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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 Pres~ S~cretary 

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, 1,998 .. "· 

The Act provides $13.6 billion in ~is~ie~ionary 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. I 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. 

To comment on this service: [eedback@www.whitehouse.gov 

12/6/97 I 0:23 AM 
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December 22, 1997 

~fEMORANDUM FOR THE VICE J?_RESlDENT 

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

1. I agree that organizational change of thftt magnitude will be politically difficult, but the 
issue is gaining credibility. The consumer organizations are for it. the press attention h11s been 
favorable. and the food industry seems more open on the issue now than when you raised it in 
1993. Al !east some in industry set the CUl'rent arra11gements iinposing cosb and inefficiencies C..11''1 

them, undermining consumer confidence in food safety. a11d jeopardizing the United States' ability 
to lead on international harmonization 

2. Rep. Fazio has introduced legislation to create a single food agency and has instigated 11 

National Academy of Sciences study on the issue. which is due to be completed by August 1998 
This study ~hould document what's wrong with the current system and put the issue more 
squarely on the public's radar screen. 

3. There i!i an opportun.ity now for administration leadership, without committing 
prematurely to what would still likely be a tough and ti111e-consumi11g effort. This could be 
accomplished by (l) endorsing the N AS study effort i!nd elevating the expectation that its 
anal~sis and recommendations will be important. and (2) announcing a parallel effort. run from the 
White How~e. to comprehensively review not only organiz.atioual 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 
Presiden1 last spring and would build on the adrninistration's strong record of modernii:ing the 
food safety program and preparing it for success i.n the global food economy. 

4 As a bL1dget issue, organizational and statutory modemiiation should be under$tood as 
an effort to have the best possible system within the constraints of a budget that is unlikely to 
grow sig11ificantly. If reform is presented as an effort to save money, it will lose public support 
and quickly backfire politically. I 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 Jen)' Mande Please let Jerry or me know if I can do anything to 
help on this issue 

20:3".)l:::Jd .!..2099Si7202:0.l 

Mike Taylor 
202-626-3 748 
mtaylor@kslaw. corn 

8.!..9Sl7[2t :t.Jc1e:1..:1 62 :st .!..6 22-J3a 
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The qrccment provide S420,000 far a 1ti.acly ey the Naliooal Academy o( 

s~~cnc:es on the 1cicntific and orgllili.adonal 11eed1 for an effective rood safet)' system, 

inciudlng tunctioa.a ovcnccii by the Food Safety aM lnapcctk>11 Scrvioe. Uu: Food and 

Dru1 ~ad.011., and other Federal, state and toce.l a&tne"8 wiib responsibilities for 

food safecy. The lhldy will be conduc*1 in two phasas. The fant pbue wUl lllQllUne the 

cum:nt rnechmU.ma in plat.I for auunna • safe food. supply and the utent to whidt. they 

111 effec:Uve In adlbuin1 f'eoi 11fet11 iJ&UeS frnm lhc fann 10 the wble. It wil! tlli:i 

~ompromited by !!Lich an actl0n. If an indapendent food aar.y agency i• l'9COmm•aded, 

the second pbw will develop furtber guidance to ensure that the food safdy system 

protects tbe public, I health and is COtHtffletive. A flJllOd OIL d)el nn& pbuc lhould be 
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M.:-. DURBIN i.:ltruduc:ed lhc r'ollnwing- biJL whii!h w<:1.s 1·P.•lU rwi(!e ;md rdP.1-:·~c'. 

~ the Committee r.n 

A BILL 
To consolidate in a single ill.dependent agency m the P.Xe·~n­

tivc branch th~ rr~sponsibilities r1::garding food safety, 

lu.beling1 a1::i<l inspe1~c.ion :~urre11t.Ly divided among :~c'rer~Ll 

Fede:ral agencies. 

3 SECTION I. SHORT TITLE. 

4 Th.is Aet may be cited as the "Safa Fuod A .. ;t ,jf' 

5 199 .. i". 

6 SEC. 2. PURPOSES. 

,.., 
I 
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l ing and to eonduci food safety i.r..spP.etions t.o ernmre, 

2 i;vir,h reasonable i:;ertainr:v, that no harm ''ill res ult 
. .. . 

J f.rom tlw· ecnsv .. mptitlr:. of food by pr(~venbng foGci-

S hazards in foo1.l: and 

6 (2l to tran.sfor w th€ Food Safety Administ:m-

7 tion the t'ootl safoty. labeting, and ins11echon l'Lu:..::-

8 tions t":lli'l'ently performed by nthP.r r\~dt>:nl agellL:2e.s. 

9 SEC. ;1. DEFlNlTIONS. 

l 0 Fl)r purposes of' tl'iJs Ac L: 

11 ( .1) ADiYITNISTP..ATIO N .-The ti;r!11 ".A.dministra 

12 t.ion" means t.he ..F' ood Saft'! ty ... i\.dministration ;:;stab-

l :3 lished under ~ection ·±. 

14 (~) 141ooD Silli"ETY w..ws.-The term '·food safe· 

15 ty laws" ffieans~ 

16 (...i) the }\~deral Meat Jnspettion Act (21 

J ",, T~ <.::! ('' £' r) 1 ·. ) .~) .. _,. 1). f'.t Sl"'1· ! : 

18 (8) the Pcu.lt1·y Prodrn~ts Inspection Act, 

19 (21 U.S.C. 4.5.l et seq.); 

20 
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22 

2J 

24 
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( C) the Egg Prod:1cts lnspeetion AL' t 

U.S.C. 10:31 1~t seq.); 

t'D) the J:i..,edi:r0.l ~'1)({~, Drug, an1~~ Cos:mctl(' 

Act (2l V.S.C. ;JOl et seq.) 1 with re~.u·d· to 
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Insectic~de, Fungicide, and 
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solid;~ te iJ n(1 er t.h.i:: n.cimin.istrat.wn of tht"' , \d11l.i.ri-

8 istration. 

9 ~EC. 4. ESTABLlSHMENT OF INDEPENDENT FOOD SAFETY 

10 ADMJNISTRATCON. 

l2 eSti:l.blished ill U1e exe(mt:ve bra11ch an ageney to he knc-,vn 

l 4 shall be an indcpend~n.t establi.shr:ai:nt; as <lefint!d i.n sec-

15 tion 104 of title 31 United Sta.t2s Code. 

18 and em:'or~ement r:;f the food safety la.·,v-s. 

19 SEC. 5. CONSOLIDATION OF SEPARATE FOOD SAFETY AND 

20 lNSPEC'l'lON SERVICES AA"D AGENCIES. 

22 f~ctive date of th.i~ Ac:t, the Presiden~. shall term.im1te :.he 

2.4 that. the activities of such ageneies _r2Ja:e To tht! ::LL1I~1inis-
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(8 1 Tllt Ci:nter for 1l eteri11J.L'Y Me1.lieine of rile . . w 

Lion oft.he Depa.r:nit;nt uf Comneree. 

l 5) The Offiee C>f Pesticide Pr(1~a.ms lJT'.d~r ~.he 

filsi:>tant Adrr.J.nist~·at1;1· 1)f the Envircr1mentaJ P!'O·-

tecbun ~<\.gency foe Pr:::veJJL.iuu, P~:st:i4~idc~, and 1'ox.ir 

o! this Ad. 

2U vvir..1-i .sf.e.tion 15:)1 of 1i~le :.n, United St'-1.tes (\>de, thf pe:· 

23 lccathns, a11cl other Funds nf a Feder::i.l agency ~er".'ninatcd 

24 i:: whole ur i.n pan i.mde!' .subse~~tn:i (a,') tkd. i.1.re USP,tl in 
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11 6n:'orceme.nt cf the focd safety laws shall t:Je deemed to 

12 be a reference tu the Ad.m.inistration. 
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15 ( 1) a.n i)rder. determination, ~:;,Ji:-. regulation, 
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19 1i\Tith respect to thar agen1~y before the h.'rmiration 
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2 .L trnt.ion unr.~er this Ad: and 

25 for :rny been$C,. p~rrr:ilr .. u:r·:.:ific~ate. en· ~·in:1.11cial as-
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3 this Act. 
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(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 -

(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 

(iii) the potential for persistence, multiplication or concentration of naturally 

occun-ing or added contaminants in foods and food products. 

(B) take into consideration the distinctive characteristics of food production and 

process mg. 

(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. 

3 



SEC. 102. REGISTRATION OF PROCESSORS AND IMPORTERS. 

(a) JN GENERAL.-- Any facility engaged in processing of food products and any person 

who imports food products shall register with the 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. 

( c) 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 of this Act. 

4 



SEC. 103. PROCESS CONTROLS TO REDUCE THE AD UL TERA TION 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 foodbome illness. 

(b) REGULA TIO NS-- The Secretary shall, within one 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 harmful substances in food products prepared in any registered facility. Such 

regulations shall 

5 



( 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 establislunents and submission of 

copies of 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~ fs~e }3WQYCt£ iAtenEll:"ld for huR'H:l:A eonsuFRf;}tio':Jto 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 

6 



U .S.C. 30 l 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 facility 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 specify 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.-(!) 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. 30 I 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; 
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(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 food 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 repo11 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 from 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.). 

(c) PRODUCT DETENTION AND CONDEMNATION. - (1) It~ 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. 
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(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 shal I 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 unsafe for human 

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

Act (21 U.S.C. 301 et seq.). 
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(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 CONT AMIN ANTS 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. [n developing a tolerance, the Secretary shall 

take into account the extent to which consumers may be exposed 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)(l) 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. 

( c) 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 description of the research 

that has been conducted with respect to such tolerances and the research that must be conducted 

before 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 of 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.--(!) The Secretary may provide to a State, for 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 

12 



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 SECRET ARY.-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.-(!) 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.-(!) 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 
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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 certified for such food products under subsection (e)(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 Secretary 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 ft)od 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 ). 

(e) 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 affect the safety of food products exported from such nation; and 

(B) how well the food safety 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 food 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,OOO,OOO for the fiscal year 199X and $XXX,OOO,OOO for fiscal year 199X. 

(b) ASSISTANCE TO STATES.-Ofthe funds authorized to be appropriated under 

subsection (a), there are authorized to be appropriated not to exceed $XX,OOO,OOO for fiscal year 
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l 99X and $XX,OOO,OOO for fiscal year l 99X, for carrying out State program assistance activities 

under section I 06. 

(c) RESEARCH PROGRAM AUTHORIZATION.-Ofthe funds authorized to be 

appropriated under subsection (a), there are authorized to be appropriated not to exceed 

$XX,OOO,OOO for each of fiscal years l 99X and l 99X, for carrying out the research program 

authorized by section 203. 

TITLE II-RESEARCH AND EDUCATION 

SEC. 201. PUBLIC HEAL TH 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 HEAL TH SAMPLING.-(!) 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. 

(c) ASSESSMENT OF HEAL TH HAZARDS.- Through the surveillance system 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 

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 after sale of food 

products to consumers. 

SEC. 202. PUBLIC EDUCATION AND ADVISORY SYSTEM. 

(a) PUBLIC EDU CA TION.-The Secretary, in cooperation with private and public 

organizations, including the cooperative extension services and appropriate State entities, shall 
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design and implement a national public education program on food safety. The program shall 

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 infonnation or advice to consumers and other persons as the Secretary determine 

will promote the purposes of this Act. 

(b) HEAL TH 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) detem1ine 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. 
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(b) RECALL AND CONSUMER NOTIFICATION-

( 1) VOLUNTARY PROCEDURES- If 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--

(!) 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 DlSTRlBUTION 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 necessary, such person to--
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(A) immediately cease distribution of such article, 

(B) immediately notify all persons--

(!) producing, manufacturing, packing, processmg, prepanng, 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, 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. 

(c) 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 (c), the Secretary determines that there is 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) specify a timetable in which the recall shall occur, 

(C) require periodic reports to the Secretary describing the progress of the recall, and 
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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 30 I 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 of such 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). 
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(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 if fotmd to be unsupported by substantial evidence on the record 

as a whole. 

(c) COLLECTION ACTIONS- If any person fails to pay an assessment of 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) PENAL TIES 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. 
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(t) 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 PENAL TIES- 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. 

(c) 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 oftitle5, 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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I> I t I· 

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 15 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 food product requirements for the traceability of 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 (I) 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, 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 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 at1omey"s fees and reasonable expert 

witnesses fees. 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; PROHIBfTED ACT- Seetion 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 failure 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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ABlLL 

To estahlish n cnmprehen.s[ve program to ensw-e the safet)· of food products intended for 

human consumption and sold in int.er'>t-ute commerce. 

SECTION l. SHORT TITLE 

(a) SHORT 1111.E.-- This Act may he cited a:; the "'Consumer Food Sarety Act of 1998." 

(h) TABLE OF CONTF,NTS.-- To b.: added. 

SEC. 2. D.EFINITIONS. 

(To be added, but will indudc: 

Contaminants include but Jie noL limitc::J lo hu.cterin, chemical contaminants, natural toxins, 

viruses and parasites that when fo\Uld on or in folld can cause hwnan illness. 

Pacility includes wy factory, warehou:se, establishment or importer that handles and prnct.'sses 

food. 

Processing means the commercial harvesting, preparation., manufacture::, or transponation of foud 

products.) 

TITLE I -- NATIONAL FOOD SAFJ:TY PU.OGRAM 

SEC. 101. ADMINISTRATION O.F NATIONAL PROGRAM 

(a) Tl\" GENDRAL. - (1) Persoru; who produce, process and sell food !()r hwn.m consumption 

hllve the responsibility to prevent or minimi:l.C li.1od safety haz.a.rds related ll1 tht::ir products. The 
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Se1.:retary shall administer a national pro~n for the purpose of prote<.'.ting human health by 

tmsuring that the food industry hus effoctivc programs in place to assure the sa1~ly of food 

products consumed in the United States regulated Wlder this Act. 

(2) The program shwl -

(A) be based on a comprehensive analysis of the hazards associated with tlifferent food 

produc~s regulated undc:r this Act and with tht: harvesting, processing and handling of 

different food products, induding the identifo.:ation and evaluation of· 

(i) the severity of the potential health risks; 

(ii) the sources and spec.i fie.: points of potential contamination that may render 

foo<l producL::; un!Xlfe for human consumption; and 

(iii) the potential for pcrsi.slcnce, multiplication or concentration or naturally 

occurring or added contaminants in foods and fr1od produds. 

(B) take into consideration the disLinctive characteristics of food production and 

pru,essmg. 

(C) establish inspection and oversight procedures to monitor that facilities arc utili:1irig 

preventive c1..mtrols to minimize or eliminate identifiable hcizards. 

(D) require each food processing facility to annually regiskr with the SecreUtry. 

(h.) PROGRAM ELEMENTS. - The program shall provide for-

(1 J implementation of a national system for the registration and quarterly in~Jlection of 

facilities and importers. Quarterly inspections can be waived hy phmts that meet th;: Secretary's 

~tandards for exceptional or negligible-risk fac:ilitie~ or importers~ 

2 
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(2) dc"clopmcnt of a program to OYcrs~e the impJcuwnLaliun of proce~s controls in food 

pro~es;;i.ng facilities; 

(3) the estahlishment and enforcement of h~allh-h:lsed standards for (A) $ub,:tnncc~ which 

may contalllinatc food and (D) safoty and sanitation in the processing <md handling ef tood 

products; 

(4) implementation of h sampling program lo i;nsure that inJu~try prngram~ to prevent 

food comaminati•m are effective and that food product.:; m~et the ~tandaP.h established in (1 ); 

(5) implemi:'ntation of procedures <u1d req'Jircments tu ensure the safoty of i.J.npcin~d food 

products~ 

(6) coun.hnation \Vith other f..::dernl ag~ncies or State govemmr.ms 111 c'1rryiug out 

inspection, enforcement, ond monitNing~ 

(7) imrkmentatior. of a nutional surveillance system to a:;se3s the b.:;£1lth risks assuciated 

with the human con~umption .:if food produ(;ts, In cooperation wi.th the Se<:rnlary of Agriculture 

and the Centers for Disca.'-le Conb·ol flild Preventil'n. 

(8} development of puhlic educnt.i,1n anJ advi~ory programs; and 

(Q) implementation •)fa r....,se•t:d1 program in forthcni!lC~'. oflhe purposes of this Act. 

SEC. 102. REGISTRATION 01'' PROCESSORS ANn IMPORTERS. 

(a) IN GENERAL.-- Any facility engaged in prot:e:::~ing of food products and any person 

who imports food product!i ~hall register with the Se~1eta1y. Appli~Lion for rcgistrmiou shall be 

rr .. ad<.: to tlu~ s~1.:retary using such form'> and containing sui.:h information ;.n the Secretary :;hall 

pr~:•cribe hy reguJ:::iti1)l1 within 24 months all er th~ illlt~"' of crtaclmt:nt of this Act Upon rccdp1 

3 
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and review of a completed application. the Secretary shall issue to d1e applicant a ccni ficate of 

registration unless good cause is shown why ~uch application sl10uld be denied. Tbc Secretary 

shall promptly notify any al"'plicant of such denial, include a written explanation of the rea'lons 

for such denial. tutd provide an opportlllity for a hearing or reapplir.:a1ion upon request. 

(h) SUSPENSION OF REGISTRATION. -- (l) The registrution may be suspended 

immediately by the Secretary for --

(A) failure to pennit access for in$pection under Lhis A~t~ or 

(A) violation of this Acl or regulation is~ued under this Act, where the Secretary 

determines that such :;uspension i!l likdy to prevent a significant risk of adverse 

health consequences. 

(2) Any registration suspended un<ler pnrngrnph (l) may be reinstated whenever Lh1;: 

Secretary determines that suspensic.n is no longer necessary. 

( c) EXEMPTION AUTHORITY. -- TI1e Secretary may by regulation exempt ch1ssds of 

t:'\cilitii:s from the requirements of subsection (u) if the Secrc:tary determine . ..; that the registr.:ition 

of such facilities or persons is not needed fo~· dfoctivc cnfon:-ement of this A1.:t. 

SEC. 103. PROCESS CON'HtOLS TO REDUCF., THE ADULTERATION OF FOOD 

PRODUCTS 

(a) TN GE~ERAL-- The Se~retary shall, up1.in the basis of lhe best available !;r,;ientific 

and tednological data, prescribe regulations to -

( 1) limit the presence of human pathogens i:tnd other potentially hnrmful 

substances in food products; 

4 
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(2) ensure that all registcwd facilities implement '1pproptiate mcasuri::s to control 

and reduce the presence and gro\\th of human pathogc11s aml uther potentially 

harmful substances on food products: 

(3) ensure that all tii11y processed or ready-to-eat food products are proct!ised in a 

sanitary manner. \L.;:in1' reasonably available techniques And te:c.hnologies to 

el iminak any human palhogens or other potentially harmful subst:an~es likely to 

cause foodborne illness; and 

(4) ensure that food products i11tended for final processing nuLside commen;.ial 

establishment.;; are labeled with instructions for handling and preparation for 

consumption which, when adhcn~d to, will destroy any humau pathogens or other 

pokmtially harmful sub'.Stnac.e likely Lu caus~ foodborne illness. 

(b) REG ULA TT ONS·-- The Secretary shnll, within one year of the e::uactment n r Lhh; Act, 

issue regulations that r~quire all registered foc:ilities to adopl processing mntrols adequate to 

flrolect public health and io limit the pr~.sence and growth of hLLnion pathog~ns and other 

potentially harmful substances in food products prepared in any registered fadlity. Such 

regulations shall 

(I) set standards for sanitation; 

(2) St't tolerances for bioloi:,>i.cul, chemical and physical ha;,.anb as appropriate; 

(3) require process controls to assure n:levant regulatory and safety standards ar~ md; 

(4) require record.keeping tu monitor compliance; 

(5) requi.re sampling Lo assure thnt processing controls arc ctlective auJ UaaL regulatory 

standards are being met: and 

5 
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(6) provide for agency accc.ss to records kept by official tislablish.ments and submission or 

C'.opfr.s of :such records t•:'l the Secretary as th~ Secretary deems npprnp1iate. 

Public access to records that relate to the adequacy of measmcs tak~n by offii.::lal establishments 

to rrutect the puhiic health and to limit the presence and growth of human pathogens and other 

potentially hanufuJ suhstancts shall be govt:rned by 5 U.S.C. sec. 552 et sec. The Secretary may, 

as the Secretary deems necessary, require an)' person., firm, or corporation witl1 responsibility fnr 

or control over food ingredients or food produi;ts intended for human consumption to adopt 

processing controls, where such processing controls arc needed to assure the protection of public 

h~alth. 

Sl:C. 104. INSPECTIONS OF PROCESSOUS AND IMPORTERS 

(a) NATURE 0.F lNSPF:CTIONS.- (I) The inspection sy::itezr. shall prvvide for frequent 

unannm.mced inspcctjons ol' food processing and importing fadlities to delenninc if such 

fadJitics ar¢ operated in a sanitary maimer and if food product-; are unsafo for human 

consumption, or a.dultemted or misbranded under che Federal Food. Drug. and Co1'metic Ac:t (21 

U.8.C. 301 et seq). Inspections shall include review of processing records and sampling of food 

products. 

{2) Inspections sfillll be conducted at lenst quarterly, unless the Secretary deLerrnines that 

the fo{;ility i~ an exceptional or nt:gligible-risk facilhy, under standar.ds established by the 

Secr~tary. 

(3) Standards for exceptional or negligiblc-riHk. Jadlity shall con:sidcrthe haz.ar<ls 

associated with the type of produd heing produc.ed; and the facility's hi<:itory .._)f compliance, food 

6 
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safety problems nnd such other factors a.'.I the Secretary may deem appropriat.~. The Secretary 

shall specify an altemalive inspection frequ~m:y for each facility which is deemed exceptional ur 

negligible~risk. Each inspection shall includl: an ex;unination of whether the facility continues to 

meet the standwds for exccptiomll or negligible-ri~k facilities. 

(h) CONDUCT OF INSPECTIONS.-(!) An inspection under subsection (a) of any 

domestic, foreign N importing facility sh.aU extend to all things lb~1ein (including records 

required to be maintained under subsection (e), processes, contro1s, and prem.ise3) that bear on 

whether food products are in compliance w1t.h this Act or the Ft:deral Food, Drug, and Co.smetic 

Ad (21 lJ.S.C. 301 ct seq.). Access to rccc1rds may include the l'.opying ul· su;,,;,h record'l. 

(2) In conducting such inspectiou!S, offo..:ers or cmploy(.:es duly dcsig11aled by th~ s~cretary, 

upon presenting appropriate credentials Lo the owner. operator, or agent in 1..:harge. a.re authorized­

( A) lo enter at reasonable times any facility in which persons ure engaged in the food 

processing or importing of food products, or to enter any vchicl~ heing used t<i transport or 

hold such food products; 

(B) to inspect in a reasonabk mann~J" such facility or vehicle and all pertinent equipment; 

finished and unfinished materials; contai11ers; labeling:, proce:>ses; control!;; imd premises: 

and 

(C) to collect and retain sampJos of food products or ingredients or ()f any other items found 

du1lng an inspection thal muy <.:ontributc to a finding of whetht:r such footl products arti 

unsafe for humun c.onsumption or adulterated or misbranded umkr th~ Food, Dmg und 

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

7 
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(3) Within a reasonable time after con1pletion of inspection, Lh~ officer or employee ma.king 

lht: inspection shaU give to the O\.\'ller, operator. or ag~nt in charge a report in wliting setting 

forth any conditions or practices observed which indicate that either processing controls ar~ 

inadequate to prevent or minimize food safety b"zards or that any food from such facility is 

unsafe for human f..:onsumption, er adulterale<l or misbranded under the federal Food, Drug, and 

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

(c) PRODUCT DETENTION AND CONDEMNATlON. -(!)Tr, during an inspection 

conducleu under this section, an oflicer or e!nploycc making the inspection hu.s reason to believt: 

that a fo~)d pmouct is unsafe for human i.:onsumption, or adulterated or m1~br.mdcd m1dcr th~ 

Federal FoCld, Drug and Cosmdil: A1,;l ( 21 U.S.C. 301 cc seq.), such ofticcr or employee may 

order the food product scgrcga.icd, impounded, and if objection is not mad~ wiLhin 48 hours, 

condenmed. If objection is made=, sucb food products that are in perishable fotm may be 

processed to the extem 11ecessary to prevent ::;poilage, and a hearing shall be commenced 

expeditiously. 

(2) If the Secretary determines that, through relabeling or other ~tion, such food products can 

he brought into compli<uice with this Act and the foJ.~rnl Food, Drug; <1nd Cosmetic Ai.:t (21 

lJ.S.C. 301 et seq.), the food may be released following a determination by the Secretary thal 

such relabeling or other action as speci litid by the Secretary has been pcl"forme<l. 

(3) Any food product condemned without objection, or :lfter hearing and judidal review, shall 

be dcstrnyed. 

8 
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(d) OFFICIAL MARK.-- The Secretary shall prescrihe by regulation the conditions under 

which any fooo product shall display an official mark that signifies that the food product has 

been processed in acwrdance with standards approved hy the Secretflcy. 

(c) MAlNTENANCE OF RECORDS. -- Each person registered under this scl:Lion shall 

maintuin and make available for inspection by thr: Secretary sue}~ records as the Secretary may 

prescribe. Such rec.ords shall be maintai ne.d for a r~'1so11Jlble period of time us dctcrmi ned by the 

Secretary. The re.cords shall include, but arc not limited to, information oom.~eming --

( l) the origin, receipt, delivery, sale, movement, holding and dispositi1m or food productc; 

or ingredients; lhi:. idt::nLity and w.nount of ingredients u~ed in the food; the pn.H;t:ssing of 

the food; th1;: n.::sults of laboratory or other quaJily wntrol tests performed on th<: food; 

consumer complaints concerning the food or its puck.aging; a11d 

(2) other matters reasonably related to whether food products may be unsafe for human 

consumption, or adulterated or misbranded under Lh~ Federal Food Drug and Cosmetic 

/\ct (21 U .S.C. 30 l ~t seq.). 

(f) Olli.ER 1NSPbCTION RIGHTS AND DLTTlliS.-M Section 704 of the 1:cdcral Food, Drug, 

and Cosmetic Act (2 l U.S.C. 374) is amended by adding at the end th~ following new 

sun~ection: 

"(f) The rights and duljf:s under this section of duly de~ignateu officers and cmploy1:.es and of 

other persons shall apply to enlhrccmml u r Lht:: Ctinsumer food Satcty An or 1 998 to the same 

extent and in the ~ame manner ns they npply to enforcement ol"this Act." 

9 
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SE.C. 1 ll5. TOLERANCES FOR CONTAMINANTS JN :FOOD 

(a) TOLERANCES. ···The Secretory sh'1H eMnbli'.;h tc.Jerance~~ limiting the quantity of 

conrnrninants, except fr>r pesticide: residui:~• rtgubLi.;J under :>t"Ction 408 or food additives 

regulated uad~r section 409 of the FeJctal For.:;d, Drug and C(1smetir Act (2 l li.S.C 301 et ~eq.), 

tl1at, when found in foou protl1..1L~l~, 11ia; .•. retider sucl1 prc<lucrn un . .:.afo for h;:iman Clm~umr1tio11. 

Contamirn.mt:; indude hut arc not fon.itcd to bacteria, dv.;~m1cal contaminants, namra1 toxins, 

vi ruse:;; and par1isitcs that when found on or in food •.:an l:a~~ human illnt~s. Such tolerances 

may include mdicators (including indkuti.~r orgimbm~} fn:.1m which it. m:1y n:asunably be iuforred 

that a cor.tam!.naut is presern. in a foou pnJtluu. I,-, Jt'.vi:.luping a lql~rarn:~; th~ St!i.:Td"ry shall 

take into acco·unt the e}~tent to which ':ons.umt:r~. may l1c c.xprn:.cd to such 1;ontarninant from 

sources 0H1er than food, and th~~ 1~;-;tent !n ·.:,fod1 £Ucb ccutarninant C<tfl bi::: avoid,~d or minimi:t.ed 

in th~ con:unerciai handling a:id prur:.cs:::.!ug of such food. 

(b )(1) REGtlLA TIONS. -- Tbe s.~crncary·, aftl!r notii~~ and an oppc)rtunity fnr Cfit:Hnt!nt. shall 

prornulg,ate regub1ions 1-0 iinpfomc;;nl ~~clion (a) within ~8 month.;; a1kr the date .:1f enacLment d 

this Act In promulgating ~'Jch rr.gt:fotionf.~ tht:. Se(:rdary ~'hall estahl ish l0! 1~n.rnc~s l~:rir Lhc; 

1,;ont'1m:!mmt~ thal the Seaetary determines arl': hav~ug. th.: greatest public hc3.lth impad a:i early 

as l'ea.~ible an~.r implementation of this act. 

(2) J\ tolerance established under tl'.i~; ~e.;tion :;hall ~ b~ed on 

(A) a sLi~n;.i!ic analys;"S of the he.llltll risk~; attribllltable to the couwminam fr"r wbicb the 

tok~rnnce is e.'ltahlis!i1?',d; and 

(B) rmalysis of rhc risks for sen:;itive groups. such as ch:kh~~n. elderly, rr~gnant wnrne,1 

.:in<l 1.he immi.lne compromisr~d. 

10 
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(3) The Secretary shall, inn timely manner, issue revisions lo lh~ regulations rn1dcr paragraph 

(l) which take into account new information. ·me Secretary may contra.1.~t with the National 

Academy of Sciences lo provide such data or Assis-iancc as the Secretary <lee ms necessary. 

(<.:)REPORT. -- The Secretary shall report to the Congress on the progtt:;'l~ of the Secretary in 

establishing lolerances ~mder this section. The report shall include a dc.scripliou of the research 

that has been conducted with respect to such tolerances and the research Lhal mr.~L bt: conducted 

before additional tolerarn.:es may be established, ilie health significance of the la1.:k of such 

additional tolerances, a time table !c>r lhe estubfo;hment of such tolerru1ccs. and the. e~Lin1aleu 

costs, including costs of research, associated with the estahlishmenl of :md1 tolerances. The 

report shall be trrulSlnitted 011 or about the end of L}u; 18th monlh aH~r tht: date of euacnncnt of 

this Act, and biennially t!tcrcaftcr during the 6 year period that begins on such date of enacLmcnt. 

SF.C. 106. STATF. AND FF.DF.RAI, COOPERATION. 

(a) IN GENERAL.-- The Secretary shall work with the States in unJerlaking activities and 

programs that conLribut~ tl) Lht nationul food safety program so that Stat~ and Federal progrclms 

funclion in a coordinaled anJ cost elTective manner. With the assistance provided in subsection (b), 

the Secretary shall encourage States to-

(1) continue, stI·engthen, or establish State food safety programs, especially with r~s.pect to 

the regulation of retail commercial food cslablishmcnts~ transportation, harv~~ling, umi fresh 

(2) establish procedures and requirements for ensuring that food products are not unsafe for 

human t~tlllsumption: 

11 
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(b) ASSISTA.NCE.--(1) The SL'CTl."'t.ary may provide tn a State. for planning, dt=veloping, and 

impkmenting a food safety program­

( A) advisory assistance; 

(B) technical and la.bomtory assistance and tmining (including n1.~essary materials and equip­

ment); and 

(C) financial and other aid. 

(c) SERVICE AUREEMENTS.--TI1e Secretary may, under agrccmenb entered tnto with 

Fc:dernl, State, or local agencies, use on u reimbursable ha'iiS or otherwise the pijrsonnel, services. 

and facilities of such agencies in carrying om thdr responsibilities unrJer this Act. Such 'm 

agreement shall provide that any compfou1cc rl:nmb, nulices, or reports issue<l in r;.;onncction with 

activities under the agreement and in the (Xlsscssion of the agency or govcmmcnt which ei1te;rcd itilo 

the agreement shall he made availabJc in accordance with section 552 of title 5, l Jnited States Colli.:. 

Agreements with a State under thi!S subsection may provide For training of State employees. 

SEC. 107. IMPORTS. 

(a} ROLE OF SECRETARY.-Within 24 months after the date of enacuuc:nt ofthi:i Act, the: 

s~cret:ary shall establish and administer a comprehensive and ellicient system to ensure the safety 

nl' foo<l impmted into the United States. Th~ Secretary shnll routinely inspect processing fodlities 

in ~xporting Ih"'ltions and imports at ports of c:ntry into the United Stales. ·1 he Secretary shall assure 

the effective operation through verification and uthcr activities as the 8ccrdary wnskl~rs necessary. 

(b) IMPORT REQUIREMENTS.-(!) No food product may enter the United States, or be 

withdrawn from a warehouse, for rnn•mmptiCln in the United States if such food product-

12 
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(A) .:i.ppcat··; unsafo fnr htun:'m C(:!'..S\lu1p;iun .. Dr adult~»nncJ or 1ni~bratHlcd. untie:· the, Ft:dernl 

Fo,Jd, Dn.1.g :ilnd Co~;meti(; Ad 1:1. ! CS.C. 31.ll 1~.t s.;:q.): 

(R) :S n,·n marked ~~r l~beleJ :-i:,; r:~11L:ird by rcp11ations for domc·i::J;.c or in1p.:·;rtcd article::;~ Ctr 

(C) Joe~ not :.:omply with the rt'q>J.~I~mr:.:nts of this se\:ti1m. 

{2) l .ipon entry for consun1p~ion in ,he United S·t.tt.;.-:s, fond rm.x!uc:~~ 1t.a[ ::ire no~ rrnltiL1iw'1 fr 11l1 

entry or f1\rm \\ithJra\..,Dl from a wardi;11;:;e urn.icr paragrapl1 ( i) ~:hall h~ de•:·mGd le he ;:i,nd 1.r~:akd 

a!I Jon1t:;tic fr,0.:~ products, e."'.c1~pt ihat '1li 1abcfo1g nt' s· ... ch :)1;0ducrs shaH dt\':i:l.y idt:ntit:v (he w1mtry 

of .)n gin w faci?itate: rfa: identilir.:al·11 .. 'ri ;_1f pr•:1duc1:·i !iilked to outbreaks ufii l 111::;,s. 

(ci IN'S.PEC:TlON Of T\lPORTS .. fJ) Food pmdttcts lhat a.Te off0rix!. for i.mpcirtation, (n 

(2) Food product:; fh:.in-; 1: natil):l that·:; ci:.rrifid ii>r su<.:h food pri~dUL'.1~; 1,1iJcr substL»lio•1 (c-)()) 

shal I he subject to rar~Jom examin;.mons, m~p~1.~ti.nrs, ~:arripling, and oth~~r proccdur·:·~;. For.1~i 

products from a na.tion that is not ,~t;'rtilicd for ~:ad·1 focd prudm .. ~: um:kr suh·'A.:di.on 1<•(3'1 ·;h~\ll ln: 

subj.xT to such 1ntcn.':iified cxa.m!rintions. iu.s!)1.::<.:!i~ms. sarnplinp;, and other vcrifi.:a'.1('J1 pr,x:1.Xiure;:;. 

compliance with 'hi~ Ace 

(d) DFfENTLOl\f OF lM.PORlED fUOCi J•RODUCr ... Jf during a.:.1 i1toipc\.~tkm i:-11 t.Yth~r 

vcriiic~1tjon proct:du.rc.· carri~a 01;1. under thL'l scchon, an •.•ffict::J' or :inpl•>y1~e 0ondt:dJ.n>;: Lhc 

pmced1.m: h3s re-r1s(m to heli ~i,.:e. tkft l1 food pt1.1elud i:=. >.m~fr for hurr,.;m com;ununioo, or ~dull.et·.otti.'d 
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or misbr.mded under the Federal Food, Dmg, arid Cosmt:tic Act (21 U.S.C. 301 t:l seq.), such officer 

or cmploye~ may order the food pnx.iuct segregated, impounded, an<l if objection is not made within 

48 hours, c.ondemn~d. If Qbjection is made, such food products that ::m~ in perishal:>k form may b(~ 

pro(.;esscd to the cxtenL ue1.:essary to prevf!-nt spoilage, and a hearing shul I be commenced 

expeditiously. The final oondemnation or other disposition of such food pMduct shnll be subj~ct to 

the provisions of section l04(c). 

(c) AGREEMENTS WITH FOREIGN NATIONS.-(1) 'lbe Secretary may t'nter imo an 

ab1reement with any nation desiring to export food product., to the United States. Prior to wncluding 

su1;h an agreement, the Secretary shall evaluate th\: t~1od safety program or the foreign nation to 

determine if su~h program provides at l~~t the same len~I uf protection, with respect w food 

products int(..1.1dcd fi.1r export to the United States, as dom~ti<.: laws tluu affect Lhe safety 01' th~ food 

supply. In such evaluation, the Sccrc.tary shilll consider-

( A) the potential for health, sanitary, cnvirunmental and ot.her conditiom within tbc fort:ign 

nation lo adversely affect the sufC:ty of food product." exported from such nation; and 

(B) how well the food safety program.:; llf the foreign nution functions to minimi:r.e any rid verse 

effects on such safoty. 

(2) Any agreement under this subsection ,,,..ith a nation desiring to export food products to the 

United States shall-

(A) re.quire that the exporting nation shall- (I) establish and maintain a food safety ~ystew 

that is adequate to cn:sure that the food prnduct:.; intended tor export to the Uniti::d States arc 

safo for human consumption, and not lldultcratcd or misbranded under the fed1.:ral Food, 

Dmg, and Cosmetic Ad (21 U.S.C. 301 et seq.); nnd (ii) promptly notify lht:: Secretary uf 

14 
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any violation~ uffocting the safety of food products exported or intended for export to the 

United State~;; and 

(Il) provide for such activities l whether in the exporting nation or al th~ port of cnt1)· 

during importati1..m) by the Secretary, including examination3, inspections, sampling, ~md 

testing, at such stagt!s in the growth M h,\rvest of food, or in the processing or handll.ng of 

food products, as the Sccrctruy i.:onsidcrs appropriate to ensure that the food safety 

program of the ~xporting nation oominues to provide at least the same l~vel of prot~(;.tion, 

with respect {(1 food products inknded for cxporl to the United States, ~l~ <lomestic laws 

that affect the sufety of the food supply; 

(C) provide for reciprocity with 1..:;::1pccL Lo the treatment of food imports and exports 

bet ween the United States and the exporting nation. 

(3) If the Secretary dt!tem1incs that a nation desiring to export foo<l producis to the United 

States ha.s a program that provides at least the same level of protection. with rcspl.!ct to food 

nroducts intended for exp<Jrt to the United States, as d1)m~stic laws that affect the sat~ty of the 

food supply, the Secretary shall, upon entry into force t)f an agreement under subsccti on (e)( 1 ). 

c.:ertify the types of food products for which the nution mainrains such a program. 

(4)(A) The Secretary shall periodically or for good cause, and not less than once every 3 

y~ars, review certifications made under paragmph (3), .ind shall revoke the ccrciii1,:ution of any 

m11iou that Lht: Secretary dctennincs is not maintaining a food ~afoty program lh\:lt provides at 

lelllit the same level of protection, with n:s1Ject to food prmlul:Li.> intended fi1r t:.xport to tht: United 

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

15 
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(Bl ·n1e Secretary sha.1 l ;·c·vie.v,· a.aJ rrio.Jjfy. a.> nc•1.•dt>d. nn a.~rel;'ment mac.k under raragrnph 

(1) 'Ni1.h any nation whose v::rtifi..:.:uiiou .h,1:. been rl!vokd under SL1hpm«.1graph (AJ ofthi.'i 

SEC. H. AUTHORIZA'l'lON Of' APPROPRIATIONS. 

('i) I~ GENFRAL·Thcrl°". Me uuthorizcd ti:i be appmprht1c!d, tn carry out his Ad, nm to 

e~:l:c<:d $~w~XX.OOO.OO·:) for the fis,~a! yeJI" 199X and $XXX,OOO,OOO for fisc:il year 199X. 

(bl ASSISTANCE TO STATES.·Of !he fu.n<ls amJ10rized to be appropriated unJer 

subsel:tion (a), tli~r~ an: authorizell t1< 1.x: appmpri;tted not ro ~x.ceed SXX,000,000 f1:r fr;cal. year 

19i_ix nnd $XX,OOO,OOO for fiscal y~ar ! 9')X, for ca:Tying out Stalt: program a-.;:5i::lDJl('.e <Ktivitics 

under sc.:ctimi 106. 

(c) RESEARCH PROGRAM AUTHORIZAllON.~()ft!le ftrnd~ '-!.i.Hhorizcd to b~: 

appropriated under suhse<..~ti\)n (a'l. there <1re authori:.c.e<l tn be approrrk1te·d ni..'t to exceed 

$X.X.OOO ,000 for each nr fiscal yc-ars l 99X and l 99X, for carrying nu.t the resea<dl progr:im 

ai.lthorizcd hy sedi0n 203. 

TITLF: U-RESl~ARCH ANO l~DUCATION 

~.me. 201. PUBLIC HEALTH ASSESS".MENT SYSTI'.M .. 

(a) COOPERATION WITH TH.t: C~NTERS FOR DISEASE CONTROL AND 

PR.LVEN'TION.-The Sccrdary :.;h:.dl wor~ thtoug,h tJ1e Center~ for Di:;c,Zts~ Comrol and 

Pr~v~ntion. tc. include fond in wt a::.\jw ~nrveiltai1(:(; system, ba::;~:C. .:in a repr~scnL.ltive pro::i.mion 

16 



SENT BY:CSPI WASHINCiTO~ DC 1-16-88 6:27FM ..., SC I & TECH POLI CY : # 1 d/ 28 

of the population of tht! l) nitcd States. ond to assess morl! accurately the frequency and sources of 

human illn\:ss. in the United Stut~~ assuciated with the consumption of food. 

(b) PUBLIC HEALTH SAMPLlNG.-(l) Within 12 months alter the daLtl of enaclmt-.nL of this 

Act, the Secretary in wnperation with the Secretary of Agrii..:ullure shall est.ahlish 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 Sccrciary in carry1ng out thi~ Act and the Fcdcrn1 

Food, Drug, aml Cosmetic Act (21 U.S.C. 301 et seq.). and to more accuratdy assess d1e nature, 

fri;:quency of occurrence, and a.mount~ of contaminants in food products. 

(2) Such srunpling system shall provide-

(A) statistically valid monitoring, including m11rk~t-huskel sluJi.:s, on the nature. 

frequency of ou::un-cncc, and amounts of contaminants in food products available to 

consum~rs; and 

(B) at the request of the Secr~tary, such other information, including analyiiis 01· 

monitoring and verification samples, as the s~cretary dcrcrminc.s ma.y be useful in 

assessing the occwrence of l:onl.'1minants in food products. 

(c} ASSESSMENT OF HEALTH HAZARDS.- Through the surveillam.:e system reCerred to in 

subsection (a) and the sampling syslem described in subsection (b}, the S~retary shall rank food 

categories bilsed on th(:ir hazard to hurnan health ond identify appropriate indu:::try and rr~gulatol'y 

approaches to minimi:1.~ hazards in the food supply. Such analysis could include the f(1llowing: 

( 1) the safety of comm~r~ial harvesting and processing, as compared with the health hazards 

associah:d with food pwdui.:ts that arc harvested for rei.:rt"..alional or subsistem:e purpo.<>es and 

pn~parcd no ncomm~n.:ially; 
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(2) the safety of food products lhal are domestically harv~ste<l und proccs...-:ed, as com.pared 

wl.ih the health hazards associated with food products lhat 11rc harvested ur prO(.:essed outsilk 

the United Slates~ and 

(3) contamination originating from handling practices th11t occur prior to or after sale of food 

products to consumers. 

SEC. 202. PUBLIC EDUCATION AND ADVISORY SYSTEM. 

(a) f>UBLIC EDUCATION.-Thc Secretary, in cooperation with privJte rui.d public 

orgru.1izations, induding the cooperative extension services and appropriate State entities, shall 

design unLl i mplemt:11L a naiionul public education progrurn on food safoty. The program shall 

provide 

( 1) informa.tio11 to the public regarding Federal st.an<lanh und good practice T'l'qlliremems and 

promotion or public awareness, understanding, and aa:eptancc cf such standards and 

r~q uir~ments; 

(2) information to h~aith professional~ so that they may imnrov1: diagnosis and trt'aLment of 

food-·relattid illne:.;:; Wld advise individuals who!)C; health conditions pla~c tlit:m in particular risk; 

and 

(3) :-:;uch ulher information or advice to consumers und other persons as the Secretary dctctnline 

will promote the purposes ot' this Act 

(b) HEALTI-l ADVTSORTRS. The Secretary, in co.usullation with lht Se~rctary of Agriculture and 

the Adminisirator of the Envirorun~nt.al Prot~tion Agen(:y, shalt work with the States and other 

appropriate entities to 
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(2) develop ~•tandardi•!ed forn1u13 for written and hroi'.ldcast advi.»ur)es; ~~nd 

(3) inr.:1r.rt·rntt: State and local adv\.;{irie:; into the na~~m1.1\ .rubJ.ic oour;micm probfam n:quir·::d 

u.n1.lt:r S•1bscction (a). 

SEC. 203. RESEARCH., 

A ... :t, indudi.ng siudi~~ 1,c-

{I) improve <.;.miialion and foo . .i 5afr·ry pra.clic1::-; in the prncc~sing qf fr1nd prnduct~~; , ' 

(2) dt'.vdop improved techni4ucs for the moni tming ilf food und .i:-1sp(1Ciion uf focd pwJucts ·, 

(h} CONTRACT AUTIIORITY.~Thi~ Sec.n~1ary :i:~ uutho.ri:v::d to enler inlu wntra~:ts and ;;ivi:cri"1cnt~• 

unJer thLi stction. 
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TITLE 11 - ENFORCEMENT 

(PROVlSlONS FROM THE PALLONE DILL~ HR 3070) 

SEC. 301. AMENDMENTS TO THE FEDERAL F'OOD, DRUG, AND COS.METlf: ACT. 

(a) JN GENERAL-The Federal, Food, Drug. and Cosmetic Act l21 U.S.C. 301 d seq.) is 

amend<.~d by addi;ig a'ller seclion 4111he following new sections: 

SEC. 414. NOTIFICATION AND RECALL. 

(a) NOTICE TO SECRETARY OF ADULTERATION OR 1\.-USBRANDJNG- Any 

person (uther than a household consumer or uther individual who i.s the intended cons~1mer of an 

article of fi.1od) that has a rea.c;onahlc ba':tS for believing that any article of food intmdw:ed into or 

in inlen>tat~ conunercc, or hdd for sale (whether or not thr. first s"'.le) after shipme:nt in interstate 

commerce, may be adulterated or mishranded shJll irmnediatdy norify the Secretary, in suc.h imumer 

and by such means 4\S the Secretary may by rcgulalion pr~sl:ribe, of the identity and location ot' such 

article. 

(b) RECALL AND CONSUMER NOTlFICATION-

(1) VOLUNTARY PROCEDURES- lf the s~rdary finds, upon notification U!ldcr 

su.bse<.:tion (a) or otherwise, thaL any arti.;k of food is adulterated or misbranded whrn introduced 

into or while in inkrntate commerce or while hi:Jtl for sale (v.ncther or not the first sale) aHer 

shipment in inter:;Lalt: <.:\.iuunerce and there is u reasonable probability that such Mtkle, if consumiXi, 

WOllld present a threat to public health, as <lelt:nnined by the Secretary, thi;- Sc:cretary shall provide 

the apprnpriati: per.sons (including the mtumfaclurnrs,. importers, distributors, m rt:taikrs) with iU1 

opportunity lo--

( I\) cease distribution of ::iuch article, 
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(B) notify all persons--

(!) producing, mu.nufacturing, packing, processing, preparing, treating, 

packaging, distributing, or holding such article, or 

(ii) to v.-hich such article ha<; been distrihuted, transportl~.d, or sold. 

to immediately cea"e distribution of such urtjcle. 

(C) recall such article, 

(D) provide, in consultation with the Se<.:retary, notice to consumers to whom such 

article was, or may have been, distributcd1 or 

(E) take any combination of tl1c above measures, as appropriate in the circmnstanccs. 

(2) PRE-HEARING ORDER TO CEASE D1STIUDUTION AND GIVE NOTICE- lfsuch 

person refuses to or does not vohmtarily cease distribution, m;:.du.: no\i!kation, r..:call such article, or 

provide notice to consumers, as applicnblc, within the time and in thi.: manner prescribed by the 

Sel.:retary, the Secr~ary shall, by or<ler, require, as the Secretary d~i.:ms necessary, such person to--

(A) immediately cea..:;e distrihution of such article, 

(R) immediately notify all persons--

(I) pm<luc1ng, manulucluring, packing. processing, preparing, lreaLing, 

packaging, distributing,. or holding such article, or 

(ii) to which ~u~h ui1ide luls been distributed, transported, cir sold, to 

immediately cease distribution of such article, or 

(C) inumidiah:ly lak~ Lh~ ai.:Lions spt"1,;i1i~d in b<.ith subpuragraphs (A) and (B). 
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or m;ty hav.:: been, distributed. 

{r) HEAR..TNG ON ORDEf~ ·· Tht.' Secret;~~) 'iblll provide a.riy pe!'snn _;;L1hje:d. l.•1 an '-'nkr unJi:r 

subsection (b) v.itb. Jn l)prorrunity for a hl'aring_, tc be h.1.--:ld as soon as po'.nib!e hut l"'lllT. late:- tha.n -:?. 

Ja:is ;~Jl~r th0 is;;;uance of the on:~cr, on the ai~tions required by th.c ordt~r and on why ·d1c i'.\rtick that 

is the Sl!bject vf the ord'o!'r ~hould not 1::-c r.::cai.kd. 

(J) PO~T--HEARlNC RECALL O!~DER-

(1) AMENDMENT OF ORDER- H~ ;lfa~r pro·•!ding •.1pp1irlur;ily fi.\-1 il hc~u'ing tillifor 

Sti . .TeJ1 tr:r, a:• the Se~ret~; deems nc~:cssat~', tmiy·· -

(A) an":...:-11d the order ti) n:qui.n:. n:i.'11Jl of' ~ui.:h urtid1~ or ot.hi:r :·.ppri\priate ~\c.ti<m, 

{B) spe.-;ify a tim:;~bk in whid"l llK r~~eall ::thi.lll ui::cur. 

( C) r~q u:ire i1~1·i «~cfa: repnrts to aw Sc·cxtary describing tb:: prcigrc~:• of th~' reca IL and 

(D) provi<l;; noti;1~e h~ Cilrliiu1nt~rs to -.1,-hom -.ueli a11iclc v.:as, or may have heen, 

dbtributed. 

0) VACATlON OF ORDER- H~ a:fter liuch a ht::iring, the Secretary deterujm:.;; that 

(e') REh·1EDlES NOT EXCLUSIVE~ ·1·hf: r1~m. .. xlies prnvii..~t:d in this s•:Cion sh~ll be in 

a•.kL.LiLm w a1:1d !'I.Cit ._,;.:__elusive of other remt:die!; that may be ;~·1aibble. 
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SEC. 415. CIVlL PENALTIES. 

(a) IN GENERAL-

.SC 1 & ltCH t'<..lLl Ll : ; :zq / ~~ 

(1) ACTS SUBJECT TO PENALTY; PENALTY AMOUNT- Any pernon that 

commits an acL prohibited by sedion 30 I with respect to food mny bt ~:;~:;stld a civil penalty hy the 

Secretary of nol more than $100,000 for each such act. Each such cH..:t anJ ~~1,;h <lay during whicb 

such act continues shnU be a sepurate c ffense. 

(2) NOTICE AND I IE . .AJUNGw No penalty shall be as~es~~d l:>y the :)ecretary under tbis 

se1.:tion unless such person i:; briven noti1~c and opportunity for a hearing on the record hcforc the 

Secretary in accordance with se1.:tions 554 and 556 of title 5, Unit~d SliJl~:; CodG. 

(J) OTHER REQUIREMENTS- The amotmt of such civil p1.:nalty sb.all be as:>csscd by the 

s~crcti:lry by v.1ittc11 order, taking into account the gravity of the violation, degree of 

1.:ulpability, siz.e and type of bu!;int!m>, and any history of prior oflense~; ~ind may b~' rcvi~-wcd 011ly 

as provided in suhse1.:tion (h). 

(b) JUDICIAL RF.VIEW- An order ass1:si;i1Jg a civil penalty under subsection (a) shall b~ 

final aud condusive unkss the person fill!:s, wilh1n 30 days from the eftective date of the: cm.ler, an 

applk.ation for judiciul review in the Court of Appeals of the lJn.itc<l States for the circuit in v,·hich 

such pason resides or has it.s principal plnce of busine<is or in the United States Court of App~als 

for the District of Columbia Circuit by filing a nntic{~ of appeal in such court <md by sim:J.han,-.ously 

sending a copy of such notice by certifi~d mail Lo the S~cn:tary. The Secretary shall prnmplly file 

in ~uch coun a certified copy of the record upon which :~uch ptinalty was assessed. The findings of 

the Secretary shall h~ i>et aside only if found lo be unsupported by suhi..1.antial evid~nce cm the record 

as a whole. 
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(c) COLLECTION ACTIONS- If any person fails to pay an assessment of a civil penalty 

after it has become a finaJ and unappeulable order, or after the appropriate cou11 of appeals has 

entered finaljudgn1e11t in fa,,·or of the Si:cretary, the SeL:retary shall refer the matter to the Attorney 

General, who shall institute a civil action to ret~l)ver lhe <mwunt asse~sed in <m appropriate dist1ict 

court of the United States. In such wlloction action, th~ validity and appropriateness of the 

Secretary's order imposing the civil penalty shall not bl:.': ~ubjecl to review. 

(d) PENALTIES PAJD J!'ITO TREASURY~ All p~nallies C<)lle1.:te<l under authority of this 

~eclion shull be paid into the. Treasury of the United States. 

(c) SECRETARY'S DISCRETION TO PROSECUTE- Nothing in this Act shall be co1i:;:tmed 

as requiring the Secretary to report for prose~ution, or for the institution of libel or injunction 

proceedings, violatio11s of this Act whenever the Secretary believes that the public interest will b~ 

adequately s~rved by assessment of civil penalties. 

(f) REMEDIES NOT EXCLUSIVE- TI1e remedies pro-vided in this section shall be in 

addition to ru1d not exclusive:; of other r~medies thut may b~ uvail.abk. 

SEC. 416. WHISTLEBLOWER PROTECTION. 

(a) IN GENEilA..L· No employee or otht!r person may be harassed, prosecuted, held liable. 

or discriminated against in r1ny way hoc.ause that person-· 

(1) has comme11ced, cau.•h,::d to he commenced, or 1s nbnut to comm~n<.:e a proceeding, 

testified or is about to testify at a proceeding, or assh;ted ur parlidpated ur is about to assist 

ur p•trlil:ipahi in ;my rru.mncr in such a proceeding or i.n aJl) other acliou Lu c<.u-ry uul lh1;; pmpo~cs, 

fw1ctions, or responsibilities of[the Consum~ Food Sttf~ly Ai.:t of 1998, th~ Federul Food, Orug, 
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and Cm;nx~ti.: Act. tJ1e ~v!e~'t !nspcctilm. i\cl or the Potlltry Product~1 ~n::;pcctiot1 Act] (~hanged from 

ori gir;al P~J.fonc bi U j; or 

\h) PROCEDURES AND PEN/\.LTIES·· The proccs.<i ;lJHl pro;;(;'!.hm~::; with re~.;p~l to 

prnhibit·~d di51;rimination under subse;;tio:1 (,1) shall h1:' gov~me.d by the ttppEcabic provi:~ious of 

sec lion 31. :. 05 or title 49, United Stme:i C11dt.:, ~ml~~•:> the party oringj1~.f. an auiun under d1i:.1 

subsect:i.on ~htK>.'i\'.S alternative ·Z::ispute re:wluti•Jn proc..;,<l.urt~s SUl~h a<: m~~dimi.Jn or ~1rbttrntion. 

discrimination undt:r s1.;bsecticm (a) sh:i.ll bk: ,;ovemed. by th~ applkahle fH\11risi-.)ns of ~.ccttort; 1214 

and l22l. oftitl~ 5. Uni~cd States Code. 

[El'~D HR 3070. llECHN ADDTT10NAL El'iFO.RCEMENT SECTlO~S] 

SEC 417. l\.DMINfSTRA TrON A.ND E.N!:•ORCEi\fCNT; AF'r>UCAfflLITY. Of' PE:-.J"A.LTY 
PROVISJ(1NS; CONDUCT OF J.NQUIRIFS; P1)WER AND Jl!RiSDtCllC1N OF COURTS. 

For th~ efficient administration and enCorc~mmit Gf this chapter, th~ pr~n.ision (i11.duc\i.ng 

pcn.?thies) i:,f s~~ction 4o, 48~ 4'->, and 50 of Tith: 15 ~.e:.xc.:ept paragraph~ (.c) through (h) of se:cL~or: 4£, 

1.'• h~, tNt)' designate, 11my pmsc-cute any inquU:y ncc~~1:sary m his duti.1~~ L1.nclt>r t1i~ d"14tpl.e:c in .tm_y· pe.rt 

0f the Pnih~<l Sr.a:cs, ;Uld ·the pt.:w~rs conferrd J'..y :;:.iid s-::uions 49 am.I 50 1,)f Title IS on the dis.trier 
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~ourls of the United States may he exercised for th~ purposes of this chapter hy J.ny appropriate 

court. 

[SUBPOENA AUTllORlTY AND OTHER AUTHORI11ES TAKEN FROM MEAT INSPECTION 

ACTl 

SEC. 418. TRACEBACK 

The Secretary may impose on a food product rl!4uireme11toi;j for the tmceubility of such type or 

clm;s onood. product whenever such requirements are nec~itr)1 to a:1surc the prulc:(;tiuu of lh~ public 

health. Im~abi\1ty requirem~nls shall be establish~J in accordance with regulations and guidelin~ 

issued by the Secretary. 

[TRACEBACK PROVISION DASFf> ON THE MEDICAL DEVICE STATUTE] 

SEC. 419. CITIZEN'S CML ACTIONS 

Any person may conuneni.:e a civil action against (I) any person whu violated any rnle. 

tolerance, order or other action of the Secretary to ensure the safety of food pro<lm;t.s~ or (2) against 

the Secretary where there is alleged'' failure of the Se1;retary to perform any act or duly to ensure 

the saft:ty offuod products, which is not discretit.mary. The district courls shall have jurisdiction, 

without regard for the amow1t in controversy~ or the dtizeD,t;bip or llK~ parties, to enforce such rule, 

toknu11.;e, order or other a1;lion uf the Sec.reta.ry~ m lo orde1· the Secretary ~o perform such act or duty. 

The suit shall be commenced in the di:;tricl m which the ddendant resides or is found (Jt has an 

ngent The court may award damages sust.'.lined nnd rutty, if the cnmt determines it to be in the 

interest ofjustice, award the costs ofsuit, including rea,o.;t.nablc attomey's fres and reasonable ex.pert 

witnesses fees. The remedies provided for in this section shall he in addition tl) and not in lieu of 

any other remedies provided by common iaw or under Federal or stElte l;.iw. 
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[CIVTL ACTION LA.i"lGUAGE BASED ON PROVISIONS or TIIE CONSUMER PRODUCT 

SAF'f:TY ACT, THE CLEAN A.TR ACT, AND OTl-lliR ENVIRONMENTAL STATUTES] 

[FINAL PROVISION WITH MODlFlCATlON IS TN n-m ORIGINAL HR .1070] 

(h) CONl;OR.\fiNG AMF.~TIMENT; PROHIIlITED ACT" Section 301 of the F~dt:rnl f(x)d, 

Drug, and Cosmetic Ad (21 U.S.C. 331) is amended by a<ltling al the end the following new 

subsection: 

(x) TIH~ failure or refusal to comply with an order issued under section 414(b)(2) or 414(d). 

(y) The failure to comply V;ith the Consumer Food Safoty Act of 1998. 
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One Agency for Food Safety 

By CAROLINE SMITH DEWAAL 

W ASHINGTON -- It seems that almost monthly, there is news of yet 
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 Ol 57: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. 

08/25/97 15:49:13 
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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 
responsibilities and gives the reader background infom1ation 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 the major efforts that were made from 1949 through 1997 by 
groups inside and outside the federal government. The sets of recommendations arc placed 
chronologically under one of four categories, depending on which organizational structure the 
group thought would improve food safety. The categories of organization arc as follows: an 
independent single food safety agency, the U.S. Department of Agriculture, or the Food and 
Drug Administration, or with the Consumer Product Safety Conunission. This product will 
be updated periodically. Sec also CRS Issue Brief 98009, Food Safety Issues in the 1051

h 

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, 1949-19971 

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. 

Background2 

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. 

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

2 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. 3 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 concealment of damage or inferiority, the addition of 
deleterious ingredients, and the use of spoiled animal or vegetable products. 4 

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 19065

, which set 
sanitary standards for slaughter of animals and for meat sold in interstate commerce. 6 

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

4 Lauffer Hayes and Frank Ruff, 'The Administration of the Federal Food and Drngs 
Act," in Food and Drug Law: Cases and Materials, ed. Peter Barton Hutt and Richard A. 
Merrill. 2"ct ed. (Westbury, New York: TI1e Foundation Press, Inc., 1991 ), 9. 

5 P.L. 59-242, 21 U.S.C. §601 et seq. 
6Mcat 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 superimposed responsibility. The task of undertaking research designated 
to improve the methods ofutilizing 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. 7 

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. 8 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 

6
( ... continued) 

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

7Michael 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. 

8Laws 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(2l U.S.C. 
§61 et seq.), and Tea Importation Act(2l U.S.C. §41 et seq.). 
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enforce the 1906 Pure Foods Act. 9 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 
193 7 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 193 810 (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, 

'·Tue work of the Food and Drug Administration is unrelated to the basic function 
of the Department of Agriculture," and he expressed his belief that "the 
opportunity for the Food and Drug Administration to develop along increasingly 
constrnctive lines" lay in the Federal Security Administration. 11 

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. 

9Donald R. Whitnah, ed., Government Agencies. (Westport, CT: Greenwood Press, 
1983), 251. 

1021 U.S.C. §301-392 
11 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. 12 

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 II. 

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. 

12Memo to President Franklin D. Roosevelt from Henry Wallace, 20 April 1939. Found 
in Senate Committee on Governmental Affairs, "Food Regulation: A Case Study of USDA 
and FDA," Chapter 4, Study on Federal Regulation, 95th Cong., 2nd sess., December 1977, 
S. Rcpt. 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 
ActofMarch2, 1895on 
exported meats 

1901-1927 1906 Pure Food Act Bureau of Chemistry and USDA 
1906 Appropriations Act Bureau of Animal Industry 

1927-1930 1906 Pure Food Act Food, Drug, and Insecticide USDA 
1906 Appropriations Act Administration 

1930- 1938 Federal Food, Drug, Food and Drug USDA 
1940 13 and Cosmetic Act (FFDCA) Administration 

1940-1953 Reorganization Plan No. 4, Food and Drug Federal Security 
effective 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) Welfare 
1960 Color Additives 
Amendment (Delaney 
Clause) 

(l 958- 1958 Humane Slaughter Meat Inspection Branch of USDA 
1968) Act: Agricultural Research 

1967 Wholesome Meat Act; Service 
1968 Poultry Products Act 

1970-1979 Reorganization Plan No. 3 All pesticide regulation Environ-
of 1970; sect. 346, 346a, responsibilities were mental 
348, and 408 ofFFDCA transferred to EPA as were Protection 
and 135-135k ofFIFRA all functions of Agency (EPA) 

Environmental Quality 
Branch, Plant Protection 
Division of Agricultural 
Research Service 

(1972) 1972 Meat and Poultry Food Safety and Inspection USDA 
Inspection Service 

( 1968- Reorganization Plan of Food and Drug Department of 
1979) March 1968. Administration Public Health, 

Public Health Service Act Health Service Education, and 
Welfare 

1980- Food and Drug Department of 
Administration Health and 
Public Health Service Human Services 

Source: Peter Barton Hutt and Richard A Merrill, eds. Food and Drug Law: Cases and Materials. 
2"d ed., (Westbury, New York: The Foundation Press, Inc., 1991), 4-5. 

13The name "Food and Drug Administration" was first used m 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). 14 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. 15 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 (APHlS), 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 

140ther relevant statutes are the Federal Insecticide, Fungicide, and Rodcnticide Act 
(FIFRA), as amended (P.L. 104-61,Stat.163-172,1947, 7 U.S.C. §136 ct 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, 15U.S.C.§145 l ct 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 ct 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. § 140 l, et 
seq.). 

15Detailcd information on those responsibilities can be found in Congressional Research 
Service, Food Safety Agencies and Authorities: A Primer, by Jean Rawson and Donna U. 
Vogt, Report No. 98-9 l 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-borne 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. 16 

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. 17 FDA, in conjunction with the states, regulates animal 
feed ingredients and feeds as part of the American Association of Feed Control 
Officials. 18 

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 cheese pizza, but rarely inspects such 
plants. USDA has jurisdiction over plants producing pepperoni pizza, and 
inspects such plants on a daily basis, after having already inspected both the 

16FDA is responsible for all nonalcoholic beverages, and wine beverages (i.e. fermented 
fruit juices) containing less than 7% alcohol. 

17Jarnes T. O'Reilly, Fr.Jod and Drug Administration (Colorado Springs, Colorado: 
Shepard's/McGraw-Hill, Inc., Oct. 1993). 

18Edward L. Korwek, 1997 United States Biotechnology Regulations Handbook, vol. 
I, (Washington, D.C.:Food and Drng Law Institute, 1997), 112. 
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animal from which the pepperoni was made and the processing of the meat into 
pepperoni. 19 

Other examples abound. USDA daily inspects meat and poultry for contamination of 
various pathogens, including Listeria monocytogenes and E.coli 0157: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. 20 

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. 21 

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 ifa 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. 

19Michael 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 Conswner-Driven Global Economy?" in Food and Drug Law Journal, vol. 
52, n.1, (Washington, D.C.:Food and Drug Law Institute, 1997) 13. 

20Dr. 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 September 1993, (210) 567-3709. 

21 Senate Committee on Agriculture, Rural Development, and Related Agencies, 
Appropriation Bill, 1990, 101'1 Cong., 2nd sess., 1989, S.Rept. 101-84, as found in Peter 
Barton Hutt and Richard A. Merrill, Food and Drug Law: Cases and Materials, 2nd 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: 

• 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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• 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? 

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

• 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? 

• 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, 1969.22 

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 

22White House Conference on Food 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, 1970.23 

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 it also facilitates interstate 
commerce in meats and enhances the market for fann animals sold for meat. 

23Gcneral 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. 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. Perfom1ance 
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 detem1ines requirements and methods. 



CRS-15 

Popular Name and Date 

Hearings on S. 3419, Consumer Safety Act of 1972.24 

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 1972.25 

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 

24Senatc Committee on Conunerce, Consumer Safety Act of 1972, 92nd Cong., 2nd 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, 92nd Cong., 2nd sess., S.Rept. 92-2. Senate Committee on Labor and Public Welfare, 
Food, Dntg. and Consumer Product Safety Act of1972, 92nd Cong., 2nd sess., S.Rept. 92-
835. 

~5P.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 seek 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. 26 

26Senate Committee on Commerce, Consumer Safety Act of 1972, 92nd Cong., 2nd 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, 92nd Cong., 2nd sess., S.Rept. 92-2; Senate Committee on Labor and Public Welfare, 
Food Drug. and Consumer Product Safety Act of 1972, 92nd Cong., 2nd sess., S.Rept. 92-
835. 
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Popular Name and Year of Document 

Ralph Nader Report, Sowing the Wind, 1972. 27 

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 

27Harrison 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, 1992.28 

Description and Mission of Group Making Recommendations 

GAO published this report in response to a request from the Honorable John D. 
Dingell, Chainnan 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. 

Summmy <?f 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 unifonn, 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. "29 

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 

28Gcncral Accounting Office, Food Sqfety and Quality: Un!form. Risk-based Inspection 
System Needed to Ensure Safe Food Supply, GAO/RCED-92-152, June 1992. 

29 Robert A. Robinson, Director, Food and Agriculture Issues, RCED/GAO, "Food 
Safety: Fundamental Changes Needed 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, 1993.30 

Description and Mission of Group Making Recommendations 

On August 3, I 993, Senator Durenberger introduced S. I 349, 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. 

30S. 1349 was introduced by Senator Durenbcrger on 3 August 1993. 
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Popular Name and Date 

The Torricelli/Bradley Food Safety Bill, 1994.31 

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 H.R. 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. 

31 H.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, 1997.32 

Description and Mission of Group Making Recommendations 

In November I 997, Representative Vic Fazio and Senator Richard Durbin 
introduced identical bills, the Safe Food Act of I 997. On November 4, I 997, HR. 
280 I 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 
Administration (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. 

32 H.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, 1949.33 

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, 194 7. It was created 
by unanimous vote of Congress in July 194 7, 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 

33 The 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 1968.34 

Description and Mission of Group Making Recommendations 

The Wholesome Meat Act of 196735 substantially revised the 1906 Meat Act. 
Soon afterwards, the Wholesome Poultry Act36

, signed on August 18, 1968, 
extended to poultry inspection many aspects of the meat inspection act approved in 
196 7. 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 ofDecember 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 

34Vivian Wiser, "Part V: Meat and Poultry Inspection in the United States Department 
of Agriculture," in, JOO Years of Animal Health. 1884-1984, eds.Vivian Wiser, Larry Mark, 
and H. Graham Purchase (Beltsville, MD: The Associates of the National Agricultural 
Library, 1986). 

35P.L. 90-201. 
36P.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 - is 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 1968.37 

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 
Pr6tection 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 themselves 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 criteria 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 

37Wallace Janssen, "FDA Since 1962," in unpublished papers, History of the 
Department of Health. Education and We(fare During the Presidenc,y 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 ofCPEHS] whatever bit of lip 
service we had to but didn't offer much cooperation. He finally went under." Dr. 
Rankin also said that he thought that if CPEHS succeeded, FDA would cease to 
exist. 38 

3gBrannon, Organizing and Reorganizing FDA. 135-174. 
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Popular Name and Date 

The Malek Report, December 10, 1969.39 

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 Food and Drug Administration Organizational Review. It 
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 

39I-Iouse Committee on Interstate and Foreign Commerce, Subcommittee on Commerce 
and Finance, Hearings on the Consumer Product Safety Act, 92"d Cong., 1'1 and 2"d scss., 
part 3, Nov. I, 1971-Feb. 3, 1972, H.Rept. 92-61. 
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Popular Name and Date 

Senate Governmental Affairs Report on Federal Regulation, 1977.40 

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. 

41'Scnatc Committee on Governmental Affairs, "V. Regulatory Organization" in Study 
on Federal Regulation, 95th 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). 41 

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. 

41 Housc Committee on Appropriations, Subcommittee on Agriculture, Rural 
Development, and Related Agencies, Hearings on Agriculture. Rural Development and 
Related Agencies Appropriations for 1979, 9Yh Cong., 2"d sess., February 1978, 75 and 
367-371. 
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Popular Name and Date 

Lester Crawford, 1980.42 

Description and Mission <?f 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. 

42Lestcr Crmvford, "Critique of Animal Health Regulation," in Proceedings f~( the 841
h 

Annual Meeting, (Washington, D.C., U.S. Animal Health Association, 1980.) 
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Popular Name and Date 

Dr. Sanford Miller, 1989.43 

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 

43Sanford 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 1991.44 

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 Commillee on the Food and Drug Administration. 

Summary <!{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 
FD A'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. 

44Department of Health and Human Services, Advisory Committee on the Food and 
Drug Administration. Final Report. May 1991, Charles C. Edwards, Chairman,, 
(Washington, 1991) iii-iv, 19-24. 



CRS-35 

Popular Name and Date 

National Performance Review, September 1993.45 

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. 46 

45AI 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 September 
1993), 101. 

46Kenneth J. Cooper, "Hill Turf Fights May 'Reinvent' Gore Proposals," Washington 
Post, 13 September 1993, A 19; Also see 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, 1993.47 

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. 48 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. FSJS 

47 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, 
Ms. Joy Stevens, FDNOLA, conversation with author, 2 September 1993. 

48 Marian Burros, "Clinton Plan Would Move Meat and Poultry Inspections to FDA" 
New York Times, 13 September 1993, AI8. 
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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. 49 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. 50 

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

5°Congressional Research Service, Food Safety Issues in the 105'h Congress,by Donna 
U. Vogt, 1898009, March 30, 1998; and Meat and Poultry Inspection Issues, by Jean 
Rawson, 18 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. SI 

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 103rd 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 ofFDA'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 

51 House Committee on Government Operations, Hearings on Reinventing the Federal 
Food Safety System, 103rd Cong., I" and 2nd sess, v. I and 2, 1995, Joint Committee 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, 1993.52 

Description and Mission of Group Making Recommendations 

The Food Safety Reform Act of I 993 (S. I 750) was introduced on November 
20, I 993, by Senator Metzenbaum and was referred to the Senate Committee on 
Governmental Affairs. S. I 750 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 

52S. 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 ( 194 7-1949). 
May 20, 1949. Westport, CT:Greenwood Press, 1970. 

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. 

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. 

1969 White House Conference on Food, Nutrition, and Health. 
Final Re ort. Washin on D.C. 1969. 

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 b the ublic health a enc . 

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. 

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-
ear extensions were to be ranted under certain conditions. 

Recommended that there should be one federal regulatory policy with 
res ect to safet sanitation identit and label in of foods. 
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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. 

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. 

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. 

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 re ulato action. 

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 ins ections. 

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 rotectin the ublic health. 
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1972 Hearings before the U.S. Senate on S. 3419. Senate Committee 
on Commerce, Consumer Safety Act of 1972, 92nd Cong., 2nd 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, 92nd Cong., 2nd sess., 
S.Rept. 92-2. Senate Committee on Labor and Public Welfare, Food, 
Drug, and Consumer Product Safety Act of 1972, 92nd Cong., 2nd sess., 
S.Rept. 92-835. 

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. Re ulato Or anization. December 1977. . 140. 

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 

t. l . 367-371 t. 4 . 

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. 

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. 

Recommended a transfer of USDA food regulatory functions to FDA 

Recommended consolidation of all food regulatory functions of FD A. 

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

'-.::-:: 
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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. . 11. 

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. Washin on D.C. 1991. . iii-iv, 19-24. 

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. 

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. 

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. 
Se tember 7 1993 101. 

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

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 

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 
administerin a uniform set of food safet laws. 

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 otential microbial diseases. 

Recommended consolidating all federal food .safety responsibilities 
under the FDA. 
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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 
Polic · United Food and Commercial Workers International Union. 

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, 103rd Cong., 1'1 

and 2"d Sess., Volume 1and2. Washington, D.C.:GPO, 1995. 

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. 

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 rotectin consumers. 

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 safet ro rams within FDA is warranted. 

Would have transferred to the Consumer Product Safety Commission 
(CPSC) all food safety and inspection functions of the USDA, and the 
De artments of the Interior and Commerce FD and EPA. 
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1994 The Katie O'Connell Safe Food Act (D.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 
Forest . 

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, 
HR. 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 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. 

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." 


