419. Senate Committee
on Commerce, Consumer Safety Act of 1972, 92™ Cong., 2™ sess.,
1972, S.Rept. 92-749. Senate Committee on Government Operations,
Subcommittee on Executive Reorganization and Government Research,
S.3419, The Consumer Safety Act of 1972, 92™ Cong., 2™ sess.,

S Rept. 92-2. Senate Committee on Labor and Public Welfare, Food,
Drug, and Consumer Product Safety Act of 1972, 92™ Cong., 2™ sess.,
S.Rept. 92-835.

The purpose of S. 3419, Consumer Safety Act of 1972, was to
establish an independent agency to regulate foods, drugs, and consumer
products. The bill would have combined under a single agency, a
number of different responsibilities. The purpose of this independent
Consumer Safety Agency was to have been to protect consumers
against unreasonable risk of injury from hazardous products. The
independent agency would have had responsibility to set product safety
standards for all consumer products representing unreasonable risk of
injury or death. S. 3419 became the umbrella legislation and was called
the Food, Drug, and Consumer Product Safety Act of 1972. It passed
the Senate on June 21. 1972.

1977, Senate Committee on Governmental Affairs Report. U.S.
Congress. Senate. Committee on Governmental Affairs. Study on
Federal Regulation. Senate Document No. 95-91, 95th Cong., 2d sess.
vol. V. Regulatory Organization. December 1977. p. 140.

Recommended a transfer of USDA food regulatory functions to FDA.

1978 President Carter’s Government Reorganization Project or
White House Study (never released). U.S. Congress. House
Committee on Appropriations, Subcommittee on Agriculture, Rural
Development, and Related Agencies. Agriculture, Rural Development

and Related Agencies Appropriations for 1979. Hearings, Parts 1 and 4,

Feb., 1978. Washington, D.C., U.S. Govt. Print. Off,, 1978. p. 75
(pt.1), p. 367-371 (pt. 4).

Recommended consolidation of all food regulatory functions of FDA.

1980 Lester Crawford Speech. Crawford, Dr. Lester. Critique of
Animal Health Regulation. Proceedings of the 84th Annual Meeting.
Washington, D.C., U.S. Animal Health Association, 1980.

Suggested consolidation of all food safety functions within DHHS,
transfer of FDA’s divisions of Center of Food Safety and Applied
Nutrition (CFSAN) and Center for Veterinary Medicine (CVM) to
USDA, or at least merge CFSAN with CVM.




1989 Dr. Sanford Miller. Quest for Safe Food: Knowledge and
Wisdom. 1989 S. B. Hendricks Memorial Lecture presented by Dr.
Sanford A. Miller by USDA, ARS before the American Chemical
Society, Miami Beach, Florida. September 11, 1989. U.S. Department
of Agriculture. Agricultural Research Service. Washington, D.C., U.S.
Govt. Print. Off, 1990. p. 11.

Recommended that a special commission be set up to make
recommendations on the optimal food safety regulatory process which
may be a single agency.

1991 The Edwards Committee Report. U.S. Dept. of Health and
Human Services. Advisory Committee on the Food and Drug
Administration. Final Report. Charles C. Edwards, Chairman. May
1991. Washington, D.C., 1991. p. iii-tv, 19-24.

Recommended that FDA be removed from the Public Health Service
(PHS) and the FDA Commissioner report directly to the Secretary of
Health and Human Services

1992 Risk-Based Food Safety Inspection. U.S. General Accounting
Office. Food Safety and Quality: Uniform, Risk-based Inspection system
Needed to Ensure Safe Food Supply. GAO/RCED-92-152, June 1992.

Recommended that Congress hold oversight hearings to evaluate
options for revamping the federal food safety and quality system,
including creating a single food safety agency responsible for
administering a uniform set of food safety laws.

1993 S. 1349, Food Safety and Inspection Agency Act was
introduced by Senator Durenberger and referred to the Senate
Committee on Governmental Affairs, August 3, 1993.

Would have placed all food safety and inspection activities in a single,
independent agency which would, with the guidance of a 15-person
expert commission, set uniform risk-based inspection standards by
which food safety would be ensured. In addition, it would have
established a state-federal communications network to educate
consumers on potential microbial diseases.

1993. National Performance Review. Gore, Al. From Red Tape to
Results: Creating a Government that Works Better and Costs Less.
Report of the National Performance Review. Washington, D.C.
September 7, 1993.101.

Recommended consolidating all federal food safety responsibilities
under the FDA.




1993. Carol Tucker Foreman and the Safe Food Coalition, “Safe
Food Coalition Endorses Gore Proposal to Consolidate Food Safety
Functions,” Press Release and Letter to Members of the House, 6
October 1993 in which they strongly supported the National
Performance Review recommendation to move the food safety function
of inspection of meat and poultry to the FDA. The Coalition is
composed of members of the from the American Public Health
Association, Center for Science in the Public Interest; Consumer
Federation of America; Consumers Union; Food and Allied Service
Trades, AFL-CIO, Government Accountability Project; National
Consumers League; Public Citizen; Public Voice for Food and Health
Policy:; United Food and Commercial Workers International Union.

States that the Safe Food Coalition strongly endorses Vice President
Gore’s National Performance Review recommendation that would
transfer USDA’s meat and poultry inspection functions to FDA. The
Coalition believes that the inspection of meat and poultry should be a
public health program and should be within the responsibility of a
public health agency. In supporting the consolidation of food safety
functions within the FDA, the Coalition cited two concerns that they
believed prevented USDA from effectively administering an adequate
food safety inspection program. First, they believe that USDA knows
more about animal health than human health, and second, that USDA
cares more about promoting sales of agricultural products than it does
about protecting consumers.

1993 and 1994 Hearings in Support of the Vice President’s National
Performance Review Recommendations for Reinventing the Food
Safety System. House Committee on Government Operations,
Hearings, Reinventing the Federal Food Safety System, 103 Cong., 1*
and 2™ Sess., Volume 1 and 2. Washington, D.C.:GPO, 1995.

Hearing experts discussed whether the current federal food safety
system was adequately protecting U.S. consumers, whether the existing
system has a comprehensive federal food safety mission and objective
that can protect the public health, and whether Vice President Gore’s
National Performance Review recommendation to consolidate all
federal food safety programs within FDA is warranted.

1993 The Food Safety Reform Act (S. 1750) was introduced on
November 20, 1993 by Senator Metzenbaum and referred to the Senate
Committee on Governmental Affairs.

Would have transferred to the Consumer Product Safety Commission
(CPSC) all food safety and inspection functions of the USDA, and the
Departments of the Interior and Commerce, FDA, and EPA.




1994 The Katie O’Connell Safe Food Act (H.R. 3751) was
introduced on January 26, 1994 by Representative Robert G. Torricelli,
it was referred to the House Committees on Energy and Commerce and
Agriculture. On February 24, 1994, it was referred to the Commerce
Subcommittee on Health and the Environment; and on Feb. 1, 1994 it
was referred to the Agriculture Subcommittees on Livestock, and
Departmental Operations and Nutrition. On August 2, 1994, Senator
Bradley introduced the Katie O’Connell Safe Food Act (S. 2350); it
was referred to the Senate Committee on Agriculture, Nutrition, and
Forestry.

Would have transferred responsibility for enforcing meat, poultry, and
egg inspections from FSIS of USDA to an independent federal health
agency entitled the Meat, Poultry and Eggs Inspection Agency.

1997 The Safe Food Act of 1997 (H.R. 2801/S. 1465). Rep. Vic Fazio
and Sen. Richard Durbin introduced identical bills. On Nov. 4, 1997,
H.R. 2801 was referred to the Committees on Agriculture and
Commerce and on Nov. 14, 1997 H.R. 2801 was referred to the
Subcommittee on Health and the Environment. S. 1465 was introduced

on Nov. 9, 1997, and referred to the Committee on Government
Affairs.

Would consolidate all federal food safety, labeling, and inspection
programs into a new single, independent agency known as the Food
Safety Administration (FSA). The purpose of the agency would be to
identify the most serious public health risks from specific food borne
pathogens and use resources to develop improved testing methods,
conduct risk assessments, and identify the most cost-effective
interventions without regard to the type of food or bureaucratic “turf.”




