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Legislation-The 
Food Safety 
Amendments of 1981 
Rosanna L. Mentzer and Eve Harris 
(202) 447-8487

T
he Federal Food, Drug, and Cosmetic

Act (FDCA) is the basic food and drug 

law of the United States. It is intended to 

assure consumers that foods are pure and 

wholesome, safe to eat, and produced under 

sanitary conditions. But the original Act, 

written in 1938, may be amended this year. 

The Food Safety Amendments of 1981 were 

introduced simultaneously in June 1981 in 

the Senate (S. 1442) by Orrin Hatch 

(R-Utah), and in the House (H.R. 4014) by 

Kika de la Garza (D-Tex). Both Bills are in 

committee now for discussion and possible 

changes. 

The amendments contain many extensive 

changes for food safety laws, most of which 

are enforced by the Food and Drug Admin

istration (FDA) of the Department of Health 

and Human Services (HHS). But, the Poul

try Products Inspection Act, the Meat In

spection Act, and the Egg Products Inspec

tion Act, administered by USDA, would 

also be affected by the changes. 

One of the major changes would be a 

modification of the FDCA's Delaney 

Clause, which was added in 1958. The 

Delaney Clause prohibits the use of any 

food additive found to induce cancer in ani

mals or people. The Delaney Clause does 

not apply to food additives that the FDA 

approved before 1958. The amendments 

would modify the Delaney Clause to allow 

the use of carcinogenic (cancer-causing) ad

ditives that do not pose a significant risk to 

health. 

Senator Hatch explained that recent ad

vances in analytical chemistry and technol

ogy allow scientists to detect miniscule 

traces of contaminants or carcinogens never 

detectable before. "The intent of the 

amendments," Hatch said, "is to assure 

food safety decisions are based on real risks 

to health. We don't want to ban food or 

color additives that, while they may show 

up in the lab as possible carcinogens, are 

useful and proven to cause no significant 

risk to human health." 

The amendments also seek to guarantee 

that the FDA consider other harmful effects 

to the food supply when removing an addi

tive or animal drug from the market. The 
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amendments would provide for external 

peer review and also impose time con

straints for the FDA to administer rulings. 

The Bill would free substances used to pack

age, transport, and hold foods from the 

elaborate food additive clearance process. 

Highlights of the Food Safety Amend

ments of 1981 are: 

• Definition of Safe. The amendments

would insert an extra stipulation-"the 

absence of a significant risk under the in

tended conditions of use of a substance'' -

in front of the current definition of safe 

which "has reference to the health of man 

or animal." 

When determining if a substance is safe, 

the FDA would examine all relevant factors. 

This includes an assessment of the nature 

and extent of the risks from using the sub

stance, taking into account all data judged 

by food safety experts to be valid and ap

propriate. The FDA would be required to 

justify its position if ruling a substance un

safe for consumption. 

• Food Contact Substances. Food contact

substances would no longer be treated as

food additives but, instead, undergo a new

premarket notification process. The Bill

defines food contact substance as any sub

stance used in packing, packaging, trans

porting, or holding food, or a substance

used in food contact surfaces that has no

technical or physical effect in food.
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Currently, these "indirect additives" are 

subject to the same clearance process as 

food additives. Under the new system, 

manufactur.ers of food contact substances 

would be required to submit a notification 

statement to FDA before marketing their 

substance. The statement would include the 

substance's intended use, a summary of the 

data on how much of the substance or its 

constituents may be picked up in the food, 

and a summary of the data supporting the 

manufacturer's conclusion that the sub

stance is safe for its intended use. Unless the 

FDA finds that the substance would present 

a significant risk, or that the data were in

adequate to permit a decision, the notifica

tion automatically becomes effective in 90 

days and the substance may be marketed. 

The Bill would allow food contact sub

stances that are not reasonably expected to 

become a component of the food to be used 

without a notification statement. Food con

tact substances that had been cleared earlier 

or were generally recognized as safe would 

not need another notification statement. 

• Basic or Traditional Foods. The pro

posed amendments would also exclude basic 

or traditional foods from the definition of a 

food additive and from the regulations gov

erning the use of food additives. The Bill 
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defines basic and traditional food as "any 
raw agricultural commodity, including 

spices, with a history of significant food use 

in the United States" and those commodi
ties that have been processed by methods 

More On Food Safety 
On February 9, 1982, Congressman 

Albert Gore, Jr. (D- Tenn ) introduced a 

bill that also amends the FDCA, though 
less drastically than the Bill introduced by 

Senator Hatch. Gore's Bill (H.R. 5491) also 

lessens the zero tolerance level of the 
Delaney Clause. "Safe," when applying to 

food additives, color additives, and new 
animal drugs would mean "a reasonable 
certainty that the risks of a substance under 
the intended conditions of use are insignifi

cant." Gore's Bill would also exclude basic 

or traditional foods from the definition and 

restrictions placed on food additives. In the 

section of the FDCA governing adulterated 

· foods, basic or traditional foods would not

be considered added substances. H.R. 5491
relaxes the definition of food additives to

mean any of the nonexempt substances that
become a "component of food in greater

than de minimis (minimal) amounts."
Under the Gore Bill, the Delaney Clause 

would not apply to a food additive where: 

• the FDA determines that the risk of can

cer from exposure to the additive is

insignificant;

• the additive has a substantial history of

use and no practicable substitute; or
• the risks to human health from using the

additive are acceptable, given the benefits

from the additive on the nutritional value

and availability of food, and the uses of

the additive for dietary management.

Gore's Bill would establish a food science

committee identical to the food safety com

mittee of S. 1442. The Secretary of HHS 

would refer matters to the committee upon 

his own initiative or at the request of any in

terested person. Unlike S. 1442, however, 

referral to the food science committee is not 

mandatory for cases involving the Delaney 

that do not significantly change their 

properties. 
• Food Safety Committee. An indepen

dent food safety committee would be estab
lished to provide peer review and scientific 

Clause. The Gore Bill does not set time 

limits in which the FDA or the committee 
must act. 

Gore's Bill would allow a 5-year phaseout 
period for a substance that violates the food 

safety laws, provided continued use would 

not harm the public health. The duration 

and conditions of the continued use would 
depend on: 
• the severity of the health risks;

• the effects of limitation on nutritional

value, cost, and availability of food; and

• whether there was a practicable sub-
stitute.

This continued use can be extended 5 addi
tional years if the FDA determines there is 

still no practicable substitute. 

Food safety legislation continues to 
receive attention from Congress and the 

Administration. This spring, the staffs of 

Senators Hatch and Kennedy (D-Mass) 
wrote a working draft of a compromise 

food safety Bill that addresses many of the· 

issues in the Hatch Bill. The staff working 

draft has been distributed for comment, but 

it has not been introduced as proposed 

legislation at this writing. The White House 

Cabinet Council on Human Resources is 

also pondering the need for revisions in our 

current food safety laws. The Working 

Group on Food Safety, chaired by Assistant 

Secretary of Agriculture C. W. McMillan, 

was established last spring to assist the 

Cabinet Council develop proposed changes 

to the food safety laws. In May 1982, the 

Working Group presented the summary of 

its tentative suggestions to members of 

Congress and representatives of the food 

industry and consumer groups. The pur

pose of the presentation was to allow the 
Working Group to incorporate the views of 

these interested parties into its final report 

to the Cabinet Council. 
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advice on proposed FDA actions on food 

additives, new animal drugs, and color ad

ditives. While the FDA must consider the 
committee's recommendations, the agency 

is not bound by them. This standing com

mittee would be under the auspices of the 

National Academy of Sciences, the Federa

tion of American Societies of Experimental 
Biology, or another appropriate scientific 
body. If no scientific group agrees to com

pose the committee the Secretary of HHS 

can select the members. 

Referral of matters to the food safety 
committee would be at the request of the 

Secretary of HHS or any involved person. 
However, when the FDA is contemplating 

prohibiting a food additive, new animal drug, 
or color additive because it is a suspected 

carcinogen, the food committee is required 
to issue a report and recommendations. 

• Exemptions From the Delaney Clause.

The Delaney Clause states "that no additive 

shall be deemed to be safe if it is found to 
induce cancer when ingested by man or ani

mal." The Delaney Clause does not apply 

to additives that are prior sanctioned (ap

proved before 1958), natural constituents, 

or food contaminates. Also excluded are 

substances added to animal feed that do not 
adversely affect the animal or remain in the 
edible parts of the animal or in its milk or 

eggs. 

Under the amendments, the Delaney 
Clause would be changed to allow the FDA 

to exempt food and color additives if the 

agency finds "that the use of the additive 

under the prescribed conditions does not 

present a significant risk to health." Simi

larly, if traces of a carcinogen added to 

animal feed were found in an animal prod

uct but did not present a significant risk, 
then the substance would not be considered 

unsafe. The FDA would be able to exempt 

new animal drugs from the Delaney Clause 

using the same criteria. 

Before the FDA denies a petition for a 

new food additive, color additive, or animal 

drug because it causes cancer, the agency 

would have to prepare a summary of the 
data, refer the matter to the food safety 

committee, and provide an opportunity for 

the petitioner and other interested persons 

to submit information to the committee. 

Natlonal Food Review 



The FDA must follow these same steps 

when repealing a currently used additive or 

drug, or when imposing new limits on its 

use. 

• Consideration of Factors Other Than

Risk. Under the amendments, the FDA must 

consider additional factors when deciding 

to repeal a regulation or to impose new 

limits on the use of a food additive or color 

additive that has a substantial history of use 

and no reasonably practicable substitute: 

• the feasibility and effect of informing

consumers about the risk associated with

the additive, and

• the consequences of the restrictions on

consumer cost, availability, and accept

ability of food. For food additives, the

FDA would also need to take into ac

count the nutritional and dietary effects.

For example, an additive such as the sugar

substitute, saccharin, allows diabetics to

eat sweet-tasting foods.

Under S. 1442, consideration of these same 

factors would apply to the FDA's decisions 

about the safety of a new animal drug. 

• Interim Regulations. The amendments

allow the FDA to adopt interim regulations 

when questions are raised about the safety 

or effects of an approved food additive, 

color additive, or new animal drug on the 

basis of new, inconclusive information. The 

Secretary of HHS must determine that there 

is a reasonable certainty that the substance 

is not of immediate harm. The interim regu

lation permits continued use of the additive 

or drug while further testing is done. 

Similarly, the Bill would allow FDA to 

permit the expanded use of a previously ap

proved food additive on an interim basis 

when it appears that such use is safe. The 

petitioner must supply additional informa

tion so the FDA can decide whether to 

grant permanent approval for the expanded 

use. 

• Greater Discretion in Setting Toler

ances. Currently, the FDA sets maximum 

levels for poisonous or harmful contami

nates that are required in the production of 

food or that cannot be avoided by good 

manufacturing practices. Pesticides, food 

additives, color additives, or new animal 
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drugs are not classified as contaminates 

under the FDCA. The Bill would make set

ting tolerances for contaminates discretion

ary rather than mandatory. 

In setting a tolerance level, the FDA must 

consult with the food safety committee and 

consider the limitation's effect on the cost 

and availability of the food. The FDA 

would specify the analytical procedure for 

determining compliance with the tolerance 

level. The Bill would also permit anyone in

volved in an enforcement proceeding, in

cluding a seizure, injunction, or criminal 

prosecution, to request the court to deter

mine if the substance should be permitted in 

foods, given the Bill's new guidelines. If so, 

the court could establish a tolerance level. 

• Time Limits for Filing and Reviewing

Petitions. The amendments also seek to im

prove the procedure for filing food additive 

and color additive petitions and to shorten 

the time for action on the petitions. The 

FDA would be required to institute prefil

ing discussions with petitioners to determine 

what d�ta and information their petitions 

should contain. 

The Bill also stipulates that within 30 

days after receiving a petition, the FDA 

must formally file this request for a regula

tion unless the agency finds the petition in

adequate. Once a petition to approve a new 

additive, to amend uses already allowed for 

an additive, or to repeal an additive entirely, 

has been referred to the food safety com

mittee, the committee has up to 120 days to 

issue a report and recommendations. The 

HHS Secretary would have another 60 days 

before acting to consider the committee's 

report and all other evidence. The same 

time limits apply to petitions dealing with 

new animal drugs. 

• New Animal Drugs. Many of the Bill's

changes that deal with new animal drugs are 

the same as those made to the food additive 

and color additive sections of the FDCA

speedier review process, referral to the food 

safety committee, and the use of the con

cept of significant risk. In deciding whether 

to revoke an animal drug, the FDA would 

be required to determine whether the exist

ing conditions of use can be safely modified 

or limited. 

Under S. 1442, the FDA would not have 
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to publish the approval of an animal drug in 

the Federal Register, but rather ''make 

publicly available'' the name and address of 

the applicant, the conditions of use, and 

any restrictions for the drug. 

The Bill eliminates the requirement for 

individual product licenses and, instead, 

limits registration to the establishment or 

firm that actually mixes the drugs into ani

mal feed. The one-time registration state

ment would identify the location and trade 

name of the establishment, the name of the 

owner, and, if known, for what species of 

animals the drugs are to be mixed. If any in

formation in the registration statement 

changes, the establishment is required to in

form the FDA. 

The Bill also repeals the provision for 

batch-by-batch certification of five specific 

antibiotics. Most of the production of these 

five antibiotics is used in medicated feeds to 

ensure against certain illnesses. Medicated 

feeds and the drugs in them have never re

quired certification. Only a small amount 

of the total production of these antibiotics 

is administered in individual doses to sick 

animals. 

• Conj arming Changes of Other Food

Safety Acts. The USDA decides what food 

and color additives approved by the FDA 

may be used in meat, poultry, and egg 

products as well as the proper use of the ad

ditives. The amendments would not change 

the jurisdiction of USDA and FDA, but 

would revise the poultry, meat, and egg in

spection acts to conform to the changes 

made in the FDCA. Safety decisions would 

be based on an assessment of the nature and 

extent of risks. If USDA wanted to prohibit 

the use of an additive or pesticide, it would 

have to follow the same procedures as the 

FDA. 

The Bill would also authorize the Secre

taries of Agriculture and HHS to gradually 

eliminate a substance whose safety has been 

questioned, providing continued use would 

not be dangerous. This provision is designed 

to allow time for the industry to find substi

tute ingredients or alter their processing 

techniques before the substance is removed 

from the market. ■
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