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Foreword 

Food is the most intimate consumer product. Back many 
decades, public concern over contaminates and adul- 

terates led to early regulation by the states. The failure 
of such regulation to insure safe, pure, and nutritious 
food in the world’s largest breadbasket has been in step 
with each new ingenious technique for manipulating the 
content of food products as dictated by corporate greed 
and irresponsibility. 

Making food appear what it is not is an integral part 
of the $125 billion food industry. The deception ranges 
from the surface packaging to the integrity of the food 
products’ quality to the very shaping of food tastes. The 
industry’s catering is calculated to sharpen and meet 

superficially consumer tastes at the cost of other critical 
consumer needs. These tastes include palatability, ten- 
derness, visual presentability, and convenience. They are 
met by a versatile misuse of modern chemistry, packag- 
ing, and merchandising techniques. But meeting these 
tastes does not lead, unfortunately, to fulfilling the re- 

quisites of purity, wholesomeness, safety, and nutrition. 
In fact, very often the degradation of these standards 
proceeds from the cosmetic treatment of food or is its 
direct cost by-product. For example, the nutritional de- 
ception about “enriched white flour” covers up the per- 
manent stripping in the processing stages of most nu- 

trients. Coloring additives, preservatives, seasonings, and 
tenderizers camouflage the rapid increase of fat content 
in frankfurters (33 per cent [1969] of weight on the 
average), their decrease in meat protein, and the sub- 

standard quality of the meat. The hazards of hundreds 
of untested or inadequately tested food additives are 
about to be given some of the governmental attention 
that they have so long deserved. 

Further, the heavy promotional emphasis on “un- 
foods’? such as near-zero-nutrition “snacks,” chemically 
doused bakery goods, and soft drinks have a serious dis- 
torting effect on young people’s food habits and concepts 
of nutrition. Millions of youngsters are growing up 
watching the television ads and believing their messages 
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that Pepsi-Cola and Coca-Cola provide health and vigor. 
Small wonder then that the United States Department 
of Agriculture shows a decline in nutritional adequacy 
of American family diets. Food tastes and habits are 
largely the product of cultural determination, and in the 
United States this means largely the policy of the food 
industry and its determined effort to shape those tastes 
that maximize its immediate projects and sales. What 
Frenchman, for instance, would think of going down to 

the marketplace to buy a Wonder bread? His concept 
of bread differs from that which has prevailed in this 
country since the mid-twenties, when spongy-baked 
bread began its road to commercial devitalization. 

For too long there has been an overwhelmingly domi- 
nant channel of distorted information from the food 
industry to the consumer. There has been almost no 

authoritative and countervailing force for information 
as to what is happening to the quality of food and why 
the Food and Drug Administration has so shirked its 
duties. This may not be surprising when it is remem- 
bered that the country just “discovered” mass malnu- 
trition in its midst in 1967-1968 while the economy 
was booming. That countervailing force for standards 

and detailed information was to have been in large part 

the Food and Drug Administration and the United States 
Department of Agriculture. As Mr. Turner and his as- 

sistants show in this report, the Food and Drug Admin- 
istration, for a variety of reasons within its reasonable 
control and for the lack of a public constituency, failed 
to close out the options for corporate cost reduction 

and camouflage which the industry developed via addi- 
tives, adulterants, and numerous deceptive practices. 

Company economy very often was the consumer’s cost 
and hazard. As a result, competition became a way of 
beating one’s competitor by racing for the lowest per- 

missible common denominator. In allowing the prolifera- 
tion of these abuses and in declining to develop sound, 

competitively uplifting food standards, the Food and 
Drug Administration also did a serious disservice to any 
scrupulous food processors who might have viewed com- 
petition as a drive for quality and nutrition rather than 
the opposite situation which has prevailed. 

In sum, the Food and Drug Administration has acted 
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as an Official sponsor of processing and marketing prac- 
tices that have transformed the defrauding of consumers 
into a competitive advantage—a kind of reverse compe- 
tition (deceptive packaging alone costs consumers bil- 
lions yearly). 

Predictably, such a pattern has helped the concentra- 
tion of this giant industry into fewer and fewer corporate 
hands. The competition, such as it is, has focused heavily 

On massive promotional expenditures (between 16 and 

18 per cent of gross revenues) on brand-name identifica- 
tion, wasteful nonprice competition, and other market- 
ing expenses that do not provide added value for the 
consumer but simply increase food prices. In addition, 
the food companies have one of the tiniest research 

budgets (for nutrition and food quality) of any United 

States industry. 
The quantity of food pouring from our farms and 

ranches must never be confused with its quality by the 
time it reaches the consumers’ dinner table or whether 
it adequately reaches many poor consumers at all. For 
years the Food Group, as the food lobby is known in 
Wasnington, has nearly determined the limits of public 
dialogue and public policy about food quality. It is time 
for consumers to have information that will provide 
them with an effective understanding of the secrecy- 

clouded situation. This report proposes to contribute 

toward that objective as well as to spur the additional 
disclosure of facts and materials. 

—Ralph Nader 
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Consumption is the sole end and purpose of all produc- 
tion; and the interest of the producer ought to be at- 
tended to, only so far as it may be necessary for pro- 
moting that of the consumer. The maxim is so perfectly 
self-evident, that it would be absurd to attempt to prove 
it. But in the mercantile system, the interest of the con- 
sumer is almost constantly sacrificed to that of the pro- 
ducer: and it seems to consider production, and not 
consumption, as the ultimate end and object of all indus- 
{sy and commerce. . . 7: 

It cannot be very difficult to determine who have been 
the contrivers of this whole mercantile system; not the 
consumers, we may believe, whose interest has been en- 

tirely neglected: but the producers, whose interest has 
been so carefully attended to; and among this latter 

class our merchants and manufacturers have been by far 
the principal architects. 

—Adam Smith 
The Wealth of Nations 

Book IV, Chapter VIII 
1784 
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Introduction 

“ASK WHY” 

—Sign in the office of Kenneth W. Kirk, 

former Associate Commissioner, FDA 

It is the purpose of this book to examine in some detail 
how the quality of the American diet has been allowed 
to deteriorate. For too long Americans have rested se- 
cure in the belief that their health surpasses that of all 
other peoples of the world, that they live longer, suffer 
less, and eat better than people in any other nation. 
They are mistaken. 

Dr. Jean Mayer, nutrition adviser to President Nixon, 
has pointed out that twenty-year-old men in thirty-six 
foreign countries will live longer on the average than 
will American men. The lifetime of twenty-year-old 
women in twenty-one nations will surpass that of Amer- 
ican women. The 1967 (most recent) vital statistics of 

the United States show that, from 1900 to the present, 

only about four years have been added on to the life 
of an American reaching the age of forty. They also 
show that there has been almost no increase in the life 
expectancy of Americans since the 1959-1961 reporting 
period. Americans do not live longer—either than other 
people or than they did ten years ago. Black American 
men actually die younger than they did in 1959. 

Some experts on social statistics suggest that “quite 
possibly infant mortality rates give the best overall meas- 
ure of national health we have.” 1! By that measure 
Americans have comparatively lower standards than they 
used to and lower than those of many other people in 
the world. In 1950 the U.S. had the fifth lowest infant 
mortality rate in the world; eighteen years later that 
position had changed to thirteenth. The U.S. Public 
Health Service reported that in 1966 Sweden, Japan, the 
United Kingdom, and East Germany, among others, had 
infant mortality rates lower than the United States’. 
Men in each of these countries were also expected to 

live longer than American men. 
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The American diet has deteriorated in the past decade. 
On November 25, 1969, the editor of the Journal of 

Nutrition Education held a Washington press conference 
to announce the results of the most extensive review 
of nutrition studies ever undertaken in this country. The 
authors began the study in 1966 (before the problem 
of hunger in America was discovered), assuming that 
it would be a routine academic effort establishing that 
all Americans were adequately nourished. They were 
shocked to discover “that nutrient inadequacies . . 

reach into all income groups and all regions” of the 
country. “Nearly al/ children under one year of age had 
an iron intake less than the Recommended Dietary Al- 
lowance.” The study “found infants of higher income 
families to be less well nourished than those in lower in- 
come families.” It concluded, “Dietary habits of the 
American public have become worse, especially since 
1960.” 2 In the past decade American life expectancy has 
not dramatically increased, while those of other nations 
have. In the same time period Americans have not re- 
duced as dramatically as other nations the number of 
babies who die each year. And American hunger and in- 
adequate vitamin and mineral nutrition have become 
the subject of heated debate exposing unimagined na- 
tional failures. 

These facts raise questions about the way Americans 
organize themselves to provide for basic needs. One of 
those needs, food, is the subject of this‘book. Americans 

should ask why they appear to eat poorly. They should 
ask if there are authorities assigned to warn of and pro- 
tect against danger from improper food, and, if so, why 
they seem to be failing. They should ask why members 
of the food industry, America’s largest retail industry, 
have been allowed to let the safety, wholesomeness, and 

value of their products deteriorate. 
The Food and Drug Administration of the United 

States Department of Health, Education, and Welfare 
should be able to answer these questions. It is primarily 
to this agency that Americans have given the responsi- 
bility of food protection. The Food and Drug Adminis- 
tration (FDA) administers the Food, Drug, and Cos- 

metic Act of 1938, which means that it is responsible 
for insuring the quality of all food, drugs, and cosmetics 
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sold in the United States. Twenty-three million dollars 
of its roughly $73 million annual budget goes to pro- 
grams designed to protect the food supply. 

. The Act of 1938 has been amended several times in 
an effort by Congress to tighten food protection. In 
1954 the FDA was given authority to set pesticide toler- 
ances in foods; in 1958 the Food Additives Amendment 

required the FDA to establish that all chemical addi- 
tives were proven safe before use in food; and in 1960 

the provisions of the 1958 amendment were extended 
to cover color additives in foods. The addition of drugs 
to food-producing animals was made the subject of legis- 
lation in 1968. 

To enforce these laws, the FDA has seventeen district 

offices across the United States and employs approxi- 
mately 5,000 people. Some are inspectors who routinely 
examine food plants, monitor food shipments, and check 

for misleading label claims on foods sold in retail stores; 
some are inspectors concerned with drugs and other 
areas of the FDA’s responsibility. Other employees are 
scientists who conduct laboratory experiments, study the 
work of scientists outside the agency, and serve as im- 
portant technical advisers to the public health agencies 
of other nations. Other jobs of the FDA include the 
setting of food standards, the development of good 
manufacturing practices for the food industry, and the 
evolution of scientific methods for monitoring the qual- 
ity of the food supply. 

In spite of its vast responsibility, the FDA has found 
its meager although sometimes well-intended efforts 
continually neutralized by the powerful forces of special 
interests that include the large, well-funded efforts of 
Washington law firms, massive trade associations made 
up of the nation’s fifty thousand food manufacturing 
firms, and a small group of industry-dependent “food 
scientists” who more often than not routinely produce 
scientific studies that support the most recent industry 
marketing decision. In the face of the $125 billion food 
industry, which is over six times as large as General 
Motors, America’s largest industrial corporation, the 

FDA is unable to exert any meaningful influence on 
behalf of the food-consuming public. Impotence has 
characterized the FDA and its predecessor agencies 
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since passage of the Pure Food Act of 1906. Due to 
the total collapse of the food protection efforts of the 
Food and Drug Administration, which has allowed vi- 
cious, unchecked battles for profit to wrack the food 
industry, food restoration has become an important 
national goal for all Americans to work toward. Un- 
derstanding the magnitude, meaning, and cause of the 
FDA collapse may begin movement toward that goal. 



n Cyclamates 

“Cyclamates have been more widely and 

thoroughly studied than any of the 

food additives in present use . . . more 

widely studied than any other food 
substance—natural or synthetic— 

with the possible exception of 

the amino acids.” 

—Joseph C. Lowey, executive, 

Abbott Laboratories, 

press conference, Chicago, 

Illinois, October 8, 1969 

“Ladies and gentlemen; I am today ordering that the 
artificial sweetener, cyclamate, be removed from the 

list of substances generally recognized as safe for use 
in foods.” 

With these words, spoken on October 18, 1969, 
Secretary of Health, Education, and Welfare Robert 
H. Finch announced the end of cyclamates as a com- 
ponent of the American food supply. The announce- 
ment, affecting more than $1 billion worth of food 
sweetened with cyclamates, was one of the most dra- 
matic in American regulatory history. The decision was 
made in response to tremendous public pressure. Never- 
theless, the man who made it refused to let the issue 

of cyclamates bring his agency publicly to grips with 
any of the broader legal and scientific issues raised by 
the discovery that an item which for years had been 
classified among substances generally recognized as 

safe by the Food and Drug Administration had sub- 
sequently been discovered to cause bladder cancer in 
test rats. 

The first official association of the FDA with a 
cyclamate product came in January, 1950, when Abbott 
Laboratories filed a new drug application for Sucary] 
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Sodium (a cyclamate product). Abbott’s new drug 
tablets were “intended for use in foods and beverages 
by diabetics and by others who must restrict their 
intake of sugar,’ 1 according to the Abbott drug ap- 
plication. It was the original intention of Abbott to use 
the product as a drug. For strictly food use, a new drug 
application would not have been necessary. Dr. A. J. 
Lehman of the FDA reviewed the Abbott Laboratories 
test data supplied with the application and dismissed it 
as useless. The application, he said, was “an illustration 
of how an experiment should not be conducted.” The 
numbers of test animals were too small, control groups 

were discontinued too early in the experiments, not 
enough autopsies were performed, and the report itself 
was vague.” On the basis of its own data, Abbott’s re- 
quest to market cyclamates would have been rejected, 
but the FDA took the unusual position of approving 
the request on the basis of two-year feeding studies 
that it had conducted in its own laboratories. Dr. 
Lehman’s report concluded: “If we had not studied 
this compound I would be quite reluctant to permit 
its use even for drug use, not to mention as an arti- 

ficial sweetener for foods. It should be pointed out 
to Abbott that the evidence to support their case is 
not contained in this NDA; and that it is on the basis 

of our own work that recommendations are being 
made to permit this application to become effective.” # 

It is important to note that, when the pressure on 
cyclamates came to a head in October, 1969, almost 
twenty years later, a review of the FDA data relied on 
by Dr. Lehman revealed “a highly suspicious frequency 
of lung tumors... (which) assumed significant 

back-up importance.” + In addition, of the less than 
one hundred rats tested by the FDA, six had rare 
ovarian, kidney, skin, or uterine tumors that would 

ordinarily occur about once in ten thousand cases— 

making this more than six hundred times the normal 
occurrence. The appearance of malignant tumors had 
been clearly noted in the 1950 FDA laboratory sheets 
on which the conclusions of safety were based. Com- 
bining these suggestions of cancer with the shoddiness 
of Abbott’s test should have clearly indicated that more 
tests of cyclamates were needed before allowing them 
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to be marketed. But the FDA demanded no further 
tests. This was the first of many danger signals about 
cyclamates that the FDA ignored. 

The next warning about cyclamates came to the FDA 
officially from the Food Nutrition Board of the Na- 
tional Academy of Sciences-National Research Coun- 
cil (NAS-NRC) in 1954. The FDA took no action 

to restrict the use of cyclamates at that time. The warn- 
ing was repeated in 1955, 1962, and in modified form 
in 1968. In a special communication to the Food and 
Drug Administration in November, 1954, the Food 

Nutrition Board said, “The priority of public welfare 
over all other considerations precludes, therefore, the 
uncontrolled distribution of foodstuffs containing cy- 
clamate.” ° The board made this recommendation be- 
cause it was “impressed with the fact that cyclamate 
has physiologic activity in addition to its sweetening 
effect, that there is no prolonged experience with its 
use, and that little is known of the results of its con- 

tinued ingestion in large amounts in a variety of situa- 
tions in individuals of all ages and states of health.” © 
In 1955 the Food Protection Committee of the board 
said cyclamates “should be subject to continuing ob- 
servations for possible deleterious effects under pro- 
longed and varying conditions of use and should be 
reappraised whenever indicated by advances in knowl- 
edge.” “7 In November, 1955, following the release of 
this report, the Food Nutrition Board, in a special 
recommendation to the FDA, repeated its conclusion 

that public welfare considerations precluded the un- 
controlled distribution of foodstuffs containing cycla- 
mates. Again the FDA made no move to restrict the 
use of the chemical. 

In 1962, seven years later, the Food Nutrition Board 
revised its policy statement on cyclamates. In a review 
of the growing use of cyclamates, it pointed out that 
when the rest of the diet was not controlled, foods 

containing cyclamates “have no direct influence on 
body weight,” ® even though this was one of the ad- 
vertised purposes for use of the substance. In this 
revised report the board repeated verbatim its warning 
that “the priority of public welfare over all other con- 
siderations precludes, therefore, the uncontrolled dis- 
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tribution of foodstuffs containing cyclamate.” ® In 
November, 1968, an ad hoc committee on cyclamates 
appointed by the NAS-NRC shortened but retained the 
essence of the earlier warnings by stating, “Totally un- 
restricted use of the cyclamates is not warranted at this 
time.” !° In an effort to cope with the by then over $1 
billion worth of food products containing cyclamates 
developed since the first NAS warning, the ad hoc com- 
mittee recommended maximum daily intakes of cycla- 

mates based on the fact that they caused diarrhea— 
a fact mentioned in the original new drug application 
filed eighteen years earlier. The FDA never effectively 
circulated these limits to the general public; in fact, 
it used the Food Nutrition Board’s revised report, which 
softened earlier warnings, to justify inaction. 

The Food Additives Amendment of 1958 required 
all chemicals added to food to be subjected to rigorous 
testing establishing safety before being added to the 
food supply, unless they were “generally recognized as 
safe.” In order to administer this law, the FDA had to 

distinguish those chemicals that were generally recog- 
nized as safe from those that were not, so in Decem- 
ber, 1958, the agency prepared a tentative list of 189 
substances that it believed could be exempted from 
the testing requirement. This proposed list was sent 
to nine hundred scientists throughout the country “to 
determine whether these substances were in fact gen- 

erally recognized as safe.” '! Of the nine hundred 
scientists, 350 replied, and of that number only 194 
“concurred with the list or made no comment.” Based 
on these replies, a revised list, which deleted six of the 
original substances and attempted to define more pre- 
cisely the term “generally recognized as safe,” became 
official in November, 1959. Theoretically, this list, 
known since then as the GRAS list, is made up of the 
most common and most apparently safe food items— 
salt, pepper, sugar, vinegar are cited by the FDA 
Commissioner as examples. They are excluded from 

the class of substances that must be proven safe before 
they are added to the food supply. Conversely, exclusion 
from the GRAS list does not mean that a substance is 
automatically or indefinitely excluded from the food 
supply. Exclusion from the list merely means that the 
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company proposing the item for use in foods must 
conduct scientific tests to establish its safety before it 
is placed in foods. . 
~Only one scientist responding to the FDA commented 

directly on cyclamates. That scientist suggested that 
there was not enough information available to include 
them safely on the list. But the FDA’s final statement 
read: “Nonnutritive sweeteners—safety has adequately 

been established for the substances in this category.” 
This blanket comment, covering saccharin and cycla- 
mates, was made on August 10, 1959, three years and 

nine months after the Food Protection Committee of 
the National Academy of Sciences recommended against 
“the uncontrolled distribution of foodstuffs containing 
cyclamate.” (No new evidence to discredit that warn- 

ing had arisen. The NAS repeated it verbatim two 
and a half years later.) More startling, the FDA was 
ignoring its own previous policy on cyclamates. Until 
they were included on the proposed GRAS list in 1958, 
cyclamates were restricted to use in special dietary 

foods, and had to be labeled “should be used only by 
persons who must restrict their intake of ordinary 
sweets.” 13 Abbott Laboratories desired to avoid the 
premarketing test responsibility in the case of cycla- 
mates, and whether intentionally or inadvertently the 
FDA indulged this desire by placing cyclamates on the 
GRAS list. Once on the list, cyclamates could be used 

in any foods, in any amount, and in many cases without 
the label warning. In addition, manufacturers began 
answering consumer inquiries about safety by citing the 
fact that cyclamates were generally recognized as safe 
by the FDA. The inclusion of cyclamates (then known 
as cyclohexyl sulfamate) on the GRAS list marked the 
beginning of their uncontrolled use in the food supply. 
GRAS list status for cyclamates eventually resulted 

in the consumption of this product by nearly 75 per 
cent of the families in America, often without any way 

of knowing they were taking in the chemical. Bacon 
and ham cured with cyclamates under Agriculture 
Department regulations required no label declaration. 
Children’s vitamins coated with cyclamates, an in- 
expensive way to improve their taste, circulated without 
notice to the consuming public. The FDA adopted food 
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standards for artificially sweetened canned fruit, jams, 
and jellies that allowed the use of cyclamates or sac- 
charin without any need to mention these ingredients 
on the label. All of this activity was the direct result 
of placing cyclamates on the Generally Recognized As 

Safe list. 
Once an item is on the GRAS list, as cyclamates 

were, it remains there, unreviewed, until questions are 

raised about its safety. Since 1958 there has been no 
systematic review of any of the items on the list. There 
is no individual or group within the FDA charged 
with the responsibility of monitoring either the kind of 
use or the amount of use that any substance may have— 
this in spite of the fact that the FDA officially recognizes 
that a change in use either of amount or kind of any 
substance on the GRAS list could be grounds for 
removing it from the list. The only way that challenges 
to the safety of GRAS substances come to the attention 
of the FDA is through what the agency’s staff read 
in newspapers and magazines, both professional and 
nonprofessional, and, even when these signs appear, 
it does not mean the FDA will take action. It is a hap- 
hazard system at best. Just as the FDA failed to review 

its own data on cyclamates before placing them on the 
GRAS list, it also failed to review the scientific criticism 

of cyclamates that mounted in almost direct proportion 
to the expansion of the cyclamates market. 

The FDA failed to review the listing of cyclamates 
after they underwent massive changes of use. It also 
failed to review all available data after the passage of 
the 1958 Food Additives Amendment to the Food, 

Drug, and Cosmetic Act, in which the so-called Delaney 
Clause (named after James Delaney, Democrat of New 
York, who sponsored it) deems unsafe any additive 
“found to induce cancer when ingested by man or 
animal.” 14 * After passage of this clause, establishing 
a particular Congressional concern, the FDA should 
have reviewed its data on all substances for any indica- 
tion that they might cause cancer. Such a review, 

* It was on the basis of the Delaney Clause that cyclamate was 
eventually removed from the GRAS list and from the market in 1969. 
Cyclamates caused cancer in the bladders of rats in a test commissioned 

by Abbott Laboratories in 1967 and completed in October, 1969. 
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conducted thoroughly and scientifically, would have 
raised enough serious doubts about cyclamates to make 
the FDA perform even more thorough studies on them 
and could have sped their removal from the market. 

But the FDA did not just fail to respond to legisla- 
tion; it actually overlooked or ignored scientific evi- 
dence indicating the dangers of cyclamates. Since 95 
per cent of all cyclamates ingested are passed out of 
the system within twenty-four hours of consumption, 
food and chemical industry scientists have argued that 
they must be safe. But “the fact that cyclamate has 
physiologic activity in addition to its sweetening 
effect” 15 raised early doubts about the safety of the 
substance. Then, in 1966, two Japanese scientists re- 
ported that cyclamates passing through the body of a 
man could create a different chemical called cyclo- 
hexylamine (CHA).!® Later tests showed that this oc- 
curred in about a third of the population. CHA is 
clearly a dangerous chemical. As early as 1958, long 
before the relationship between CHA and cyclamates 
was known, the FDA adopted a regulation that allowed 
a maximum of ten parts of CHA per one million parts 
of boiler feed water to be used in certain food-processing 
procedures. The use of CHA was so limited that water 
containing the chemical was not allowed to come into 
contact with milk or milk products.!7 In comparison, 
according to Dr. Jack Schubert, Professor of Radiation 

Chemistry at the University of Pittsburgh, in persons 
whose systems convert cyclamates into CHA, CHA is 
introduced directly into the system in amounts ranging 
from twenty to five hundred parts per one million, or 
even more. For example, one package of artificially 
sweetened Kool-Aid contained 28.5 per cent cyclamates, 
which convert to 3,200 parts per million of CHA ina 
significant portion of the population. In fact, one pack- 
age of presweetened Kool-Aid, often consumed directly 

from the package in powder form, contained cyclamates 
in excess of the daily intake levels recommended for 

children by the FDA itself. In some cases, the excess 
was as much as five hundred milligrams, or nearly 30 
per cent. Other dry beverage bases contained more than 
two and one-half times the cyclamates recommended 
by the FDA for the consumption of one child in one 
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day.'S It is important to note that the FDA intake 
recommendations were made before there was any 
official recognition of the ability of cyclamates to cause 
cancer in rats. It would seem that once the more serious 
effects of cyclamates were recognized, more stringent 
warnings would be issued. In fact, the reverse is true. 
The warning required on products currently containing 
cyclamates is less stringent than that proposed by the 
FDA in April, 1969. 

Once the relationship between ingested cyclamates 

and CHA was isolated, the evidence justifying doubts 
about cyclamates’ safety expressed by the National 
Academy of Sciences in 1954 began to become com- 
pelling, but still the FDA allowed cyclamates to remain 
on the GRAS list. On March 7, 1968, Dr. Jacqueline 
Verrett, an FDA biochemist, reported to a high-level 
FDA science seminar that she had discovered a firm 
relationship between cyclamates injected into chicken 
eggs and deformities of embryos taken from the eggs. 
The seminar was convened by Dr. William H. Sum- 
merson, then director of the FDA Bureau of Science, 

because, in his words, “The current [February, 1968] 

interest in the safety of artificial sweeteners and their 
use in foods and drugs necessitates a research effort 
that encompasses many disciplines which are in the 
Bureau of Science.” !9 In her 1968 year-end research 
summary to her supervisors, Dr. Verrett reported, “It 

has been found that calcium cyclamate, cyclohexylamine, 
and dicyclohexylamine are specific teratogens, having 

the ability to produce phocomelia and similar defects 
in the [chicken] embryos.” 7° On April 2, 1969, a supe- 
rior of Dr. Verrett’s, concerned about the FDA’s failure 

to consider Dr. Verrett’s results seriously, carried two 

deformed chicken embryos showing phocomelia (the 
thalidomide effect) to the Commissioner’s office. He 

failed to move the Commissioner, Herbert Ley, to 

action. Again in her 1969 mid-year report, Dr. Verrett 
informed her superiors of the continuing build-up of 
evidence against cyclamates, pointing out that “the 
teratogenic effects of these compounds were reported 

in the previous progress report.” 2! By “teratogenic” 

Dr. Verrett meant monstrous deformities in the chicks— 
deformities such as wings growing out of the wrong part 
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of the body, a leg rotated in the socket, and extreme 
curvature of the spine. In spite of Dr. Verrett’s re- 
search, cyclamates remained on the FDA Generally 
Regarded As Safe list, and Abbott Laboratories, the 

major manufacturer of cyclamates, continued to assure 

its buyers that “the American housewife need have no 
hesitancy about using artificial sweeteners in the prep- 
aration of foods and beverages.” 22 Dr. Verrett’s find- 
ings were and still are officially disregarded. Even seeing 
the deformed chick embryos did not impress Commis- 
sioner Ley. He claimed not to understand their signifi- 
cance.?3 

But more than Dr. Verrett’s findings were ignored 
by the FDA. On November 15, 1968, the reliable 

Medical World News reported that FDA cell biology 
research chief Dr. Marvin Legator had discovered that 
cyclohexylamine could “break a significant proportion 
of chromosomes in both in vitro and in vivo animal 
studies.” The magazine went on to report that the 
doses given to the rats were believed to be comparable 
to the amounts that humans who changed cyclamate to 
cyclohexylamine were then getting from regular food 
consumption. The story went on to quote a high-ranking 
FDA official as saying, “It’s a big one. This is poten- 
tially one of the biggest things we’ve had around here 
for a long time.’ Despite their importance, Dr. Lega- 
tor’s facts were not acted upon by the FDA. The 
reason is suggested in part by the fate of Dr. Legator’s 
effort to inform FDA Commissioner Ley of the im- 
portance he attached to a related discovery. On January 
24, 1969, Dr. Legator prepared a memo entitled “The 
Profound Importance of the Isolation of N-Hydroxyl- 
ated Cyclohexylamine in Human Prisoners Receiving 
Cyclamates.” In the memo the FDA scientist said, “Not 

all N-hydroxylated amines are carcinogenic and muta- 
genic, but a sufficient number are to cause serious con- 

cern.” He closed the memo stating, “The use of cycla- 
mates should be immediately curtailed, pending the 

outcome of additional studies.” 2* The memo was passed 
to Dr. Legator’s superior, Dr. Edwin L. Hove, who 

disagreed with the recommendation. Dr. Hove claims 
that he and his superiors decided that the memo should 
be rewritten. Without informing Dr. Legator, Dr. Banes 
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(to whom Dr. Legator’s memo was addressed), or Com- 

missioner Ley, a new memorandum was prepared and 
forwarded over Dr. Legator’s name with the same head- 
ing and date, using the original language, but omitting 
the strong recommendation against cyclamate use. This 
deceptive action obscured the “profound importance” of 
the discovery Dr. Legator wished to communicate to the 
office of FDA Commissioner Ley. °* 

The dramatic findings of Drs. Legator and Verrett 
were not the only evidence implicating cyclamates 
which the FDA ignored. At least ten other danger 
signals, all of which FDA researchers had brought to 
the Commissioner’s attention by December 12, 1968, 
brought no action. It seems likely that regular use of 
cyclamates might disrupt the effects of anticoagulants 
in humans, perhaps through inhibiting vitamin K ef- 
fectiveness, an effect that could cause bleeding problems. 
Tests show unexplained effects on the liver. Cyclamates 
affect the intestinal tract, causing softening of the stool. 
Cyclamate use causes a change in the way the body 
absorbs certain drugs, by, for example, affecting the 
way substances bind themselves to plasma, probably 

altering the effectiveness of the drug. Cyclamate ab- 
sorption into the body is increased by the consumption 
of caffeine, fats, and citric acid, and cyclamates are 
distributed through breast milk and across the placenta. 
Each of these effects is cause for detailed scrutiny. 

It appears that a significant portion of food-grade cyc- 
lamates contains the dangerous and untested chemical 

cyclohexylamine (CHA) so that even that portion of 
the population that does not convert cyclamates to 

CHA is likely to be exposed to CHA if they consume 

foods containing cyclamates. Controlled tests on mam- 
mals indicate that CHA affects the reproductive system, 
causing, for example, some loss of fetuses (fetus re- 
sorption) in pigs. There has been only a very limited 
number of really effective long-term feeding studies 
with adequate numbers of animals, so it is difficult to 
assess how likely it is that cyclamates or CHA will 
cause cancer. A final argument against the continued 
use of cyclamates in place of sugar as a sweetener is 
the fact that they have limited effectiveness for weight 
control even under controlled dietary conditions. Tests 
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on both humans and rats that compared the effects 
of sugar and cyclamates on body weight showed no 
significant advantage to cyclamate use. All of these 
facts were presented to FDA Commissioner Herbert 
Ley in a detailed memorandum from Dr. John J. 
Schrogie and Dr. Herman F. Kraybill, of the FDA’s 
bureaus of medicine and science respectively, on De- 
cember 12, 1968..0n December: 13, 11968; Di Ley 

issued a press release that, although it said, “Totally 
unrestricted use of the cyclamates (commonly used 
as artificial sweeteners) is not warranted at this time,”’ 

generally implied that there was little in the then wide- 

spread general use of cyclamates to be concerned about. 
On the day of this announcement one FDA laboratory 
assistant said, “It makes you wonder about the agency. 
It all seems like politics, not science.” 

Dr. Ley’s conclusions about the safety of cyclamate 
use were based on the 1968 report of the National 
Academy of Sciences committee studying cyclamates. 
Drs. Schrogie and Kraybill, the Commissioner’s own 
experts, reviewed that report when it came out and 
said: 

This report of the Food Protection Committee represents a 
largely uncritical review of the available material. Conclu- 
sions of studies are included without proper regard for the 
quality of methodology originally used. Studies lacking ade- 
quate statistical design are given equal weight with sounder 
studies; many clinical and epidemiological studies yielding 
questionable conclusions are given uncritical acceptance. 
Because such conclusions are included, possibly erroneous 

results gain added stature and interpretive errors are per- 
petuated. 

It is not our intention to direct attention solely to reports 

of potentially toxic effects. The quality of studies is often 
mediocre on both sides of the issue. Although questions of 
safety have been raised, they have not as yet been resolved 

satisfactorily in either direction. 
This Report, in general, suggests a level of knowledge on 

many aspects of this topic which simply does not exist. It 
should have pointed more critically to the current deficiencies 
in information as a basis for further action.”° 

In December, 1968, acting: on this uncritical report 
based on incomplete knowledge and in spite of serious 
significant doubts, Commissioner Ley moved to retain 
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cyclamates on the FDA Generally Recognized As Safe 

list. In taking that action, the Commissioner had to 

ignore major questions about cyclamate safety raised 

by Drs. Schrogie, Kraybill, Legator, and Verrett of 

his own staff and supported by a significant amount of 

scientific study both inside and outside the FDA. 
When HEW Secretary Robert H. Finch finally re- 

moved cyclamates from the GRAS list and the market, 
he too did not mention the doubts contained in fifteen 
years of scientific writing about the chemical. He 
misled and confused the American public. He did 

not warn that scientific knowledge about chemical 
hazards is severely limited. He did not try to explain 
that the law requires a food additive to be established 
as safe before it is used and that the manufacturer of 
cyclamates had failed to meet this responsibility. Instead 
he chose to dismiss all but one narrow study suggesting 
a connection between rat cancer and cyclamates. Rather 

than clearly asserting his authority, the Secretary backed 
into an apologetic enforcement of one particular codicil 
of the law, saying, “I have acted under the provisions 
of law because . . . I am required to do so.” 276 The 
Secretary’s press conference and his subsequent actions 
suggest that he misunderstands the 1958 Food Additives 
Amendment and the hazards it was meant to control. 
He seemed to consider it unimportant that an additive 
be proven safe before it was cleared for use in food, 
and he appeared willing to permit modification of the 
law to allow distribution in food of elements that had 
not been proven safe. He spoke of the growing scien- 
tific concern about the increasing number of chemicals 
that individuals come in contact with as if it were 
insignificant. He treated as unnecessary the protection 
of every scientist’s right to communicate his findings 
to his fellow scientists and the general public. 

There is bound to be heated debate when the safety 
of a chemical as widely used as cyclamates is brought 
into question. The food industry has a tremendous 
economic investment in the continued use of the sub- 
stance. To protect this investment, it can argue that no 
ill effects have yet been observed in human beings. But 
the question is: when a food additive presents a pos- 
sible risk, shall it be allowed in the food supply until 
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proven unsafe, or shall it be excluded from the food 
supply until proven safe? In other words, shall the 
safety of a food additive be tested in human beings 
or in rats? In the case of cyclamates, the position of 
the FDA has amounted to a belief that the testing 
should be done on people. If the food industry can 
use a questionable additive until it is conclusively 
proven to be unsafe, people will be injured. The pre- 
testing provisions of the food additive law are designed 
to avoid this kind of injury, but the FDA has failed 
to protect the public against such injury, and now 
Secretary Finch has chosen to minimize the serious 
danger presented by the FDA’s policy. 

The purpose of the Food Additives Amendment of 
1958 is clearly spelled out in the committee report on 
the bill. “The purpose of the legislation is to protect 
the health of consumers by requiring manufacturers 
of food additives and food processors to pre-test any 
potentially unsafe substances which are to be added to 
food.” ?* The grave doubts that have been raised about 
cyclamates clearly bring them within the reach of this 
purpose as a “potentially unsafe substance.” The law 
itself is explicit about how such a substance must (a 
requirement of law) be treated by the Secretary of 
Health, Education, and Welfare. It shall only be 
placed in the food supply in accordance with a regu- 
lation and “no such regulation shall issue if a fair 
evaluation of the data before the Secretary fails to 
establish that the proposed use of the food additive .. . 
will be safe.” 25 The Secretary has dismissed the ma- 
jority of the data suggesting danger in cyclamates.~® 
But even the evidence that he acknowledges, a test 
commissioned by Abbott Laboratories showing a sig- 
nificant number of bladder cancer tumors in rats fed 
cyclamates, cannot be said to establish the safety of 

cyclamates—dquite the contrary. Therefore, if the law 
is to be applied, cyclamates must not be allowed as an 

additive to any food. 
But this basic authority was not what Secretary Finch 

invoked in removing cyclamates from the market. He 
relied instead on what he called “the so-called Delaney 

Amendment, enacted eleven years ago, which states 
that any food additive must be removed from the 
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market if it has been shown to cause cancer when fed 
to humans or animals.” °° By this and subsequent 
statements, the Secretary and his advisers imply that 
but for the ‘so-called Delaney Amendment,” cycla- 
mates could legally remain on the market. Thus Sec- 
retary Finch has chosen to minimize the basic concept 
of the food additive law that only items proven safe 

can be allowed in the food supply. There was no need 
to rely on the Delaney Clause in moving against cyc- 
lamates: doing so put his action on the slenderest 
available legal base. As a result, the decision has been 
easily eroded by special interests and does not serve 
as the strong precedent against future industry chal- 
lenges and interpretations that it should. 

The Secretary had only to decide that enough scien- 
tific evidence had been raised to refute FDA’s contention 
that cyclamates were generally recognized as safe. 
Following such a determination, the burden of proving 
safety, according to the law, rests with the manufac- 
turers of cyclamate: they would have had to prepare 
a food additive petition alleging safety, which would 
then have been evaluated by FDA scientists. But sixty- 
four years of supposed regulation of the food supply 
by the Food and Drug Administration have shown 
that when the law allows administrative discretion, 

industry, not the consumer, benefits. Instead of invoking 
his discretionary power against cyclamates, Secretary 
Finch waited until the law forced him to act. Even then 
he criticized the Delaney Clause under which he was 
acting: “But who’s to say that using Fresca or some 
other diet drink .. . isn’t better for you than the 
problems of overweight or diabetes?” 31 No more elo- 
quent argument for the retention and expansion of the 
Delaney Clause can be made than the assertion that 
without it the unrestricted use of cyclamates in food- 
stuffs, a use opposed by the National Academy of 
Sciences for fifteen years, would be continuing un- 
inhibited today. What is needed to provide effective 
consumer protection is stronger laws—patterned after 
the Delaney Amendment—which do not allow adminis- 
trative discretion. 

On November 14, one month after the cyclamate ban 
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was announced, HEW decided that the ban on cycla- 
mates in packaged foods (as opposed to beverages) 
would go into effect on September 1, 1970, rather than 

February 1, as originally announced. The delay allowed 
owners of foods already canned to cut their losses, which 
would have been close to $100 million. A week later, 

on November 20, Secretary Finch announced that “cyc- 
lamates will be restricted essentially to use in foods, 
[i.e., not beverages] and as a sugar substitute produced 
in tablet or liquid form.” *? There would, he promised, 
be a requirement that “food products and concentrates 
containing cyclamates be drug-labeled to show the cycla- 
mate content in an average serving” and allowing them 
to be “sold on a non-prescription basis.” 33 This an- 
nouncement signaled a retreat not only from the original 
October 18, 1969, ban but from even the less dramatic 

position of caution adopted by the FDA in April, 1969. 
At that time the FDA proposed that labels be required 
to declare the amount of cyclamates in the product, to 
warn of possible hazards, and to recommend a maximum 
daily intake level. In order to be at all effective, any 
cyclamate labeling must indicate the levels at which in- 
gestion of cyclamates might become dangerous. The 
idea of such a warning is, of course, offensive to the 
food industry because it might cut into profits. The 
requirement for a warning never went into effect. Sec- 
retary Finch’s announcement softening the FDA’s posi- 
tion after dramatic evidence of hazard became known 

is at best cynically irresponsible. Giant advertising cam- 
paigns were conducted within the food industry, pro- 
claiming “the government has changed its mind on 
cyclamates.” NBC News pointed out that for all intents 
and purposes “they [foods containing cyclamates] will be 
available to anyone not frightened away by the warning 
label.” Dr. Frederick Stare, syndicated columnist and 
head of the department of nutrition at Harvard, said 
in one column that foods containing cyclamates would 
be readily available for those people who were diabetic 
or who desired to lose weight. On the day it was an- 
nounced the retreat was underlined by Surgeon General 
Dr. Jesse Steinfeld’s revelation that FDA tests using 
one-sixth the amount of cyclamates as that in the orig- 
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inal tests for one-sixth the period of time had also re- 
sulted in a significant incidence of bladder cancer—this 
time in a different strain of rats.34 

Secretary Finch has publicly identified the usefulness 
of cyclamates for diabetics and in control of weight as 
important benefits to be weighed against the dangers 
of cyclamates. In fact, the FDA told the National 
Academy of Sciences and the general public that “none 
of the few controlled studies reported to date have es- 
tablished a useful role for nonnutritive sweeteners as 
weight-reducing aids except under the most carefully 
controlled conditions.” #5 In one controlled study carried 
out by the Harvard School of Public Health and the 
Peter Bent Brigham Hospital, involving 247 obese in- 
dividuals and 100 diabetic persons, no significant differ- 
ence was apparent when the weight loss of users and 
nonusers of low-calorie diet foods was compared.*® In 
well-controlled animal experiments male rats fed cycla- 
mates in amounts equivalent to that normally consumed 
by man actually gained weight.“ More significant in 
light of HEW’s decision to allow the use of foods con- 

taining cyclamates if labeled for diabetics is the fact 
that diabetics appear to have six to ten times the normal 
number of grossly deformed offspring, one of the kinds 
of harm related to cyclamates by laboratory studies.?8 
In minimizing its legal authority and ignoring significant 
scientific evidence, HEW leaders have shown the same 

insensitivity as the FDA toward growing scientific con- 
cern about the potential destructiveness of the chemical 
environment. 

When they banned cyclamates Secretary Finch, Com- 
missioner Ley, and other HEW officials took this op- 
portunity to minimize instead of highlight the potential 
danger of the chemical. Dr. Jesse Steinfeld, speaking for 
Secretary Finch at the October 18, 1969, press confer- 

ence said, “We have no indication that human bladder 

cancer from whatever cause is increasing to any signifi- 
cant degree. Our data to this effect are obtained from 
studies underway for at least two decades in the state 
of Connecticut. It is the only good source known to us 
for such data, and it was brought up to date two days 
ago by what we have obtained in the way of data up to 
now.” 39 
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Ten days after the press conference an HEW official, 
Dr. Joseph A. Lieberman, stated in an internal HEW 

memorandum calling for further study of the possible 
hazards related to cyclamates, “Dr. Steinfeld refers to 
data from the Connecticut cancer registry that indicates 
no significant increase in human bladder cancer has 
occurred over the past 20 years. Retrospective registry 
data on a single type of cancer in one state might not 
at this point in time provide a sufficiently sensitive index 
on the carcinogenic effect of a chemical agent if a latent 
period of 10—20 years is operable, such as is the case 
for other amine bladder turmorigens in man. Cyclamates 
have come into wide-scale dietary use only in the past 
ten years. Therefore, sufficient time probably has not 
elapsed for any significant increase in humans to be 
manifested.” #9 On October 30 Dr. Steinfeld learned 
from scientists at the National Institute of Cancer that 
in fact the Connecticut registry data showed that be- 
tween 1945 and 1965 the incidence of bladder cancer 
in that state doubled. Of course, this rise in bladder 

cancer cannot be traced to cyclamates for the reasons 
cited by Dr. Lieberman, but it certainly contradicts the 
figures cited twelve days earlier by Dr. Steinfeld. 
HEW, again following the lead of the FDA, dismissed 

as insignificant data showing chromosome breakage and 
embryo deformity in laboratory tests with animals given 
doses of cyclamates. When the decision to take cycla- 
mates off the market was announced, Dr. Steinfeld ex- 

plained, “The decisions being announced here today 
are based on bladder tumors obtained from feeding 
massive doses of cyclamate throughout the life span of 
rats. It has nothing to do with previous studies of the 
effect of cyclamates on chick embryos or on studies of 
rat chromosomes in tissue culture or rat chromosome 
studies in vivo experiments to that time.” 4! The studies 
referred to were those of FDA scientists Legator and 
Verrett, which together received wide publicity leading 
to an October convening of the National Academy of 
Sciences Committee on Non-nutritive Sweeteners. In 
the FDA presentation to that committee, Dr. Verrett 
reported that when very small doses (.5 parts per mil- 
lion) of calcium cyclamate were injected into fertile 
eggs, 13 per cent of the chick embryos from those eggs 
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were grossly (i.e., visibly) deformed. The same test 
using cyclohexylamine at the extremely low level of 
.0S parts per million produced 25 per cent deformities.*” 
At some higher but not excessive levels, Dr. Verrett’s 
experiments produced teratogenic deformities at a rate 
approaching 100 per cent. In fact, both cyclamates and 
cyclohexylamine produced more chick embryo deform- 
ities than thalidomide did when it was applied in the 
same tests. When taken by pregnant women, thalidomide 
caused gross (teratogenic) deformities—including lack 
of arms, legs, or fingers, and inoperative limb joints—in 
over ten thousand European babies. 

The NAS Committee on Non-nutritive Sweeteners 
received as an official submission from Dr. Legator data 
suggesting that cyclamates might cause genetic damage. 
Dr. G. B. West, identified by Medical World News as a 
“prominent British government investigator” from the 
British Industrial Biological Research Association, was 
impressed by Legator’s findings. Dr. West explained 
that ‘any effect on chromosomes is a major item, and 
the low-dose discoveries of the FDA study are right 
in the danger zone. These findings should be borne in 
mind by everybody researching cyclamate.” 4? (The 
dose level was ten milligrams per kilogram of body 
weight, which was one-fifth of that recommended as 
a safe daily intake level by FDA in its December 13, 
1968, warnings on cyclamate consumption.) Interest- 
ingly enough, the NAS committee failed to take notice 
of the Legator data even though the committee’s chair- 
man had been unofficially provided a copy shortly after 
the information was presented to a seminar of 150 
cytogeneticists and biologists run by Oak Ridge Na- 
tional Laboratory at Gatlinburg, Tennessee, in the 
middle of October, 1968. Dr. Julius Coon, chairman of 

the committee, explained that his group’s policy was 
“to evaluate only material that is in the published litera- 
ture or has come to it through official channels.” 44 
Apparently, the FDA did not think enough of Legator’s 
data or its implications for the health of the American 
people to allow it to be evaluated by the NAS com- 
mittee until 1969, one year after it had first been made 
public. That was the last official action that the FDA 
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took on Legator’s or Verrett’s data in spite of the fact 
that Dr. Lieberman singled them out in his memorandum. 

Specifically, he said the Verrett-Legator data strongly 
suggested that cyclamates might cause mutations, terato- 
genic deformities, or cancer, and that in this regard 
cyclamates were an example of a potential chemical 
hazard causing increasing concern among scientists. Dr. 
Lieberman suggested that the FDA undertake studies 
to determine if cyclamates already consumed had had 
any observable negative effects in humans. Another 
HEW scientist, Dr. Umberto Saffioti, recommended that 

persons who had consumed great quantities of cycla- 
mates should seek periodic clinical examinations to de- 
tect possible developing bladder cancers. But Saffiti 
elicited no more response from the FDA than Lieberman 
had. 

A great deal of evidence suggests that cyclamates are 
hazardous. By ignoring most of it and minimizing the 
rest, Secretary Finch and Commissioner Ley allowed 
an atmosphere of dangerous confusion to prevail. The 
room for a justified difference of opinion on cyclamates 
could have been considerably narrowed if the entire 
story had been accurately told by the Commissioner 
and the Secretary. In fact, “in England, private-label 
foods containing the artificial sweetener cyclamate have 

been (voluntarily) banned from the shelves of at least 

27 department stores and 270 supermarkets” since late 
1968, Medical World News reported.4° American gro- 

cers have been uncertain how to deal with the remaining 
products containing cyclamates. 

More distressing than the confusion of grocers, how- 
ever, is the confusion of doctors and scientists. On 

November 18, 1969, an advisory committee reported to 
Secretary Finch that the medical benefits of cyclamates 
(to diabetics and to patients to whom weight control 
is essential) outweighed the hazards of the chemical. 
Although this report significantly eroded the decision 
to ban cyclamates, neither the recommendations nor the 
method used to arrive at them can be justified. None 
of the researchers critical of cyclamates were on the 
committee or consulted by it. There was no evidence 
presented showing that cyclamates could be useful in 
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either diabetes or weight management. Some evidence 
to the contrary exists and apparently was not con- 
sidered. 

Surgeon General Steinfeld has continued to participate 
in misleading the public and the scientific community. 
In the February 20, 1970, issue of Science, Dr. Stein- 
feld, along with former FDA Commissioner Dr. Ley, 
representatives of Abbott Laboratories, and an inde- 

pendent research laboratory that does testing for Abbott, 
repeated without variance a version of the cyclamate ban 
that was scientifically misleading and legally inaccurate. 
Although Dr. Steinfeld knew of and had publicly ex- 
plained the results of FDA tests showing bladder cancer 
in rats at relatively low dosage and in a second strain 
of rats, he did not mention this study in the Science 
article. Instead, he signed a report of the high-dosage 
studies originally done, leaving the impression that there 
was little evidence to implicate cyclamates as dangerous. 
Legally he repeated the inaccurate contention that the 
FDA was forced to remove cyclamates from the market 
only because of the Delaney Clause. Even if there were 
no prohibition against substances that cause cancer in 
animals, cyclamates would have to be removed from 
the GRAS list and from the market under the remaining 
requirements of the law. Distortion of the law and of 
reported test results on cyclamates by government and 
industry spokesmen writing and speaking in concert 
is a most dangerous practice. By directing cyclamates 
to the diabetic population, the Surgeon General and 
the advisory committee might subject diabetics to cer- 
tain serious hazards. Assistant Surgeon General Arthur 
S. Wolff, in a memo drafted “for the record” three days 
before the dramatic and unexpected cyclamates ban, 
pointed out that the “diabetic state itself appears to be 
etiologically associated with a higher prevalence of 
congenital defects as well as still births and neonatal 
mortality.” In short, the diabetic appears to be par- 
ticularly sensitive to the very kinds of hazard suggested 
by research to be related to cyclamates.*6 

Scientists at Albany Medical Callege, who have been 
conducting tests on cyclamates, insisted that their con- 
tracts for human feeding tests of cyclamates not be 
stopped. It was their intention to feed large doses of 
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cyclamates, even more than the liberal safety levels 
recommended by the FDA, to prisoners at the New 
.York State Penitentiary, in spite of the scientific evi- 
dence of hazard and in spite of vigorous opposition from 
FDA scientists. Commissioner Ley thought he was bound 
by the testing contract to allow the research on humans 
to continue and to expand. Dr. Leo Friedman, head of 
the FDA pharmacology branch, commenting on these 
tests, illustrated how bad decisions multiply. He said 
it was not necessarily immoral to feed cyclamates to 
prisoners at the Dannemora State Penitentiary in New 
York because “after all, we’re now committing physi- 
cians to making this decision every time they advise 
patients to use cyclamates.” 47 Since physicians are 
being allowed to give cyclamates to patients, it is all 
right to give the chemical in large doses to prisoners. 
This argument was not persuasive and the tests on 
prisoners were halted as “immoral” and “unjustified 
experimentation.” 

Each of the scientific problems raised by the FDA 
research on cyclamates is part of a broader problem 
first brought to the attention of the agency in a 1963 
speech by Nobel Prize-winning scientist, Dr. Hermann 
Muller. He said, ““Today we human beings are exposed 
to a great number of substances not encountered by 
cur ancestors, to which we therefore have not been 

specifically adapted by natural selection. Among those 
substances are food additives, drugs, narcotics, anti- 

biotics, cosmetics, contraceptives, air pollutants, and 
water pollutants.” 48 Dr. Muller was afraid these could 
cause chromosome breaks, leading to mutations, birth 
deformities, and cancer. Secretary Finch and Commis- 
sioner Ley ignored this possibility when they dismissed 
the work of their own scientists. Finch actually criticized 
FDA scientists for speaking out of turn. The following 
lines were exchanged at a press conference on Oc- 

tober 18: 

QUESTION: Mr. Secretary, could you tell us if you are satisfied 
with the Food and Drug Administration’s handling of this 

cyclamate issue? 
SECRETARY FINCH: By and large, yes. | was unhappy and 
expressed my unhappiness about the subject doctor [sic] in 
the Food and Drug Administration who chose in the case of 
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the eggs to go directly to the media without having consulted 
with their superior and with the office. That is not a pro- 
cedure I approve and certainly they did not act in a very 
ethical way. 
DR. STEINFELD: These experiments must be communicated, 
but the problem is that people to whom they should be com- 
municated are other scientists working in the field who do 
have the ability to interpret them and relate them to other 
ongoing research. 

I think it unfortunate to publish them in general media 
along with interpretations which at this moment certainly are 

far from justified.*® 

The unjustified interpretation referred to was given by 
FDA scientist Dr. Jacqueline Verrett on a Washington, 
D.C., television station on October 1, 1969: 

ANNOUNCER: FDA scientists are reluctant to offer their 

opinions on sensitive matters, but Dr. Verrett was asked what 
her experiments should mean to women who are pregnant. 
DR. VERRETT: It would seem that at least here, an effect on 

reproduction has been demonstrated. It’s only in the chicken 
embryo. However, I think the prudent thing is to avoid any- 
thing which is unnecessary and which is not given under 
medical supervision perhaps, until further information has 
been gained.°° 

This televised interview began the chain of events that 
culminated in the banning of cyclamates. To dismiss 
its conclusion as unjustified and call Dr. Verrett un- 
ethical for raising her doubts in public is to demonstrate 
an insensitivity to the need for the responsible presenta- 
tion of scientific information to the general public, who 
are, after all, the potential or actual victims of any in- 
dustry negligence or venality. Dr. Verrett’s conclusion 
was no more dramatic than those of other doctors and 
scientists. Dr. Claire Dick, an Abbott Laboratories cy- 
togeneticist, appeared as a representative of that com- 
pany on KDKA-TV in Pittsburgh, September 4, 1969, 
nearly one month before the Verrett presentation in 
Washington. Interviewer Maria Torre asked Dr. Dick, 
“Do you use cyclamates, doctor?” 

DR. DICK: Yes, I do. 
TORRE: If you were pregnant, would you use them? 

DR. DICK: Well, pregnancy is another matter because the 
National Foundation suggest, and I would agree with this, 
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that no pregnant woman should consume any kind of chemi- 
cals unless she’s advised to by her doctor.°4 

Dr. Verrett’s warning was not only justified, it was 
generally concurred with by the scientific and medical 
community. Dr. Verrett did not, as Secretary Finch 
alleged, “go directly to the media.” In fact, Paul Fried- 

man of NBC News in Washington approached her on 
September 29, 1969. Dr. Verrett did not proceed, as 

the Secretary alleges, “without having consulted with 
her superiors.” Actually, she immediately informed the 
press office of FDA, which in turn informed Deputy 
Commissioner Winton Rankin, who was acting as Com- 
missioner while Dr. Ley was out of town. Mr. Rankin 
approved the interview. His only comment about it 
subsequently was that he did not know that the chick 
deformities caused by cyclamates would be related to 
similar deformities caused by thalidomide. The com- 
ment illustrates his misunderstanding of the problem, 
not his failure to be consulted on the proposed inter- 
view. If Dr. Verrett’s conclusion was a generally ac- 
cepted health warning and her procedure proper, it 
was irresponsible to say she acted unethically. In fact, 
any other action on her part, which could have resulted 
in withholding a serious health warning from the public, 
would have been a transgression of her profession’s 
ethical standards. 

Though Dr. Legator was not directly referred to dur- 
ing the October 18 press conference, Secretary Finch 
and Dr. Steinfeld indirectly criticized his wide publicity 
in the popular press. The Washington Post (November 
17, 1968), Newsweek (September 29, 1969), and a 

number of other publications have presented popular 
versions of Dr. Legator’s discovery that cyclamates break 
the chromosomes of rats—an effect that could cause 
cancer. Dr. Steinfeld’s belief that scientific studies done 
by government researchers “should be communicated 
[only to] other scientists working in the field” would 

seem to apply to Dr. Legator as well as Dr. Verrett. 
But Dr. Legator’s experience within the FDA should 
be an instructive warning to both HEW and the general 

public. 
He presented the findings of his study in a technical 

paper to a technical scientific gathering—the Seventh 
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Conference on Mammalian Cytology and Somatic Cell 

Genetics—in October, 1968. His findings were passed 

over (because he had not officially and directly sub- 

mitted them) by the National Academy of Sciences 
Committee on Non-nutritive Sweeteners a month later. 
In January Legator’s recommendation to Commissioner 

Ley that cyclamates be removed from the market at 
once was excised from his memo without Legator’s—or 

the Commissioner’s—knowledge. Dr. Legator then pre- 
pared his findings for publication, and they appeared 

in Science magazine on September 21, 1969. In spite 
of the fact that Dr. Legator’s information had not been 
considered by the NAS-NRC committee on cyclamates 
in November, 1968, and in spite of its acknowledged 

importance, it was not until eleven months later, after 
the public had been alerted to the potential dangers of 
the chemical, that the FDA prevailed on the NAS-NRC 
to consider it officially. In the meantime, Dr. Verrett’s 
findings, first officially reported to her FDA superiors 
in March, 1968, were also being officially ignored by 
the agency. When the unexpected call from NBC-TV 
came to Dr. Verrett’s office in September, 1969, ethics, 

against the background of official lack of interest, left 
little room for the scientist but to seek permission, which 
she did, to tell her story publicly. 

The dangers of cyclamates and the way they were 
obscured by the FDA and Secretary Finch should serve 
as a warning to the public. It should now be common 
knowledge that it is possible for the Food and Drug 
Administration to call a potentially hazardous substance 
safe. The cyclamates case establishes the fact that the 
FDA has been less than diligent in applying the food 
protection laws. It should now be clear that uncritical 
reliance on the pronouncements of professional scien- 
tists cannot be substituted for enlightened public inquiry 
into serious health-related food problems—particularly 
when the FDA distorts or withholds altogether scientific 
reports. That Secretary Finch has chosen to relax the 
ban on cyclamates, saying that “cyclamates will be re- 
stricted essentially to use in foods” (i.e., not in bev- 

erages), should cause grave doubts about both HEW’s 
ability to apply scientific evidence and the procedures 
the agency uses to set policy. Unfortunately, the treat- 
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ment of cyclamates is not an exception; it is a repre- 
sentative case study of how the FDA fails to provide 
the kind of protection for the food supply which the 
American consumer expects and often thinks he is 
getting. 

The dramatic removal of cyclamates from the mar- 
ketplace was necessary because the FDA failed to do 
its job. It did not heed the frequent early warnings 
against the general use of cyclamates made by the sci- 
entific community. It did not periodically and systemat- 
ically review the safety of substances on its GRAS list. 
It dismissed or distorted the warnings of its own scien- 
tists. Secretary Finch compounded these failures by 
ignoring the accumulated doubts about cyclamates and 
minimizing the importance of removing the chemical 
from the market rapidly. He did not connect this re- 
moval with the legal requirement that all chemicals 
must be proved safe before being added to food. He 
never mentioned evidence that birth defects and genetic 

damage that were related to cyclamates in tests on 
laboratory animals are a more serious danger than 
cancer. And he denied the importance of free scientific 
inquiry, expression, and interchange between scientists 
and the public. In spite of this negative stance on the 
part of the man most responsible for regulating what 
the food industry puts into the American food supply, 
Louis Harris reported that 50 per cent of the American 
people supported the ban. Given clear-cut information 
and responsible leadership by individuals in government 
and industry, public support for the action would doubt- 
less have been far stronger. By attempting to avoid, then 
delaying and finally distorting the ban on cyclamates, 
the FDA and Secretary Finch undermined confidence 
in the American food supply and left the impression 
that neither government nor industry is primarily con- 
cerned with protecting the public interest. 

The impression is quite accurate. The cyclamates de- 
cision must be viewed as the beginning, not the end, of 
public concern about chemicals in the food supply. 
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“The Food and Drug Administration is 
charged by Congress with an onerous 

responsibility—that of protecting this 
Nation’s health. Instead of shouldering 

this heavy responsibility, 
we find the agency engaged 

in bizarre and juvenile games 
of cops and robbers.” 

—Senator Edward Long 

The FDA has often responded to major health problems 
such as the propriety of using cyclamates in the food 
supply with lethargy, but, when faced with the relatively 
minor transgressions of individuals it particularly dis- 
likes, the agency has managed to exhibit a frightening 
vigor. Take the case of Dr. Wilhelm Reich, the well 
known avant-garde psychoanalyst. 

Dr. Reich became known in this country during the 
1940’s for his unique set of theories on the nature of 
sexuality. Reich was already famous as the author of the 
generally recognized psychiatric classic, Character Analy- 

sis, which set the framework for his theories on sex, and 
as the man who had first described the function of the 
orgasm. By 1947 his ideas had become faddishly fashion- 
able, and a number of so-called Reichian groups (which 
greatly distorted and vulgarized the psychiatrist’s theo- 
ries) were establishing communities, particularly in Cali- 
fornia. In May, 1947, The New Republic reported on the 
developing Reichian movement, criticizing Reich for his 

apparent claim that he had found a way to cure cancer 
and for developing and selling devices (orgone accumu- 
lators, orgone blankets, and orgone boxes) that he 
claimed could improve personal health. It was at this 
point and in response to The New Republic article that 
the FDA first became.officially interested in Reich. 

For the next thirteen years the FDA conducted a 



Enforcement Sl 

vicious campaign to discredit him and his ideas, distort- 
ing facts in its possession to achieve that goal. The agency 

_ fundamentally misstated the results of a State Depart- 
ment background check on Reich, conducted at the 
FDA’s request. The State Department reported in June, 
1952, that the author of a rumor that Dr. Reich had not 

received a medical degree had officially retracted it, that 
Dr. Reich had in fact received a medical degree in 
Vienna, and that he had worked with Sigmund Freud, 
becoming senior analyst at Freud’s Berlin Institute.! Six- 
teen months after this State Department memorandum 
was filed, John Harvey of the FDA summarized the FDA 
argument against Reich for government attorneys pre- 

paring to prosecute the psychiatrist, saying that ‘“Al- 
though he [Reich] lays claim to having graduated some 
thirty years ago from the University of Vienna Medical 
School with an M.D. degree, we have not been able to 
confirm this and the opinion has been expressed in sci- 
entific circles in Norway that the character of his medi- 
cal education is to be questioned.” The Harvey memo- 
randum even referred directly to the State Department 
investigation which it so grossly distorted. Harvey also 
slurred Dr. Reich’s character by referring to Ilse Ollen- 
dorff as the woman he lived with.” Ilse Ollendorff was in 
fact the doctor’s wife. 

In this frame of mind, the FDA finally went to court. 
There is little doubt that the use and sale of the orgone 
devices (which by best estimates brought in approxi- 
mately $100,000 of income over the fifteen years of 
their use) raised serious legal questions under the Food, 

Drug, and Cosmetic Act, but the FDA was after much 

more than the devices. Under the act, Reich’s books could 

be legally construed as descriptive labels or direction for 
the use of the devices. Because of this, the FDA obtained 

a court injunction that barred the orgone devices from 
interstate commerce, prohibited the sale of ten different 
works written by Reich (including the classic, Character 
Analysis), and decreed the “destruction of all docu- 

ments, bulletins, pamphlets, journals and booklets” of 
Reich’s research foundation.? In accordance with the 
third part of this injunction, an FDA inspector called 
on Reich in July, 1956, and proceeded to enforce the 

order by burning Wilhelm Reich’s books. “During the 
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burning of the books Dr. Reich found himself just about 
to throw some of the literature on the fire,” noted the 

FDA inspector in his office memo recording the event. 
“He stopped short and remarked, ‘I promised myself 
that I would have nothing to do with the burning of this 
literature.’ Dr. Reich was very friendly, and the conver- 
sation was pleasant during my visit. He also stated that 
his books had been burnt in Germany, and he did not 
think it would ever happen again, but here they were 
being burned once again.” + 

For refusing to obey certain parts of the injunction, 
Reich was sent to the Federal penitentiary at Lewisburg, 
Pennsylvania, where he died seventeen months later. As 
late as 1960 agents of the FDA were still seeking out 
and burning various Reich publications owned by his 
heirs. Altogether, the FDA spent thirteen years on the 

case. 
Was this a proper use of Federal regulatory authority? 

The American Civil Liberties Union described the 
court injunction upon which the FDA acted as “a 
serious challenge to the freedom of scientific inquiry 
and to the freedom of the press, principles of free 
thought on which our democratic government is 
based.” > The FDA’s campaign against the sale of Reich’s 
books as well as the burning of his papers and pam- 
phlets was a grievous misuse of its power, regardless of 
the merits of Reich’s writings. The FDA is charged with 
protecting the nation’s health through regulating its food 
and drug supply, not with suppressing opinions it finds 
offensive. It is an irony that in the case of Wilhelm Reich 
much of the work that the FDA wished to suppress was 
highly thought of by members of the psychoanalytic pro- 
fession, and that the FDA knew this to be the case before 

the prosecution of Reich was launched. The State De- 
partment document filed four years before the action had 
said, “It is of interest that all but one of the psychia- 
trists [in Norway] consulted for information about Dr. 

Reich spoke of his psychiatric work with the greatest 
respect while without exception denying the validity of 
his biological work.’ ® 

It is a further irony that the Food and Drug Law, 
through the FDA’s enforcement policy, tends to catch 

not those guilty of fraud, but those who sincerely believe 
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in their theories and works. Unlike cynical shakedown 
artists, the true believer is reluctant to admit his error 

_in return for a suspended sentence. If Dr. Reich had 
been willing to admit that his orgone devices were use- 
less and to cease selling them, he would have escaped 
all further harassment, including the burning of his 
papers and the suppression of his books. Thus the FDA 
policy has resulted in the reversal of one of the ancient 
tenets of law, that evil intentions are an important part 
of the crime of fraud. 

In 1965 Senator Edward Long of Missouri con- 
ducted hearings which, according to him, “uncovered 
instance after instance of FDA raids on small vitamin 
and food supplement manufacturers. These small, de- 
fenseless businesses were guilty of producing products 
which FDA officials claimed were unnecessary for the 
average human diet. Here again, we have the same Fed- 
eral agency setting itself up as the judge of what should 
and should not be eaten by the general public.” * The 
Long hearings on invasion of privacy by government 
agencies revealed that the FDA had one of the largest and 
most sophisticated inventories of snooping devices in the 
Federal government. Asked about these devices by a 
special subcommittee of the House Committee on Inter- 
state and Foreign Commerce in 1966, Dr. James God- 
dard, then Commissioner of Food and Drugs, said, “We 

do have equipment that is used . . . to record oral pro- 
motional claims made by health food lecturers at public 
meetings and by door-to-door salesmen who offer such 
things as vitamins as cures for disease.” § Dr. Goddard 
did not explain in detail how these devices were used, 

but the description can be supplied from a brief filed in 
the United States Supreme Court: 

FDA agents testified that certain premises of the Fort Wayne 
Hotel had been leased to the defendants and that before the 
lectures were open to the public the agents entered upon the 

premises, dropped a microphone down an air vent which was 
in the ceiling of the premises directly in front and above the 
lecture stand, ran wires out of the windows and across the 
roof of the second floor, and connected the wires to a tape 
recorder which had been set up in other rooms of the hotel. 
The record further shows that the agents had gained access 
to the defendants’ leased premises before they were open to 
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the public by flashing official credentials to the Assistant 
Manager of the hotel and that they had entered the premises 

on another occasion prior to the time they were open to the 
public. The agents confirmed that the eavesdropping equip- 
ment was Government-owned. 

A similar access was made with respect to defendants’ 
business premises in Masonic Temple. There, an FDA agent 
entered defendants’ leased premises before they were open to 
the public, obtained a tape recorder from ,the manager of the 
building and placed it in the manager’s office which was in a 
room separate and apart from defendants’ business premises. 

The Trial Judge (ruled) . . . that the recordings (though 
Constitutional) were obtained as a direct consequence of an 

unlawful trespass and physical intrusion into defendants’ 
business premises. 

Senator Edward Long had strong words for such meth- 
ods: 

We have had startling and shocking disclosures during these 
last three days of hearings. The hearings have revealed 
police-state tactics ranging from possibly perjured testimony 

to gain. a conviction, to abusive law-enforcement practices 
including intimidation and gross disregard for the constitu- 
tional rights guaranteed to all American citizens by the first, 
fourth, and fifth, and sixth amendments. In short, an agency 
of the Federal Government has been accused of attempting 
to gain convictions at any costs. 

Prior to the commencement of these hearings, this same 
agency saw fit to be unco-operative, misleading and evasive 
with this committee. 

The unfortunate ramifications of such conduct on the part 
of a Federal agency are overwhelming. The Food and Drug 
Administration is charged by Congress with an onerous re- 
sponsibility—that of protecting this Nation’s health. Instead 
of shouldering this heavy responsibility, we find the agency 
engaged in bizarre and juvenile games of cops and robbers. 
Instead of a guardian of the national health, we find an 
agency which is police-oriented, chiefly concerned with 
prosecutions and convictions, totally indifferent to the indi- 
viduals’ rights, and bent on using snooping gear to pry and 
invade the citizens’ right of privacy.'° 

The FDA’s concept of law enforcement is not the 
creation of evil and destructive inspectors; it comes 
from higher up in the organization. In fact, the enforce- 
ment personnel of the FDA have shown a consistent 
sensitivity and dedication. But agency policy has chan- 
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neled their work into relatively unimportant areas and 
away from areas in which strong enforcement activity 
is clearly needed. For example, it has been only because 
of sheer administrative ingenuity by relatively non- 
influential officials that the Fair Packaging and Labeling 
Act of 1967, affecting all packaged goods sold in the 
United States, has received any enforcement at all by the 
FDA—and then only two men work for its enforcement, 
while an entire plan of attack for its enforcement is 
allowed to languish because of inattention or a decision 
to de-emphasize it from top agency leadership. In place 
of emphasis on packaging and labeling, FDA enforce- 
ment officials, who could be used to speed up consumer 
protection in the packaging field, agonize over the prob- 
lems raised by trying to prosecute the supposedly fraudu- 
lent religion of Scientology on the grounds that its prac- 
titioners use a misbranded “quack” device in their 
religious activities. In fact, the agonizing proved to be 
justified when after eight years of FDA work on the 
Scientology case the United States Court of Appeals for 
the District of Columbia reversed a district court con- 
viction of Scientology with even the dissenting judge sug- 
gesting that the FDA had swept too broadly in its seizure 
of Scientology literature.11 Undaunted, the FDA is now 
preparing to try again. 
FDA inspectors are often troubled by the ethical impli- 

cations of what they are required to do. In a series of 
interviews conducted by Nader Summer Study Group 
students in August, 1969, a number of inspectors spoke 
of their worries over FDA actions. One inspector closely 
associated with the case against Dr. Reich said he had 
kept himself informed on its aftermath. Noticing the 
recent upsurge of responsible debate over the doctor’s 
ideas, he commented, “I hope we did the right thing.” 
(Nathan C. Hale, a New York author and sculptor, is 

preparing a detailed analysis of Dr. Reich’s involvement 
with the FDA, which may clear up many of the doubts 
about the case that have troubled doctors, scholars, and 

students as well as FDA inspectors for the past fifteen 
years.) Another inspector was asked why, when Dr. 
Reich’s books were burned, more books than the court 

had ordered were destroyed. “Oh, that happens quite 
often,” he said. “The burning is done by U.S. Marshals, 
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and they burn everything in sight.” Yet another inspector 
commented that when he had personally blocked further 
action on fifteen cases in which FDA inspectors had 
tricked people into violating the law, his superiors 
ordered him to pass the cases on to someone else. For- 
tunately, William Goodrich, the Department of Health, 
Education, and Welfare Assistant General Counsel, who 

oversees FDA legal activity, blocked ,prosecution of the 
cases because they would have probably been thrown 
out of court. 

In a fourth conversation an inspector commented on 
Royal Lee, a dentist and health-food purveyor, long a 
target of FDA enforcement activities that finally led to 
Lee’s conviction for violation of the Food and Drug Law 
as well as an injunction against selling mislabeled vita- 
min preparations, a cease-and-desist order from the 
Federal Trade Commission, and withdrawal by the 
Post Office Department of the right to solicit money 
through the mails. One of Lee’s customers, the inspector 
said, had been Richard M. Nixon, but then he admitted 
that in eight years of checking the return addresses on 
Royal Lee’s mail he had never seen Mr. Nixon’s name. 
This meant that the FDA was routinely examining the 
return addresses on Lee’s incoming mail, a practice 
attacked by Senator Long as an offensive breach of the 
right to privacy. When asked about this procedure the 
inspector was quick to say that it is done only on 
fourth-class mail and then only with the permission of 
the district director, as if this answered the Senator’s 

charge. 

The FDA leadership does not consult its enforcement 
staff on matters of policy. When the much-touted but 
seriously lacking Kinslow Report, on the consumer pro- 
tection failures of the FDA, was prepared, only one en- 
forcement official was consulted and he on a very minor 
point. The Kinslow committee, made up completely of 
agency personnel, contained no officials whose prime or 
sole responsibility was for enforcement activities of the 
agency. The heavy influence of Deputy Commissioner 
Winton Rankin and Associate Commissioner Kenneth 
Kirk was responsible for the failure to consider the 
opinions of people.currently working in the agency’s 
enforcement programs. Generally recognized as the most 
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powerful career men in the FDA, these two former in- 
spectors set enforcement policy based on their combined 
total of more than seventy years of working for the FDA. 
Unfortunately, their general policies were distinctly dif- 
ferent from those of their enforcement staff; in spite of, 
or perhaps because of, their tenure, they were the ones 
who appeared to be out of touch. 

The FDA has founded its enforcement policy upon 
the belief that all but a tiny number of the food and 
drug manufacturers of the country can be trusted to 
place the public interest ahead of their own profits. Alfred 
Barnhard, former Director of the FDA Bureau of Regu- 
latory Compliance, speaking in 1968 of the “willingness 
to try to comply on the part of the vast majority of the 
regulated industry,” said: “I have been advised by both 
financiers and sociologists that, if it were in fact true 

that as many as 15 per cent of the people in this country 
really could not be trusted, it would be totally impossible 
to carry on the business of the society.” !7 

It is curious that Mr. Barnhard should have made a 
point of that 15 per cent figure in his speech, because in 
fact the FDA estimates that many more than 15 per cent 
of the food companies it regulates do not comply with its 
guidelines. Here are some of the agency’s own state- 
ments on this point: ‘In the food area over 80 per cent of 
the establishments subject to the provisions of the Food, 
Drug, and Cosmetic Act are in substantial compliance 
with its provisions.” 1° (I.e., close to 20 per cent of the 
establishments are not in compliance.) “FDA’s major 
food objective is to achieve compliance with good manu- 
facturing practices in at least 90 per cent of the indus- 
try or industry segments where the potential of micro- 
biological contamination producing disease states in the 
consumer is the highest. Present compliance levels in 
this area are estimated to be approximately 65 per cent.” 
(l.e., approximately 35 per cent of the food industry 
does not comply with good manufacturing practices de- 
signed to eliminate microbiological diseases.) '* An en- 
forcement policy that proceeds on the assumption, as 
FDA’s does, that there is little need for vigorous action 
to assure compliance by major manufacturers is doomed 

to failure. 
Once it is assumed that major producers are anxious 
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tion and law enforcement. The dichotomy was described 
in 1955 by the First Citizens Committee convened to 

evaluate the effectiveness of the FDA. In December, 

1969, it was still playing a vital role in discussions of 
the latest agency reorganization. The Food, Drug and 
Cosmetic Reports, a private weekly publication for ex- 
ecutives in the drug, cosmetic, and related industries, 

described the new FDA commissioner by saying, ““COM- 
MISSIONER EDWARDS IS MANAGEMENT-ORIENTED, TO 
STRESS EFFICIENCY, NOT COPISM: FDA’s new commis- 

sioner, Dr. Charles Edwards, is a management-oriented 
former surgeon who will try to turn FDA into a more 
efficient agency that handles its business more rapidly. 
His regime is expected to de-emphasize the ‘cop’ aspect 
and stress a businesslike organizational approach to han- 
dling regulatory and product clearance problems.” 19 

If the FDA is going to conduct an effective enforce- 
ment program, its officials, beginning with the Commis- 
sioner, must eliminate the notion that police activities 
cannot be done with speed and efficiency. It must earn 
a reputation as a businesslike, rapidly moving “cop.” 
To create this image it must become more sensitive to 
the rights of the public, including those it regulates, and 
it must re-examine ways in which it expends its meager 
resources. A continued debate over education versus 
enforcement will be disastrous. 

The FDA combines an implicit belief in the honesty 
of big food interests and a caution about engaging in 
big fights with a vigorous and unrelenting pursuit of 
relatively minor hazards which use up large portions of 
its resources. Thus, it has conducted two great anti- 

“quack” campaigns, one against fraudulent cancer cures 
and the other against fraudulent vitamin sales. Dr. Reich 
was caught in the first crusade and the health food stores 
defended by Senator Long in the second. The crusades 
were misconceived because the Food and Drug Law 
was not designed to deal with the problems raised by 
sharp and strongly held differences of opinion about 
how to live and what to eat. It was designed to send to 
jail that group of human misfits who callously and 
crudely mislead unsuspecting consumers into reliance 
on their products in spite of adulteration or lack of 
value, by cleverly organized and massively circulated 
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sales campaigns. Rather than plan big campaigns against 
major firms that routinely break the law, the FDA pur- 
sues small violators. 

Its tenacity in chasing people it considers to be 
“quacks” is the result of delusion and laziness. The delu- 
sion arises from the glamour of stake-outs, two-way 
radio cars, and clever undercover work, all of which are 

a part of the quack-abatement activities of the FDA. 
Laziness is one of the causes because it is much easier 
to catch a small-time operator, whether venally or inno- 
cently destructive, than to tackle the giant corporate 
frauds. It was FDA policy for years to prove its success 
by getting convictions, and a little conviction counts as 
much as a big one on an anonymous scoreboard. The 
application of major amounts of the agency’s limited 
resources to a relatively unimportant problem is typical 

of the FDA. The massive effort to stamp out the alleged 
frauds of the vitamin and health food industries has 
occupied the time and energy of lawyers, inspectors, 
scientists, and administrative personnel for years. Yet 
this is a relatively minor fraud if it is a fraud at all. 
Former Commissioner James Goddard, who personally 
adopted this crusade, claims that “$500,000,000 annually 

is wasted on unnecessary or falsely represented vitamin 
products and so-called health foods.” 7° In contrast, the 
President’s Committee on Consumer Interests said in 
its 1966 report that “In one study, college-educated 
shoppers who were directed to select the least expensive 
package in 20 product categories, failed 43 per cent 
of the time at an extra cost of 9.0 per cent.” 2! If 
stricter enforcement practices by the FDA caused con- 
sumers to save even 1 per cent, rather than 9 per cent 
of their retail food bill (i.e., 1 per cent of the food in- 
dustry’s estimated $125 billion annual sales), the savings 
to the American public would be more than twice the 
total value of the alleged vitamin and health fraud. Yet, 
the FDA has only two men working to enforce the Fair 
Packaging and Labeling Law. Even the $500 million 
figure is suspiciously high because many experts say 
vitamins are not worthless. Dr. Stanley N. Gershoff, 

Associate Professor of Nutrition, Harvard School of 
Public Health, who has worked long and hard to alert 
the public to the problems of hunger in America, has 
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tion and law enforcement. The dichotomy was described 
in 1955 by the First Citizens Committee convened to 
evaluate the effectiveness of the FDA. In December, 

1969, it was still playing a vital role in discussions of 
the latest agency reorganization. The Food, Drug and 
Cosmetic Reports, a private weekly publication for ex- 
ecutives in the drug, cosmetic, and related industries, 

described the new FDA commissioner by saying, “COM- 
MISSIONER EDWARDS IS MANAGEMENT-ORIENTED, TO 
STRESS EFFICIENCY, NOT COPISM: FDA’s new commis- 

sioner, Dr. Charles Edwards, is a management-oriented 
former surgeon who will try to turn FDA into a more 
efficient agency that handles its business more rapidly. 
His regime is expected to de-emphasize the ‘cop’ aspect 
and stress a businesslike organizational approach to han- 

dling regulatory and product clearance problems.” 1° 
If the FDA is going to conduct an effective enforce- 

ment program, its officials, beginning with the Commis- 
sioner, must eliminate the notion that police activities 

cannot be done with speed and efficiency. It must earn 
a reputation as a businesslike, rapidly moving “cop.” 
To create this image it must become more sensitive to 

the rights of the public, including those it regulates, and 
it must re-examine ways in which it expends its meager 
resources. A continued debate over education versus 
enforcement will be disastrous. 

The FDA combines an implicit belief in the honesty 
of big food interests and a caution about engaging in 
big fights with a vigorous and unrelenting pursuit of 

relatively minor hazards which use up large portions of 
its resources. Thus, it has conducted two great anti- 

“quack” campaigns, one against fraudulent cancer cures 
and the other against fraudulent vitamin sales. Dr. Reich 
was caught in the first crusade and the health food stores 
defended by Senator Long in the second. The crusades 
were misconceived because the Food and Drug Law 
was not designed to deal with the problems raised by 
sharp and strongly held differences of opinion about 
how to live and what to eat. It was designed to send to 
jail that group of human misfits who callously and 

crudely mislead unsuspecting consumers into reliance 
on their products in spite of adulteration or lack of 
value, by cleverly organized and massively circulated 
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sales campaigns. Rather than plan big campaigns against 
major firms that routinely break the law, the FDA pur- 
sues small violators. 

Its tenacity in chasing people it considers to be 
“quacks” is the result of delusion and laziness. The delu- 
sion arises from the glamour of stake-outs, two-way 
radio cars, and clever undercover work, all of which are 

a part of the quack-abatement activities of the FDA. 
Laziness is one of the causes because it is much easier 
to catch a small-time operator, whether venally or inno- 
cently destructive, than to tackle the giant corporate 
frauds. It was FDA policy for years to prove its success 
by getting convictions, and a little conviction counts as 
much as a big one on an anonymous scoreboard. The 
application of major amounts of the agency’s limited 
resources to a relatively unimportant problem is typical 

of the FDA. The massive effort to stamp out the alleged 
frauds of the vitamin and health food industries has 
occupied the time and energy of lawyers, inspectors, 
scientists, and administrative personnel for years. Yet 
this is a relatively minor fraud if it is a fraud at all. 
Former Commissioner James Goddard, who personally 
adopted this crusade, claims that “$500,000,000 annually 

is wasted on unnecessary or falsely represented vitamin 
products and so-called health foods.” °° In contrast, the 
President’s Committee on Consumer Interests said in 
its 1966 report that “In one study, college-educated 
shoppers who were directed to select the least expensive 
package in 20 product categories, failed 43 per cent 
of the time at an extra cost of 9.0 per cent.” 2! If 
stricter enforcement practices by the FDA caused con- 
sumers to save even 1 per cent, rather than 9 per cent 
of their retail food bill (1.e., 1 per cent of the food in- 

dustry’s estimated $125 billion annual sales), the savings 
to the American public would be more than twice the 
total value of the alleged vitamin and health fraud. Yet, 
the FDA has only two men working to enforce the Fair 
Packaging and Labeling Law. Even the $500 million 
figure is suspiciously high because many experts say 
vitamins are not worthless. Dr. Stanley N. Gershoff, 

Associate Professor of Nutrition, Harvard School of 
Public Health, who has worked long and hard to alert 
the public to the problems of hunger in America, has 
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said that FDA’s position on hunger and vitamin supple- 
ments is based on “absolutely absurd comments about 
nutrition.” He was speaking at a press conference at the 
National Press Club in Washington on November 25, 
1969, to announce that a survey of nutrition studies con- 
ducted between 1950 and 1968 showed a deterioration 
in American diets, particularly since 1960, that a signifi- 
cant proportion of the population examined were taking 
in less than half of the recommended daily allowance of 
vitamins, and that many had biochemical indices in the 

“deficient” range. In short, the people studied, primarily 
middle-class, could effectively utilize vitamin supple- 
ments. However, it is not difficult to find fraudulent or 
misleading packages. Still the FDA pursues the vitamin 
industry in an apparent effort to stamp it out while only 
two FDA enforcement employees wage a lonely battle 
against misleading food packages. 

Except for their basic assumptions, the great quack 
campaigns of the FDA are well thought out and co- 
ordinated. The Post Office Department is relied on to 
help in the effort to watch the mail of a suspected vio- 
lator and to challenge the mailing privileges of the ac- 
cused. The FDA has a working protocol with the Federal 
Trade Commission that allows the FDA the choice of 
urging that agency to seek a cease-and-desist order 
against offending activities when its own authority for 
seizures is deemed inadequate to stop alleged offenses. 
The Bureau of Investigations of the American Medical 
Association is called upon to investigate suspected med- 
ical quacks and maintains files on those organizations 
and persons it believes are encroaching on the legitimate 
practice of medicine. All parts of this apparatus have 
been brought together from time to time in national 
conferences on medical quackery, jointly sponsored by 
the FDA and the AMA. James Ridgeway, then of The 
New Republic, described the atmosphere of the second 
annual conference, held in 1963. “You left this two- 

day convention with the feeling you had been at a train- 
ing camp for finks who on their return home could 
make a collect telephone call anytime to the Food and 
Drug Administration to rat on any doctor not a member 
of the American Medical Association.” 22 

Fraud of this kind that the FDA tackles is a serious 
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problem causing economic and health problems for 
many people. However, the emphasis given to fighting it 
and the methods used by the FDA are far out of pro- 
portion to the threat it presents. The single-minded vigor 
of the FDA antifraud campaign has hurt the agency in 
three ways. First, it has led the agency into excesses of 
law enforcement, including the use of snooping, harass- 
ment, and prying techniques that it could not effectively 
defend against charges from Congress and the general 
public. These excesses have led to the demand by two 
citizen advisory committees, members of Congress, and 
many other FDA observers that the enforcement image 
of the agency be de-emphasized and that a more edu- 
cational approach to compliance be adopted. Unfortu- 

nately, these attacks on enforcement urging that legal 
activity be replaced with persuasion were wide of the 
mark. The real problem at the FDA was the failure to 
develop sophisticated methods to go after meaningful 
violators. Instead of building a thorough knowledge of 
the food industry’s technology and economics so that it 
could deal on a basis of equal knowledge with industry 
personnel, the FDA spent its time developing spying 
techniques. As a result, between 1950 and 1965 the food 
industry went through its period of fastest growth almost 
completely unmonitored. In that time a brand-new series 
of problems—including the hazards involved with the 
chemical environment through the use of food additives, 
the threat of food contamination becoming nationwide 
through a modern mass-distribution system, the monitor- 
ing of dangerous pesticide residues in widely distributed 
foods, the introduction of brand-new synthetic foods 
made up entirely of chemicals—developed without seri- 
ous and effective attention from the FDA. 

The second undermining effect of the quack cam- 
paigns was their diversion of already existing agency 

resources away from serious economic and health prob- 
lems in the larger and more traditional areas of the food 
industry. The vitamin and health food business, which 
may not be a fraud at all, was called the “most wide- 
spread and expensive type of quackery in the United 
States” by former FDA Commissioner George Larrick 
at the 1961 conference on medical quackery. But this 
“fraud” is minor compared to the routine practices of 
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other segments of the food industry. If the Fair Packag- 
ing and Labeling Act were properly enforced, the sav- 
ings to the American consumer would be between $1 

billion and $10 billion. This act alone, properly en- 
forced, might save between two and twenty times more 
money for Americans than elimination of the most im- 
portant “fraud” problem now pursued by FDA. Some 
orange juice processors claim that mislabeling, false ad- 
vertising, and adulteration in the orange juice industry 
cost American consumers between $100 million and 
$300 million each year. Juice is routinely watered. Juice 
made from concentrate is labeled fresh. And advertising 
makes claims of freshness and purity that are untrue. 
The FDA claims it is unable to regulate these abuses 

because it lacks the ability to analyze the contents of 
orange juice purchased in stores and does not have the 

manpower to inspect every plant. The orange juice drink 
business needs more attention from the FDA also. 
Orange juice drink is sold—at present legally—as a 
competitor to orange juice, and its advertising claims 
it is even better than the juice. In fact, it is required to 
contain only 50 per cent orange juice. The FDA has 
failed to meet the problem of orange juice drink dis- 
tortion because, according to Mr. Alvin Gottlieb of the 
HEW General Counsel’s office, the lawyer handling the 
orange juice drink standard had left the agency in the 
middle of the problem and there was no one to take his 
place. In the meantime two HEW attorneys have been 
spending full time since early 1968 trying to eliminate 
the vitamin fraud. Salmonella food poisoning costs the 
American public “at least $300 million annually and 
probably more,” due to days lost from work and medi- 
cal costs, according to the National Academy of Sci- 
ences’ 1969 evaluation of the salmonella problem. If 
the FDA had devoted as much time, energy, money, and 
people to salmonella as it did to stamping out vitamin 
frauds, the major portion of that $300 million would 
have been saved. The entire diet food industry (adver- 
tised as an aid to weight control), selling lightly sweet- 
ened foods and beverages and costing the American 
public between $1 and $1.5 billion a year, was based on 
factual distortions and overt violations of FDA stand- 
ards by the food industry. The FDA has taken only 
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tentative steps to stamp out this fraud. At the same time, 
ironically, the problem identified as the vitamin fraud by 
FDA officials remains roughly the same from year to 
year in spite of the vigor of the FDA’s campaign against 
it. One reason is that too many reputable scientists and 
doctors do not agree with the FDA’s basic assumption 
that all vitamins are unnecessary for healthy people. 

The third and probably most seriously undermining 
effect of the quack campaigns has been to obscure seri- 
ous limitations in the FDA’s legal authority and to 
provide effective arguments against eliminating them. 
The Litton Report to Secretary Gardner in 1967 de- 
scribed the limitations clearly: 

Unlike most government regulatory agencies, the Food and 
Drug Administration does not have subpoena authority, 
either to summon witnesses or to require firms to divulge 
pertinent records. It has requested this investigative authority 
to allow it to do a better job of protecting the American 
public. To this date, the request has been denied. With respect 
to foods, the Department must have considerably more au- 
thority to assure adequate protection of the public health. 
The Department must be able to evaluate the synergistic 
effect of food additives so that the consumer is protected 
from threats that cannot be detected by the separate analysis 
of individual food additives. This means evaluating the sum 
total of the toxicological effects of a mixture. 

Furthermore, the Department must have, as it does not 

now, adequate authority to inspect and evaluate the process- 
ing of foods to make certain that their safety is not impaired 
through the effect of a process which may or may not in- 
volve the use of additives.” 

A story told by the FDA’s legal representative, Wil- 
liam W. Goodrich, illustrates just how limited the FDA’s 
authority is. He claims that in one case brought to im- 
prove the sanitation standards of a food-producing plant, 
he showed that there were a large number of flies getting 
into the food and that there were no screens on the 
plant windows. He sought a court order to install screens. 
He claims to have lost the case to the defense, which 

argued that the screens had been permanently removed 
from the windows for sanitary reasons—i.e., to let the 
flies out. The FDA should have the authority to require 
screens in all food plants. 

The Food Safety Panel of the December, 1969, White 
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House Conference on Nutrition and Health stated that 
“additional legal authority and resources are urgently 
needed to expand and improve inspection of food plants.” 
In fact, there is little disagreement that effective food 
protection by the FDA is severely limited by its lack of 
enforcement and inspection authority. However, as long 
as the FDA insists on squandering what powers it has in 
back-room meetings with industry representatives it can- 
not expect to have its powers expanded. The FDA can- 
not effectively protect the food supply of the American 
consumer without a badly needed expansion of authority. 
Conversely, it cannot expect to receive expanded powers 
as long as it acts so irresponsibly that it gives opponents 
of regulation strong arguments against expanded author- 
ity. Whenever supporters of more vigorous regulation 
of the food industry, both on the inside and outside of 
government, seek broader FDA authority from Con- 
gress, they are faced with convincing arguments from 
strong food lobbies that the FDA is not responsibly 
handling the authority it already has. The very people 
who most benefit from FDA weakness use that weakness 
as an argument against strengthening the agency. They 
point to inspectors who leave the FDA to go into indus- 
try jobs, harassment of small and relatively defenseless 
businesses, and foolish wastes of energy such as the vita- 
min hearings, and convince Congress that the FDA can- 
not handle more authority. 

The program to strengthen the FDA’ s authority must 
be implemented in two steps. First, a concerted effort 
must be made to change the agency’s enforcement pos- 
ture. A beginning could be made by reappraising the 
agency’s present stance against the Church of Scientol- 
ogy, which the FDA still intends to prosecute, and re- 
placing the vitamin hearings with a more reasonable 
effort to eliminate false vitamin advertising. A reap- 
praisal should lead to more clearly defined and legally 
acceptable positions on Scientology. At the minimum, 
the charges and public pronouncements should be nar- 
rowed to include reference only to those activities that 
allegedly violate the Food and Drug Law. But the agency 
might even consider dropping the entire case, as some 
of its inspectors suggest. As desirable as stopping Scien- 
tology might seem to some, it is not a goal intended by 
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the Food, Drug, and Cosmetic Act. Action to restore the 

FDA’s sanity in the Scientology case could go a long 
way in beginning the process of restoring the enforce- 
ment reputation of the FDA. Eliminating the vitamin 
hearings would free badly needed resources. At the 
same time the agency should begin to build a positive 
image by vigorous enforcement of the Fair Packaging 
and Labeling Act. While restructuring its enforcement 
methods and shifting its aim to new targets, the FDA 
should not give in to pressure to de-emphasize enforce- 
ment. In this regard, the agency should overlook the 
recommendations of the Second Citizens Committee, 

which called for more emphasis on voluntary compli- 
ance. Those recommendations obscure disagreement 
within the committee. As one member subsequently 
wrote to the Secretary of HEW, “I am specifically dis- 
turbed by the portion of the recommendation that says 
FDA ought to move from a philosophy of police power 
enforcement, to health education and thence, to a grand 

finale of ‘mandated self-inspection and self-regulation.’ 
It conveys the impression that FDA should work toward 
the progressive abandonment of its responsibilities.” °4 

The second step in strengthening the FDA’s authority 
must be to begin an information campaign to alert con- 
sumers and the Congress to the severity of the limita- 
tions placed upon the agency. For example, the names 
of all plants refusing FDA inspection should be pub- 
lished along with the periodic list of food recalls. Each 
industry action to remove food from the market after 
prompting by FDA inspectors should be published pub- 
licly as a food recall regardless of the marketing stage 
at which it occurs. Each case in which the inspection 
of records would have aided in the elimination of a 
health or economic danger should be widely publicized 
to illustrate the importance of obtaining such author- 
ity. The number and details of effective enforcement 
actions thwarted by the FDA’s lack of subpoena power 
should also be made publicly available. Inspection re- 
ports on food plants showing the true level of food 
protection should be made part of the public record. 
Each of these activities would create an awareness 
which in turn would spur Congress to take a closer look 
at the poor state of food protection in 1970 America. 
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At the same time efforts such as the conferences on 
medical quackery and meetings designed to notify con- 
sumers of the dangers of vitamins should be replaced or 
paralleled by conferences and meetings on the dangers 
of food-borne disease. The meaning of the cyclamates 
ban and the use of food additives generally should be 
explored in these meetings of consumers, business ofii- 
cials, and representatives of the FDA. This kind of edu- 
cation campaign would be essential in any effort to 
refine and strengthen the FDA’s authority to act against 
real food-borne hazards. Without it, the FDA will con- 

tinue striking out in isolated directions without adequate 
facts or even in spite of the facts. With new enforce- 
ment techniques and targets and strengthened authority 
the FDA might, in the future, successfully avoid the 
temptation to burn the books of a Dr. Reich while let- 
ting the cynically crooked escape. 



a Hidden Ingredients 

“Coke got theirs, why can’t we get ours?” 

—Comment made to an FDA hearing 
examiner by an industry lawyer 

during 1965 peanut butter hearings 

On January 21, 1966, four days after he took office, 
FDA Commissioner James Goddard issued a food stand- 
ards regulation for nonalcoholic beverages. One sen- 
tence in it ended a controversy that had been simmering 
since passage of the 1938 Food, Drug, and Cosmetic Act: 

“Soda water designated by a name including any proprie- 
tary name ... which includes the word ‘cola’ or a 
designation as a ‘pepper’ beverage that, for years, has 
become well known as being made with kola nut extract 
and/or other natural caffeine-containing extracts, and 

thus as a caffeine-containing drink, shall contain caffeine 
in a quantity not to exceed 0.02 per cent by weight.” ! 

The effect of this sentence was to allow cola drink 
manufacturers and the makers of Dr. Pepper to add caf- 

feine to their products without saying so on the label. All 
other soft drink manufacturers were required to label 

added caffeine. After twenty-eight years of stalling 
against proposals to require caffeine labeling the cola 
manufacturers—particularly Coca-Cola—were able, with 
White House and Congressional intervention and over 
the nearly unanimous objection of FDA staff personnel, 
to convince the FDA Commissioner to grant an exemp- 
tion from the labeling requirements of the law. 

The authority and guidelines for the establishment of 
food standards such as that defining Coca-Cola are 
contained in Section 401 of the Food, Drug, and Cos- 
metic Act, which reads: “Whenever in the judgment of 
the Secretary such action will promote honesty and fair 

dealing in the interest of consumers, he shall promulgate 
regulations fixing and establishing for any food, under 
its common or usual name so far as practicable, a 
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” 

reasonable definition and standard of identity... . 

(Emphasis added.) 

In a 1935 message to Congress, President Franklin 
D. Roosevelt outlined the purpose behind the food stand- 
ard section of the Food Act: ‘Every enterprise in the 
United States should be able to adhere to the simple 
principle of honesty without fear of penalty on that 
account. Honesty ought to be the best policy, not only 
for one individual or one enterprise, but for every 
individual and every enterprise in the nation. In one 
field of endeavor there is an obvious means to the end 
which has been too long neglected: the setting up and 
careful enforcement of standards of identity for food 
we eat and the drugs we use, together with the strict 
exclusion from our markets of harmful or adulterated 
products.” ” 

Theoretically, food standards are supposed to insure 
that the consumer is informed about what he is buying. 
The standards define cheese, milk, bread, eggs, nuts, 

ice cream, and all other major food products; each 
is supposed to consist of mandatory and optional in- 
gredients as spelled out in the food standard, which be- 
comes a part of the United States Code of Federal 
Regulations. Any ingredient that is mandatory need not 
be listed on the food package. However, the law in- 
tended that all optional ingredients be identified on the 
label so that a consumer could learn what the product 
he was buying consisted of by reading the label and 
checking the Code of Federal Regulations. But the dis- 
orderly promulgation of food standards by the FDA 
has destroyed the consumer’s ability to know what he 
is buying. First, the FDA has created a third category 
of ingredients—‘permissible ingredients’—which can 
be added to a product if the manufacturer desires but 
which need not be named on the label. As a result, it is 

impossible for anyone—the FDA, doctors, or consumers 

—to know if certain chemicals are present without ana- 
lyzing the product in a laboratory. The food standards 
list 223 of these permissible ingredients. Second, there 

is no consistency in the food standards. Some items must 

be labeled in some foods but not in others. Emulsifying 
agents, for example, must be labeled in pasteurized 
process cheese food, but the same agents need not be 
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labeled in a different product called pasteurized process 
cheese. There are dozens of examples of this kind of 
confusion. Third, vague general categories that have no 
meaning to FDA inspectors or to consumers are pre- 
scribed by many standards. “Batter and breading ingredi- 
ents” must be listed on the package of breaded shrimp, 
and ingredients identified only as “other foods suitable 
for blending with cream cheese” are mandatory with 
certain cream cheese products. In dressings for food, a 
permissible ingredient not requiring labeling is “any 
suitable harmless food seasoning or flavoring.” The nut 
products standard allows “seasoning and _ stabilizing 
ingredients.” All of these categories are vague and un- 
informative. 

By almost any guidelines, food standards have been a 
failure. The way in which the labeling exemption was 
granted for the cola and “pepper” beverage industries 
demonstrates how this breakdown has occurred. 

The failure to label caffeine on cola drinks and Dr. 
Pepper does not necessarily present a health hazard. It 
does demonstrate an insensitivity toward honesty and 
fair dealing with consumers. Some consumers wish to 
avoid consuming caffeine for various reasons. Mormons 
reject caffeine on religious grounds. Others consider it a 
health risk. At least one doctor, Dr. Samuel Bellet, Chief 

of Cardiology of Philadelphia General Hospital, has sug- 
gested that “caffeine may be more important than smok- 
ing in setting the stage for heart attacks.” * Certain indi- 
viduals, sensitive to caffeine, report markedly noticeable 
heart palpitations following a single cup of coffee or a 
single bottle of cola beverage and may wish to avoid it. 
Caffeine is a mild stimulant which appears to create a 
slight physical dependency in regular users; withdrawal 
headaches have been associated with cessation of heavy 
coffee drinking. This combination of health factors has 
caused some researchers to suggest that caffeine, a food 
additive generally recognized as safe, ought to be looked 
at more carefully by those concerned with public health 
and welfare. For all these reasons many individuals may 
wish to avoid ingesting caffeine. But they may now con- 
sume it in cola and Dr. Pepper drinks without even know- 
ing it. 

The vigor and effectiveness of the cola industry effort 
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to block caffeine labeling on its products demonstrate one 
way in which the food standard concept has failed. The 
cola drink manufacturers sought to have caffeine de- 
clared a mandatory ingredient of all cola drinks in 
order to avoid fair, complete, and honest labeling of 

their product. They succeeded because of the FDA’s 
interpretation of one sentence in Section 401 of the 
Food, Drug, and Cosmetic Act which reads: “In pre- 

scribing any definition and standard of identity for any 
food or class of food in which optional ingredients are 
permitted, the Secretary shall, for the purpose of pro- 
moting honesty and fair dealing in the interest of con- 
sumers, designate the optional ingredients which shall 
be named on the label.” 

In characteristic fashion, the FDA interpreted this 
sentence in the industry’s favor, to mean that the agency 
was prohibited from requiring manufacturers to list man- 
datory ingredients on their labels. Under this reading of 

the law, all a business interest needed to do to avoid 

labeling an embarrassing constituent of its product was 
to get the FDA to declare it a mandatory ingredient. 
With the adoption of the nonalcoholic beverage stand- 
ard, a cola drink was not legally a cola drink unless it 

contained caffeine. 
Also, as a result of this interpretation, the manufac- 

turers of artificially sweetened jams, jellies, and fruits 
obtained standard definitions that required them to add 
either saccharin or cyclamates to the product without 
identifying which sweetener was used and allowed them 
to label the product “artificially sweetened.” These stand- 
ards were in force at the time the FDA proposed a 
warning setting out a limited recommended daily intake 
of cyclamates for health reasons. But it would have been 
difficult for the public to comply with the warning when 
the presence of cyclamates was not identified in some of 
the products in which it appeared. In setting standards 
for mayonnaise, French dressing, and salad dressings, 
monosodium glutamate was listed, not as an optional 
ingredient, but rather as a permissible ingredient— 
thereby eliminating the requirement that it be declared 
on the labels of these products. This was done at a time 
when disturbing questions had been raised about certain 
suggested adverse effects of the additive. One FDA offi- 
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cial even recommended privately to superiors that “like 
individuals who have adverse symptoms from eating 
other food items, the individuals who are susceptible to 
‘MSG should learn to stay away from food such as soups, 
with large amounts of MSG.” # But it is difficult to avoid 
monosodium glutamate when its presence in three major 
food categories—salad dressing, French dressing, and 
mayonnaise—is not labeled on their packages. In fact, 
the FDA has so confused the wording of its food stand- 
ards that it has become necessary for persons inter- 
ested in understanding them to retain a lawyer to dis- 
cover their meaning. Directing itself specifically to the 
elimination of this industry-inspired FDA abuse of the 
law, the Panel on Food Safety of the December, 1969, 

White House Conference on Food, Nutrition and Health 

stated, “The existence of definitions and standards of 

identity for any food should not exempt that food from 
all requirements for listing ingredients on the label, in- 
cluding such food additives as would be required on the 
label in the absence of a standard.” If the value of food 
standards as a device for honesty and fair dealing with 
consumers is to be restored, FDA complicity in food- 
standard manipulation must be eliminated. 

Even if the legal loopholes (many of them created by 
the FDA itself and correctable without Congressional 
actions) are closed, the consumer interest faces formi- 

dable opposition within the FDA. Again the way “Coke 
got theirs” illustrates the problem. With passage of the 

Food, Drug, and Cosmetic Act of June 25, 1938, the 

FDA obtained the power to set food standards. Caffeine 
in Coca-Cola had been a controversial subject since the 

passage of the 1906 Pure Food Law, and a food stand- 
ard for the drink was expected to be one of the early 
pieces of business under the new law. But, in fact, 

twenty-eight years passed before action was taken. 
Asked about the delay, one FDA official blamed it on 

the intervention of the Second World War. When it was 
pointed out that this explanation could account for only 
seven or eight of the twenty-eight years, he had no further 
comment. During this entire time, nonalcoholic bever- 
ages did not label any of their ingredients. The FDA 
took no action whatsoever until June 16, 1961, when 

FDA Commissioner George Larrick published an an- 
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nouncement in the Federal Register saying that, in ac- 
cordance with the law, all ingredients on nonalcoholic 
beverages would have to be labeled beginning one year 
later, on June 15, 1962. The pressure was on the cola 
manufacturers and they responded vigorously. 

They sought and obtained a fifteen-month extension 
on the effective date for termination of the exemption. 
On September 14, 1963, one day before the end of the 
extension, the American Bottlers of Carbonated Bever- 

ages, spokesman for the cola and Dr. Pepper industries, 
officially proposed a standard for nonalcoholic bever- 
ages that did not require the labeling of caffeine. The 
proposal effectively suspended all labeling requirements 
in spite of the lapse of the exemption, until the disposi- 
tion of the proposed standard was determined. 

The bottlers (with a twenty-five-man board made up 
of twelve from Coca-Cola, three from Dr. Pepper and 
ten from assorted bottlers) supported their position 
against labeling caffeine with two major arguments. They 
claimed that it was well known that all colas contained 
caffeine, saying that cola equals caffeine. They argued 
that consumers were perfectly satisfied with the practice 
of not labeling caffeine. FDA personnel then began to 
gather the facts to aid the Commissioner in deciding 

whether to embrace or reject the bottlers’ proposal. 
Between September 14, 1963, and October 1, 1964, 

seventy-three comments on the bottlers’ proposal were 
received at the FDA. “All who mentioned caffeine (four 

state officials and thirty-four consumers) requested that 
it at least be named on the label of all beverages in which 
it is used,” said one summary memo.” The rest of the 
comments opposed the food standard on various grounds, 
including several that did not mention caffeine specifi- 
cally, but requested that all ingredients be labeled. Based 
on these comments, the FDA Bureau of Scientific Stand- 

ards and Evaluation proposed a new regulation, which 
was never adopted, that stated that “the optional ingredi- 
ents caffeine, quinine, artificial color, artificial flavor 

and preservatives are to be declared on the label when 
used © 

Both arguments of the bottlers—first that all colas 
contained caffeine, and second that consumers knew 

this—received serious setbacks on June 7, 1965, when 
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the FDA district offices reported the results of a survey 
of the caffeine content of samples from 160 colas. That 
survey, which continues to be the most significant docu- 

ment in the entire controversy, revealed that ninety-six 
of the samples examined contained either a barely meas- 
urable amount of caffeine or no caffeine at all.7 On the 
basis of the consumer comments and the results of the 
survey which demonstrated the weaknesses of the bot- 
tlers’ two major arguments, the bureau and division 
leaders of the FDA joined in an effort to convince Com- 
missioner Larrick to issue an order requiring the label- 
ing of caffeine on cola drinks and Dr. Pepper. Their 
opinion had been succinctly stated in a memorandum 
to the Commissioner: “It is therefore obvious that the 
evidence does not support the basic premise that caf- 
feine is a well known and accepted component of cola 
beverages. On the contrary, it would seem that the evi- 
dence supports the formal comments which we received 
urging that we reject the proposal to authorize the use 
of caffeine without label declaration.” 8 

Several of these officials are still convinced that Lar- 
rick had definitely made up his mind to require caffeine 
labeling. A draft order to that effect initialed by several 
FDA officials and prepared for publication, but still 
lying unused in FDA files, supports their conviction. It 
was never made public. Shortly after the preparation of 
this draft order, Commissioner Larrick retired. 

Every indication from the files of the FDA and exten- 
sive interviews with participants in the decision suggests 
that the agency had decided to require the labeling of 
caffeine on cola drinks and Dr. Pepper as well as on 
all other nonalcoholic beverages. However, when James 
Goddard entered office on January 17, 1966, Deputy 
Commissioner Winton B. Rankin presented him with 
a memorandum that completely distorted the history of 
the controversy. He recognized caffeine labeling as the 
main issue but proposed “an order that does not require 
such a label declaration on cola beverages, but does 
require it on other types of beverages.” He stated that 
“while some consumers will not approve of the action, 
there appears to be a marked lack of interest on the part 
of consumers.” Most FDA officials recall the consumer 
interest in setting this standard as very high and the 
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standard as very controversial. Few other food standards 
had received as much consumer comment. Rankin closed 
the memo with telling political overtones, saying, “We 
recall your attention to the order because Mr. Jim Jones 
of the White House has expressed interest. Senator Rus- 
sell of Georgia has asked that the decision be conveyed 
to him as soon as possible, and we believe the Secretary’s 
office will want to know of developments.” 9 Rankin, in 
an interview with a Nader team member, claims that 

Goddard directed him to prepare the memo prior to 
his taking office. Goddard, according to Ron Kessler, then 
of The Wall Street Journal, believes that he made a mis- 

take in promulgating the new standard allowing the non- 
labeling of caffeine. 
Why the FDA has consistently ignored consumers has 

been unwittingly explained by H. Thomas Austern, a 
powerful Washington lawyer who specialized in arguing 
that cigarettes are not unhealthy and that food standards 
should be eased through the FDA. Describing what food 
standards mean to him—suggesting that they are ulti- 
mately economic and political—he said: 

An economic judgment remains one, no matter how much 
technical clothing it wears. How to determine the fat or 
moisture content of cheese, or the specific gravity of tomato 
puree, are technical questions. Where to put the permissible 
level of moisture or what label name to prescribe for a 
product, or whether a cheaper ingredient may be substituted 
for a more expensive one, are questions largely answered by 
economic judgments. With all deference, one need not be a 

chemist or bacteriologist, and might even be a lawyer, in 
order to exercise judgment as to what will “promote honesty 
and fair dealing in the interest of consumers.” It is because 
they are not objective technical questions, but rather issues 
as imponderable as any in the field of government, that their 
resolution is often difficult.*° 

It can also be suggested that one might even be a 
consumer and still have an informed judgment as to 
what will promote honesty and fair dealing in the interest 
of the consumer. For example, a consumer might ask: 
If a food company puts MSG or cyclamates or caffeine 
in its products, does asking that company to name that 
additive on its label raise “issues as imponderable as 
any in the field of government’ whose “resolution is 
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often difficult”? If so, then corporate lawyers have made 
more of a mess of the legal system than is already ap- 
parent. 

Or a consumer might ask: If heart specialists agree 
that diets high in fat are dangerous to the heart, or 
if hot dogs are made in part out of chickens, is it really 
promoting “honesty and fair dealing in the interest of 
consumers” to allow companies not to list fat or chicken 
content on the products or even worse, in some cases, 

to require nonlisting? An inquiring consumer might 
ask: If standard-setting in the food field is merely an 
exercise of political and economic power, then why not 
boycott or picket those products that are offensive— 
particularly those that fail to label their ingredients? 
When one considers the crudeness of the food industry’s 

power-flexing in the field of food standards. consumer 
boycotts and pickets seem quite reasonable. 

During the debates on the labeling of added caffeine, 
a representative of Coca-Cola suggested that if Coke 
was forced to list all added caffeine it would change its 
process so that it would naturally end up with the same 
amounts of caffeine that it now adds. In these meetings 
between Coke officials and the FDA there were no con- 
sumers present and no consumer interest represented. 
The dozens of consumer letters—a large response over 
what was publicly an obscure. issue—asking for caffeine 
labeling carried no weight in that league. 

Corporate manipulation and the weakness of the FDA, 

spurred on by the constant threat of implacable indus- 
trial power, smothered the consumer demands. Accord- 
ing to the FDA, the consumer requests were not worded 

properly. By this cynical citation of a legal technicality 
consumers were robbed of a public hearing. The inclu- 
sion of Dr. Pepper by name in the final standard illus- 
trates how feeble rights are when someone else is bar- 
gaining them away. When the inclusion of Dr. Pepper 
by name in the exemption was first mentioned, “the 
Commissioner explained why this could not be done 
because it would be class legislation and thus not in 
accord with the Constitution. Mr. Bradshaw Mintener 
[of the bottlers and formerly of HEW] agreed with this 

view.” 11 This Constitutional position fell to a more 
compelling argument. The FDA proposed that the way 
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to avoid the Constitutional problem was to call Dr. 
Pepper a cola. But it seems that Dr. Pepper is bottled 
on a franchise basis in plants that also bottle Coca- 
Cola and Pepsi-Cola. Part of the cola companies’ fran- 
chise agreement is that their bottler will not bottle other 
colas. Therefore, since calling Dr. Pepper a cola would 
lose it a number of bottlers, the FDA suggestion was put 
aside. Thus was minted a new rule:.When a franchise 
agreement collides directly with the Constitution of the 
United States, it is the Constitution that must give way. 

The Gatorade story even further shows how useless 
the FDA’s food standards are. After Stokely-Van Camp 
(the makers of Gatorade) obtained the rights to the 
drink from the Florida professor who had developed 
and patented it with money provided by a grant from the 
National Institutes of Health (a questionable practice in 
itself) the famous pork-and-bean company sought to 
market it. One would think, as did the Vice President 

of Coca-Cola, that Gatorade would have had to meet 

the requirements of the nonalcoholic beverage standard, 
but Stokely officials found another loophole in the 
standards; they merely called their product something 
other than a nonalcoholic beverage—they named it a 
“thirst-quencher.”” A new product category was thus 
created for which theoretically a new food standard can 
be developed someday. If in addition to all its other 
weaknesses the FDA food standard system gives indus- 
try the option of avoiding the entire program, there 
seems litle value in it for consumers. 

The FDA has not been content just to undermine 
whatever value the food standards might originally 
have held for consumers. The agency has tried to use 
them in what appears at times to be a campaign of die- 
tary tyranny. The FDA’s food standards give legal sanc- 
tion to the article of faith that “American consumers 
enjoy a food supply that is unsurpassed in quantity, in 
variety, and in nutritional value. Americans, generally, 

have to go out of their way to avoid being well fed.” !2 
To give this opinion the force of law, in December, 1966, 
the FDA proposed a special dietary food standard re- 
quiring the label of most vitamin preparations to con- 
tain the statement: “Vitamins and minerals are supplied 
in abundant amounts by commonly available foods. 



Hidden Ingredients 59 

Except for persons with special medical needs, there is 
no scientific basis for recommending routine use of die- 

_tary supplements.” 1% 
Dr. Stanley N. Gershoff, who called the FDA’s vita- 

min regulations “absurd,” has also said that “nutrient 

inadequacies are not confined to the poor or the old, 
but reach into all income groups and all regions.” 14 
Dr. W. H. Sebrell, Chairman of the National Academy 
of Sciences—National Research Council Committee on 
Recommended Dietary Allowances, attacked the label 
proposal saying it was a contention of “no relevance . . . 
which taken out of context creates a false impression.” 15 
Assistant Secretary of Agriculture George L. Mehren 
called the proposed label statement “inaccurate and 
misleading,” said it would give “a false sense of security” 

to a consumer regardless of his eating habits, and urged 
that it not be used. He also pointed out that an Agri- 
culture Department survey indicated that “48% of 
households do not fully meet approved intake of one or 
more nutrients.” 16 

A current FDA food standard prohibits labeling a 
product as low in certain kinds of fats: “It is therefore 
the opinion of the Food and Drug Administration that 
any claim, direct or implied, in the labeling of fats and 
oils or other fatty substances offered to the general pub- 
lic that they will prevent, mitigate, or cure diseases of 
the heart or arteries is false or misleading, and consti- 
tutes misbranding within the meaning of the Federal 
Food, Drug, and Cosmetic Act.” !* The fat-labeling re- 

quirement, adopted in 1959, has been continuously and 
consistently attacked by cardiologists around the coun- 
try. Dr. Irvine Page, a Cleveland heart specialist who was 
honored as Heart Doctor of the Year by President 
Nixon early in 1969, criticized the regulation, saying, 
“There is no reason why the public shouldn’t know 
about the fats in food that they buy.” 1% 

An article in the January 10, 1969, issue of Time 

magazine suggests that misconceived government action 
in one direction can lead to revolutionary reaction in 
the opposite direction, causing fundamental changes 
that might be both necessary and unfortunate. “Med- 
ical researchers studying heart disease are coming re- 
luctantly to a revolutionary conclusion. The Federal 
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Government, they suggest, may have to intervene and 
decree a radical change in the prevailing American 
diet. This would involve taking most of the fat out of 
those marbled steaks and from those billions of gallons 
of milk, as well as altering the chemical constitution of 
cooking oils and fats.” 1% 

The governmental power necessary to carry out such 
a program would be vast and unprecedented. Ironically, 
whatever need there is to take government action to re- 
move fat from the American diet results in part from 
the government’s own action (through the Food and 
Drug Administration’s ban on fat labeling), making 
it impossible for fat-free food to compete on the open 
market. The FDA’s action has discouraged businessmen 
from developing low-fat candy, pastry, cheese, and other 
potentially healthful foods since they wouldn’t be al- 
lowed to advertise the advantages. The FDA has been 
spurred to take this unfortunate action primarily by the 
efforts of the giant meat and dairy industries. Thus, in 
addition to failing to protect the rights and pocketbooks 
of the consumer, the FDA is guilty of using food stand- 
ards to try to control the American diet and may have 
contributed to serious diet-related health problems. 

These failures do not exhaust the weaknesses of the 
FDA food standard program. When the FDA is con- 
vinced that a serious and deceptive practice exists which 
could, in part at least, be resolved by the issuance of a 
food standard, the agency still does not act effectively. 
First, there are interminable delays while the affected 
power interests jockey for the best possible position to 
protect their profits. Then, even if by some chance a stand- 

ard is issued, the agency has almost no effective tool for 
its enforcement. Finally, since it is impossible to control 
deception either because of the difficulties of promul- 
gating a standard in the first place, or of enforcing one 
that might be promulgated, the consumer is harmed 
by the fact that legitimate businessmen who do not de- 

sire to deceive consumers find it difficult to compete 
with adulterated products which are cheaper to manu- 
facture. Each of these three additional weaknesses of the 
food standard program is dramatically illustrated by the 
great orange juice drink standard debate which has 
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raged between orange juice producers and regulators 
for the past seven years. 

In May of 1968 a set of eight standards for diluted 
* fruit juice detailing the differences between a juice drink 
(at least 50 per cent juice), an ade (at least 25 per cent 
juice) and a drink (at least 10 per cent juice) was pro- 
posed by FDA. In April, 1970, twenty-three months 
later, the standards still had not been adopted because 
the Florida and California fruit juice industries could 
not agree on what was in their best interest and the 

FDA has thus far refrained from acting because the 
industries have not agreed. Again, there is little chance 

that the interest of the consumer will predominate as 
the law says it should. The fruit juice debate illustrates 
what a weak tool the FDA food standard program is for 
the protection of the public interest. The proposed stand- 
ard issued in May, 1968, was the result of a five-year 
debate among the FDA, state regulatory officials, and the 
California and Florida fruit juice industries. The FDA 
food standards committee agreed to the draft in prin- 
ciple in the summer of 1963. One year later, a briefing 

memo was forwarded to the Commissioner, saying, “We 
believe that state regulatory officials are more interested 
in, and more concerned over, standards for diluted fruit 

juice beverages than they are over standards for any 
other category of foods.” 2° This information did not 
move the FDA to action. The debate that in January, 
1969, was approaching its seventh year revolved around 
three major issues. The Florida interests sought the right 
to add color to its diluted orange juice since it is natu- 
rally paler than California juice. When the California 
interests indicated they were concerned about losing the 
competitive advantage the deeper color of their juice 
gave them (and so opposed the adding of artificial 
color), the Florida interests suggested that all labels 
be required to state the percentage of real juice con- 
tained in the product so that the deep color would not 
give California an advantage. The third issue developed 
when the industry indicated its desire te add additional 
components besides orange juice, color, and water to its 
diluted juice products. The proposal caused one FDA 

official to write: 
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The 10% o.j. [orange juice] 90% water drink is hardly even 
fit to drink. What makes these products palatable? It is the 
addition of substantial and noticeable quantities of pulp, 

orange oil, acid sugar and color. These “incidentals” are what 
make the product. It certainly isn’t the o.j. content. Therefore, 
there is little reason to call 10% or 20% o.j. products any- 
thing but flavored water. It is also true that by manipulating 
the orange oil, color, and pulp content, a person can produce 

all four products, i.e., nectar, juice drink, ade, and drink as 
entities identical in appearance, taste, and overall “attrac- 
tIVENCSSaaieneas 

If people want diluted 0.j., the most sensible way is to 
buy orange juice and add water to it. Actually, most people 
do not want this. To add water in the cannery, and dress it 

up with orange essence, added pulp, color, acid, etc., has 
only one function. It fools the public.?? 

A series of memoranda never before made public 
show that in 1967 the FDA conducted a consumer sur- 
vey that indicated clearly that the consumer interest lay 
with percentage labeling of the valuable juice constitu- 
ent. “Eighty per cent of the respondents want names on 
the labels to include the per cent of juice declaration.” 2? 
The survey also revealed that “the majority of respond- 
ents estimated the level of orange juice in orange juice 
drink at the eighty per cent level.” 7? With the consumer 
interest and the need for action clear, the FDA should 

have moved rapidly to enforce the law. Actually, it is 
still awaiting the outcome of conversations between the 
California and Florida orange juice interests to decide 
what action to take. 

The consumer survey illustrated an interesting side 
issue. The FDA has been so ineffective that it is often 
unfairly blamed for deceptive actions that are the fault 
of industry. “Because the majority of people thought 
that orange drink contained 80 per cent or more orange 
juice when they were asked to comment on the accepta- 
bility of 30 per cent or SO per cent orange juice, they 
implied that the federal government was trying to reduce 
the amount of juice they estimated was in the product.” 24 
Such unfortunate assumptions, nurtured by FDA timidity 
and inaction, widen the damaging credibility gap between 
consumers and government regulators. 

The difficulty of enforcing a food standard after it is 
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finally adopted is illustrated by the orange juice con- 
spiracy trial. Whatever confusion exists about diluted 

- fruit drink standards, it is clear that pure orange juice 
is supposed to be 100 per cent orange juice. In spite 
of this, the practice of dilution is widespread in the 
orange juice industry. In 1958 the FDA became in- 
volved in a complicated legal battle with the Caltec 
Citrus Company after having staked out the company’s 
warehouse and observed sugar, vitamin C, and other 
substances not allowed in pure orange juice being car- 
ried in a back doer. It was estimated that the watering 
and adulterating practices of the company cost con- 
sumers $1 million in lost value—$1 million of pure 
company profits. The outcome of the case (defended 
by attorney Percy Foreman, acting for the company) 
was a total fine of $6,000 and a suspended sentence for 
the violators. A man who could return $1 million on 
a $6,000 investment would be considered brilliant in 
any business circle. It is widely rumored in “orange 
juice circles” that at least one major producer has built 
itself to prominence by routinely watering its juices as 
much as 10 per cent. 

Consumer confusion brought about in part at least 
by FDA delay and inaction in establishing food stand- 
ards and the inability of the FDA to enforce effectively 
those standards that do exist lead to the third great 
consumer loss that can be traced to the faulty food 
standard program. If two orange juice companies begin 
operations on an equal financial footing, but one of 
them gets away with expanding its sales by adding 10 
per cent water to juice products, it will have a distinct 
competitive advantage. It will be able to apply the in- 
creased revenue to market development, advertising, 

and distribution, rapidly outselling its competitor. The 
good money paid for orange juice which is in fact 
water is part of the inflationary spiral that is undermin- 
ing the value of the consumer dollar. The diminishing 
quality of a number of American food items can be 
traced directly to the ineffectiveness of the FDA food 
standards program. In fact, the consumer might be 
more wary, and therefore better off, if there were no 
programs of food standards designed to protect him. 
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As it now stands, consumers mistakenly assume that 
they are being protected when, in fact, it is unscrupulous 
businesses that are being protected in their fraud. 

The entire food standard program should be com- 
pletely overhauled. The FDA must organize its resources 
and orient its food standard policy toward the original 
food standards goal of promoting “honesty and fair 
dealing in the interest of consumers.» For the past ten 
years, 70 per cent of all proposed food standards have 
been initiated by elements of the food industry. As a 
result, the FDA has grown passive, becoming dependent 
on the ability of various antagonistic industry elements 
to resolve their controversies. In this atmosphere the 
consumer’s interest has usually been lost. The Lipton 
Company’s Beef Stroganoff, one of a series of easy-to- 
serve foods made primarily from soy beans, illustrates 
how a food standard can be manipulated to fool the 
consumer. The Department of Agriculture (which sets 
standards for meat products) requires that Beef Strog- 
anoff consist of 45 per cent meat, the rest being noodles, 

garnish, and sour cream. Lipton’s, with government 
acquiescence, adds much less than 45 per cent beef to 
its Stroganoff product. It packages the Stroganoff in- 
gredients in three subpackages: one contains noodles, 
one garnish, the third beef, sour cream, and soy pro- 
tein meal. Forty-five per cent of the third package is 
beef. When prepared, Lipton’s Stroganoff contains ap- 
proximately 20 per cent beef rather than the 45 per 
cent required by the food standard. Approximately 25 
per cent of the end product is soy bean meal, which 
sells for ten cents a pound. Under the food standard 
provision of the Food, Drug, and Cosmetic Act, the 
FDA has the authority to require that such a product 
be labeled “imitation” Beef Stroganoff. But the FDA 
has not taken action. 

Each of the food standard distortions—ingredients 
which can be used if desired and not labeled, incon- 

sistently requiring an additive to be labeled on some 
items and not others, and vague uninformative cate- 
gories—has been the product of interference and maneu- 
vering by the food industry and has caused consumer 

deception. The obvious immediate remedy, well within 
the law, would be for the FDA to require that all 
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ingredients be clearly stated as mandatory in the food 
standard or labeled on the product. The obvious long- 

.Tange remedy would be to require chemicals to be 
named on product labels. To achieve these goals the 
FDA must regain the initiative from industry. The food 
standard program must be given Commissioner-level 
co-ordination with the scientific, medical, and enforce- 
ment elements of the agency. A general policy of com- 
prehensive and informative labeling must replace the 
piecemeal, product-by-product battles such as the moz- 
zarella cheese fight, the eight-month peanut butter 
standard hearing, or the losing battle to get caffeine on 
the label of colas. The FDA should require across-the- 
board percentage labeling of the most valuable con- 
stituent (the percentage of orange juice in orange drink, 
peanuts in peanut butter, and strawberries in strawberry 
jam and other such products). Health as well as eco- 
nomic considerations should inspire food standard ef- 
forts; for example, there should be an immediate re- 

evaluation of fat and vitamin product labeling. A general 
rule should be adopted that when consumer communica- 
tions to the FDA indicate a general consumer prefer- 
ence, that preference should be publicized and given 
careful consideration. Fifty thousand post cards, no 
matter how opposed to agency policy, should not be 
dismissed as the work of “quacks.” When 80 per cent 
of consumers contacted desire percentage of the valuable 
constituent of orange juice drink to be labeled, that fact 
should be weighed more heavily than the selfish interests 
of orange drink producers. By itself the reorientation of 
the food standard program will not be sufficient to undo 
all the damage done by the misdirected food standards 
program of the past two decades. But without that reori- 
entation none of the damage will be undone. 

A number of other changes must be made in addition 
to redirecting the food standards program toward con- 
sumer protection and providing leadership from the 
Commissioner’s office for the food standards battle. The 
food standards activities of the FDA should be moved 
out of the Agriculture Department building, which is 
ten blocks away from the FDA’s downtown Washington 
office, to the FDA headquarters. As one former FDA 
Assistant Commissioner, Theodore Cron, said, “I don’t 
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know what’s going on in food standards. And I can’t 
find out. It’s closed tight as a drum. Somebody should 
look at those guys.” FDA food standards people have 
been unable to escape the industry-protection bias of 
their fellow workers in the Agriculture Department. 
While protecting industry is part of the avowed purpose 
of the Department of Agriculture, it has no place at the 
FDA. Moving the food standards branch of the FDA 
out of the Agriculture building and into the FDA build- 
ing would allow more co-ordination between the agency’s 
food standards program and its fair packaging and 
labeling program. 

Once the FDA has redirected a significant number 
of its resources toward consumer-protection goals, it 
then can seek more funding from the Congress to ex- 
pand those activities. Until it does move to make the 
food standards program effective, any requests for addi- 
tional money in the food field should be viewed sus- 
piciously by Congress. The food standard program at 
the FDA has long been an enigma to both internal and 
external observers. Until the food standards activities 
of the FDA are opened to public scrutiny, made into a 
tool to protect honesty and fair dealing in the interest 
of consumers, and used to eliminate instead of promot- 
ing widespread and expensive consumer ignorance and 
industrial fraud, FDA cannot be viewed as an effective 

consumer protection agency. But there is no sign of any 
such reform beginning. 



O Food-Borne Disease 

“With respect to food, the Department 

of Health, Education, and Welfare must 
have considerably more authority to 

assure adequate protection of the 

public health.” 

—“‘Strategy for a Livable Environ- 

ment.” Report to HEW Secretary 
by the Task Force on Environmental 

Health and Related Problems, June, 1967 

The Food and Drug Administration will not acknowl- 
edge the relationship between deteriorating American 
health and the limited availability of safe and whole- 
some food. In fact, American food consumption pat- 
terns play an important role in the nation’s disgracefully 
high infant mortality rate, low rise in life expectancy, 
and seemingly insoluble problems of stroke, heart dis- 
ease, and cancer. But the FDA repeatedly asserts that 
the American food supply is the best in the world. 
“Today’s scientific knowledge, working through good 
laws to protect consumers, assures the safety and the 
wholesomeness of every component of our food supply,” 
ran one example of official dictum from the agency.! 
This blind faith contrasts strongly with the picture seen 
by public health experts. In 1966 the National Com- 
mission on Community Health Services sponsored by 
the American Public Health Association and the Na- 
tional Health Council and chaired by Marion B. Folsom, 
former Secretary of Health, Education, and Welfare, 
released an exhaustive report on the state of American 
health services. Speaking of food protection, this com- 
mission said: “The current level of support being given 
to food protection at all levels of government is grossly 
inadequate. It does not even permit the responsible 
agencies to apply available knowledge to prevent . 
illnesses, much less to cope with the multitude of new 
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and emerging problems. In fact, there is an enormous 
and rapidly increasing disparity between the number of 
problems arising and the amount of effort directed to 
their resolution. Changes in the production and process- 
ing of foods, increasing exposure of foods to chemicals, 
and changes in food preparation and nationwide dis- 
tribution methods and techniques, together with inade- 
quate public health controls, have created the potential 
for massive nationwide outbreaks of food-borne ill- 
nesses.” ? 

Statistics support the picture of deteriorated Amer- 
ican health. In 1964, the President’s Commission on 
Heart Disease, Cancer, and Stroke reported that in the 

previous year those three diseases accounted for 71 per 
cent of all American deaths.2 The economic cost of 
those deaths and the diseases that caused them was com- 
puted by the commission to be $31.6 billion. The Na- 
tional Commission on Community Health Services 
reported in 1966 that “heart disease and stroke are 
indubitably related to an individual’s way of life, and 
their toll could be reduced by broader observance of 
well-established guidelines of exercise, diet, and weight 
control.” ° (Emphasis added.) 

The tremendous toll of the major killers is indicated 
by the relative stability of American life expectancy 
figures. Although the effects of tuberculosis, pneumonia, 
influenza, and other infectious diseases, which were the 
major cause of death in the United States a few decades 

ago, have been minimized, life expectancy has not made 
significant gains. Vital statistics of the United States for 
1967, the most recent figures available, show that a 
forty-year-old man could expect to live only 4.1 years 
longer than a forty-year-old man had in 1900. A twenty- 
year-old American male today will have a shorter life than 
twenty-year-old men in thirty-six other countries. Amer- 

ican women at the age of twenty have a life expectancy 
shorter than that of their counterparts in twenty-one 
countries. In 1950 only four countries had lower infant 
mortality rates than the United States. Today about 
fifteen countries have lower infant death rates.6 Cur- 
rently, one in every forty-three babies born in the United 
States dies before his first birthday—eighty thousand a 
year. According to the Christian Science Monitor, 
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“the infant mortality rate, largely due to malnutrition, 
in some parts of this country was [found to be] one in 
ten—as high as much of Asia’s.”* Malnutrition in the 
expectant mother causes infant death because it leads to 
prematurity. Also it now appears that malnutrition dur- 
ing the mother’s childhood can inhibit her ability to 
carry a child for the full nine months. Prematurity and 
the respiratory and other diseases that accompany it are 
the major cause of infant mortality. In spite of this 
dramatic evidence of the effects of malnutrition, poor 
dietary habits and diet related health problems, the 
FDA still officially asserts that “the American consumer 
—whatever his age and whatever his financial condi- 
tion—has an excellent chance of taking in the recom- 
mended daily requirements of vitamins and minerals 
through the foods he eats, without resorting to any .. . 
supplements.” 8 

The official FDA failure to emphasize the relationship 
between health and diet falls into four general areas 
of inaction: the hazards of the chemical environment 
(that is, the increasing number of chemicals an individ- 
ual is exposed to) are minimized; the existence of un- 

dernutrition is officially denied; the food poisoning 
hazards related to new methods of food production and 
distribution are given low priority; and research on the 
causes of heart disease and stroke is ignored. 

Hazards of the chemical environment are minimized: 

The FDA has so minimized the dangers from food 
additives that it has effectively destroyed the letter and 
spirit of the Food Additives Amendment of 1958. The 
working philosophy of the FDA was stated in the 
agency’s 1967 Fact Sheet on Nutrition, which said: 
“Dangerous food preservatives were a major concern 

of the Food and Drug Administration when it began 
operations on January 1, 1907. Today’s scientific knowl- 

edge, working through good laws to protect consumers, 
assures the safety and the wholesomeness of every com- 
ponent of our food supply.” ® Operating on this article 
of faith, the agency failed to take action against cycla- 
mates in spite of significant evidence of their possible 
dangers. In 1951 studies on saccharin were reported to 
show an unusually high incidence of unusual combina- 
tions of cancers. This reported discovery has not yet 
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been followed up by the FDA. Nor has the warning 

that monosodium glutamate in baby foods might be 
dangerous. The agency has just begun a thorough re- 
view of sixty-four food additives that it now, after 
being subjected to mounting public pressure, thinks 
should receive closer attention. Vitamin D was sharply 
curtailed as an additive to milk six years after the FDA 
had rejected scientific evidence that ‘it was unsafe and 
allowed its use. Saforale, the main flavoring ingredient 
of root beer, was found to be a cancer-causing agent 
after having been cleared as safe by the FDA. An 
antioxidant compound called NDGA, added to fatty 
foods to prevent deterioration, had to be removed from 
the FDA’s GRAS list nine years after having been de- 
clared safe. On January 27, 1970, the FDA required 
industry to remove brominated vegetable oils, used as a 

stabilizer in citrus-base soft drinks, orange juice, ice 
cream, and bakery products, because when they were 
fed to rats in high doses they caused heart lesions and 
impaired heart function, but industry was given six 
months to accomplish the removal. In the meantime it 
is impossible for those who wish to avoid these oils to 
do so since they appear in many foods without labeling. 

In the face of these failures to protect or even warn 
the public adequately, the FDA’s current attitude about 
food chemicals is depressing. “For the most part,” says 
the FDA memorandum ordering review of the GRAS 
list, “the judgments made ten years ago in compiling 
the GRAS list, on the basis of evidence then available, 

have stood the test of time very well.” 19 The FDA 
memorandum says that “additional techniques for as- 
sessing safety have been developed” since the original 
list was prepared, causing some need for re-evaluation. 
It is misleading to call the discovery of bladder cancer 
in rats that were fed cyclamates the result of an ‘“addi- 
tional technique.” The FDA discovered the cancer when 
it examined the rat bladders, a procedure not consid- 
ered routine until recently. In many other cases the 
problems the FDA finally recognized had been clearly 
suggested by independent researchers but originally re- 
jected by the agency. 

Concerning cancer, the FDA reluctantly accepted and 
reluctantly enforces the legal requirement that any sub- 
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stance that causes cancer in animals should not be added 
to the food supply. Official spokesmen of the agency 
have embraced the widely criticized belief that carcino- 
genic response increases with increasing dose levels of 
the carcinogen—i.e., that there is a dose level below 
which it is safe to consume cancer-causing chemicals. 
Scientists, both inside and outside the FDA, have termed 

this notion “pure bunk.” As a consumer protection 
agency, the FDA should err toward consumer safety— 
particularly when directed to do so by law—and exclude 
all suspected cancer-causing chemicals from the food 
supply, but the agency has not actively pursued many 
indications that certain food additives may cause cancer. 

The FDA is currently repeating the mistake it made 
in 1958. The mounting evidence that birth defects, can- 
cer, hereditary change, and heart disease may be related 
to food additives has been sometimes reluctantly em- 
braced, sometimes ignored or distorted by FDA decision- 

makers. The tragedy of the current FDA policy is that 
although it has finally recognized that the GRAS list 
must undergo close scrutiny in an effort to untangle the 
errors of the past, it is failing to look to the future. 
The agency is still skeptical about tackling the serious 
and profoundly disturbing questions raised by chemicals 
that cause genetic damage to rats and birth deformities 
to chick embryos. Today the FDA is treating the 
genetic and birth defect threat of chemicals the way 
it treated the cancer threat ten years ago—skeptically. 
Just as it begins to dig out of the mess created by its 
1958 skepticism about the dangers of cancer from chem- 
icals it plants the seeds for disaster in 1980. A few 
reassuring press releases in that year will not be able 
to undo the kind of genetic damage that may result if 
the FDA continues to be as ineffective in regulating 
food chemicals as it has been in the past decade. If the 
ingestion of certain chemicals can cause changes in the 
genetic structure of human beings, as new tests are now 
implying, this generation of Americans may be sitting 
on a mutagenic time bomb. Scientists in this field say 
that compared to this possibility, cancer—which appears 
only in the victim, not endlessly into the generations 
that succeed him—is a minor concern. 

The existence of undernutrition is officially denied: 
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The FDA has spent close to $200,000 since early 
1968, compiled twenty-six thousand pages of testimony, 
and used thousands of FDA man-hours to prove that 
there are no problems of mal- or undernutrition in 
America that require the use of vitamin supplements. 
This position has been increasingly embarrassing for 
the agency to maintain as areas of poor nutrition have 
been turned up across the country by the United States 
Department of Agriculture, the United States Senate 
Select Committee on Nutrition and Human Needs, and 

even in a thorough review of nutrition studies conducted 
largely in middle-class neighborhoods. The FDA found 

itself opposing vitamin supplementation just at a time 
when vitamin deficiencies were becoming a major na- 

tional concern. Scientists and researchers in the field of 
nutrition have been appalled by the FDA’s activities in 
the vitamin field almost since they began. In the area of 
vitamin regulation, as in the areas of fat labeling and 

food sanitation, the FDA has used the power it has 
been given to protect the food supply in a way that 
works against public health. 

Food poisoning is given low priority: 
The Food Safety Panel of the December, 1969, White 

House Conference on Food Nutrition and Health iden- 
tified the problem of microbiological contamination— 
food poisoning—as a major American health concern 
and recommended wider surveillance of food-borne dis- 
ease plus development of new testing methods to detect 
food poisons. The panel urged wider reporting of the 
problem and said: “Not only do we need public aware- 
ness of the extent of food-borne illness, but also a mecha- 

nism is essential to get the practicing physician and 
individual citizens to participate in the reporting system. 
In fact, by conservative estimates between 2,000,000 and 

10,000,000 cases of food poisoning occur in the United 
States annually. The National Academy of Sciences esti- 
mates that salmonella, only one of the food poisons, 
alone costs Americans $300 million annually.” 11 Ken- 
neth R. Lennington, the FDA salmonella project officer, 

pointed out that in 1967 “on a nationwide basis, the 
total number of reported salmonella food-borne out- 
breaks are running staphylococcus [staph] a close sec- 
ond,” 12 
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Salmonella and staph are not the only disease-carrying 
organisms found in food. Poliomyelitis and infectious 
hepatitis have been caused by viruses contained in fluid 
milk, raw shellfish, cooked and cold-cut meats, salads, 

frozen strawberries, and reconstituted orange juice.!% 
Meat, fish, and poultry have been associated with Clos- 
tridium perfirgens food poisoning causing profuse diar- 
rhea, frequently accompanied by abdominal pain, within 
eight to twelve hours after eating the contaminated 

food.!4 Gastroenteritis (any inflammation of the stom- 
ach or intestines) resulting from Shigella infection, 
which had for years been assumed to be a disease asso- 
ciated with filth “endemic in some mental institutions, 

and in some lower socio-economic communities,” has 

been reported in at least one elementary-school lunch 
line, affecting 201 children, and in one army mess affect- 
ing 240 personnel.!’ These are only some of the disease- 
carrying organisms that appear in food. 

In his speech outlining in detail a number of specific 

food poisonings, Kenneth Lennington also explained 
why the problem was likely to get worse and not better: 
“Our mode of living and technology probably renders 
us more susceptible to food-borne infection today. The 
convenience foods, ready-to-eat items, and frozen pre- 

pared dinners requiring only minimum heating prior to 
serving open avenues for mass infection. Our produc- 
tion and distribution system is such that today the output 
of a plant may be distributed nationwide, or even 
worldwide. This means that an infected employee or a 
breakdown or deterioration of some phase of plant sani- 
tation can infect thousands of consumers instead of a 

limited surrounding community. Our population concen- 
tration, human and food animal, with the resultant waste 

disposal and pollution problems, is likewise conducive to 
spread of infection. . . . Effective control of the food- 
borne infections, whether they be bacterial or viral in 
nature, entails a much higher and more rigid level of 
sanitation than generally has been practiced, or required, 
by industry, or by health and regulatory officials.” 1° 

The Food and Drug Administration has tended to 
minimize publicly the food-borne disease problem and 
industry’s role in creating it, and has set program prior- 
ities that seriously hamper any effort to clean up the 
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offending industries. In May, 1968, the FDA issued a 
fact sheet entitled “To Keep Food Clean.” It purportedly 
explained the problems of providing clean, wholesome 
food for the entire nation. Actually, it presented the 
official agency position, which implies that the problem 
is well in hand. It took no notice of the grossly inade- 
quate support being given to food protection programs 
by state and local as well as Federal. government agen- 
cies. No mention was made of the fact that hepatitis 
outbreaks associated with food consumption had _ in- 
creased measurably in the previous year or of the two 
to ten million salmonella cases that occur each year. 
Worse, the fact sheet implied that industry was effec- 
tively enforcing sanitation in its establishments. It said, 
‘Food processors as a whole are aware of their responsi- 
bilities to maintain adequate sanitation control in their 
factories . . . through the years this [the FDA inspec- 
tion program] has led to many voluntary corrections, 
such as plant improvements and the destruction of unfit 

ingredients. There is growing consciousness of the high 
sanitary standards demanded of food processors and 
handlers . . . there are approximately 64,000 interstate 
food establishments subject to FDA inspection. Last 
year [1967] there were inspections of these food fac- 

tories and warehouses.” 
This cheery communiqué did not exactly describe the 

full situation. The fact sheet might have cited, instead, 
the kinds of abuses uncovered. For instance, the Stokely- 
Van Camp plant in Lawrence, Kansas, was inspected by 
the FDA on August 2, 1966. The inspectors found that 
after packing, cans of food were cooled in bacteria-laden 
water. The plant manager maintained that if any can had 
a hole in it and the bacteria from the water got into 

the food, it would cause the can to swell and explode 
before it was eaten. But this was not a foolproof defense 
since the bacteria might not cause the can to explode. 
The FDA urged that the practice be stopped. The memo 
also might have mentioned the dozens of offensive items 
that consumers have found in soft drinks. That list in- 
cludes decomposing mice, maggots, used condoms, and 
cigarette butts.'* There are hundreds of FDA inspection 
files showing such violations but no files, of course, to 

show violations in plants that have not been inspected. 
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FDA inspection data from fiscal year 1968 (July 1, 
1968, to June 30, 1969) showed that in establishments 

producing products with a potential for microbiological 
contamination, with the FDA good manufacturing guide- 
lines designed to minimize microbiological contamina- 
tion, compliance was only 61 per cent.18 This low com- 
pliance rate should suggest a serious problem, particularly 
in view of the fact that the FDA routinely inspects only 
about 40 per cent of the food-producing plants in the 
country each year,!® and that in some districts these 
plants are inspected only once every six years.2° The 
compliance level in plants that know they will not be 
inspected is probably lower than 61 per cent. 

The FDA guidelines being violated seem like common- 
sense rules: 

1. Promote personal cleanliness among employees. 
2. Provide adequate hand-washing facilities through- 

out the plant. 
3. Train employees to prepare, handle, and store foods 

in a sanitary manner. 
Use effective cleaning and sanitizing procedures. 
Inspect incoming raw materials and reject any 
showing decomposition. 

6. Destroy bacteria during processing by approved 
methods, and handle finished packaged products 
in a manner that avoids contamination. 

. Maintain proper storage temperatures. 

. Indicate refrigeration labeling directions on pack- 
aged perishable items requiring cold temperatures. 

9. Rotate raw and finished stock and destroy spoiled 

foods.*! 

ee 

on 

In setting regulatory priorities, the FDA divides its 
efforts into three areas: health, sanitation, and eco- 

nomics. (Note that health is separated from sanitation.) 
Food regulation responsibilities are divided into ten 
priorities by the 1970 operating plan; so-called non- 
hazardous problems of food sanitation are the eighth 
priority. These consist of (1) the use of filthy or de- 
composed raw materials, and (2) unsanitary conditions 
in the manufacture, processing and/or storage of foods 
whereby the finished product may become contaminated 
with such filth as insect fragments, rodent hairs, worms, 
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flies, bird excreta, etc.22 This definition of sanitation 
embraces what most public health officials would call 
an important health problem that is a major contributor 
to microbiological contamination, yet it ranks eighth on 
the list of priorities, below, for example, economic 
fraud (under which the FDA prosecutes health food 
stores), and only two priorities above tea-testing. Various 
comments from FDA district offices gn the 1970 opera- 
tions plan point out the dangers of such a low priority 
for sanitation and show once again the split between 
those FDA officials who set policy and those who must 
carry it out. 

Kansas City 
We have sufficient information to demonstrate that industry 
is reacting to the low priority placed on sanitation. As an 
example, we recently inspected 21 warehouses with State of 
Nebraska Inspectors for State training purposes. These ware- 
houses represented those not inspected for two or three years 
and which, for the most part, would not have been planned. 
As a result of the inspection, 16 of the firms are now classed 

out of compliance. More than 20,800 pounds of food items 
were destroyed under Nebraska State supervision due to 
rodent, bird and insect contamination. 

These 21 firms represent less than 1% of our inventory in 
this problem area but demonstrate an impressive regressive 
trend in sanitation basics which we believe is directly attrib- 
utable to our decreased priority and coverage. 

The trade press has given widespread publicity of FDA’s 
nonemphasis of sanitation. .. . We are receiving increas- 
ingly frequent complaints regarding filth in foods from state 
and local agencies as well as consumers. . . 

Additionally, we think that such low priority on our part 
is inconsistent with the emphasis placed on this problem by 
our sister agency the Environmental Control Administration 
[another HEW agency], and with increasingly frequent re- 
ports linking rodents to the spread of disease. 

Minneapolis 

It has always been difficult to separate potential microbio- 
logical problems associated with rodents and insects from 
sanitation, but under our present planning concept we are 
required to do so. Rats and mice are known to be vehicles 
for the transmission of serious disease conditions such as 
plague and there is a distinct potential for health hazards 
associated with rodent-contaminated foods. More recently, 
university research has established that insects are also car- 
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riers of pathogenic organisms. This distinction between sani- 
tation and microbiological contamination appears to be 
inconsistent with the general goals of the Consumer Protec- 
tion and Environmental Health Service, whose responsibili- 

ties include rodent and insect control in the total environment. 

New Orleans 

We are not satisfied that rodent contamination of food 
should be classed in the “non-hazardous” program area. 
Numerous papers and tests on subjects of public health and 
preventive medicine state that rats are implicated in the trans- 
mission of many diseases—including marine typhus, which 

is endemic to the Gulf Coast region. Our sister agency ECA 
has just begun to administer a law aimed at rat control, and 
we understand that they regard rats as a public health 
problem. 

The rate of industry compliance in FY [fiscal year] 1968 
was 72% as compared with 59% for the first half of FY 
1969. Rodents were the major cause of noncompliance thus 
far in FY 1969.7 

Research on the causes of heart disease and stroke is 
ignored: 

Since 1959, the Food and Drug Administration has 
vigorously denied the most significant relationship be- 
tween diet on the one hand and deaths from heart 
disease and stroke on the other—the danger in saturated 
fats. It has threatened to prosecute any manufacturers 
of food products containing unsaturated fats who even 
suggest the possibility of such a connection in their 
advertising. This campaign has been called “unscientific, 
unrealistic, harsh, and archaic” by heart specialist Dr. 
Jeremiah Stammler, speaking for a large number of 
cardiologists across the country.7* Many heart specialists 
assert that foods high in saturated fats tend to build 
cholesterol in the body and thus contribute to the pos- 
sibility of heart disease. Therefore, they say, the diet of 
many persons should be altered by replacing large quan- 
tities of saturated fats with polyunsaturated fats. The 
National Academy of Sciences-National Research Coun- 
cil,25 American Diabetes Association,?® the American 

Heart Association,?* the American Medical Associa- 

tion,?3 and the National Diet-Heart Study of the Execu- 
tive Committee on Diet and Heart Disease 79 have all 
urged accurate fat labeling and the elimination of the 
FDA’s prohibition of the advertising of products on the 
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basis of the fact that they contain unsaturated fats. 
Experts consulted by the FDA have unanimously 
agreed.?9 Canada,?! Sweden, Finland, and Norway have 
adopted official policies recognizing the importance of 
cutting down on saturated fat intake as part of a pro- 
gram to ease the threat of heart disease.?? But the FDA 
maintains that fat content labeling “is false or mislead- 
ing, and constitutes misbranding within the meaning of 
the Federal Food, Drug, and Cosmetic Act.” 33 

The prime consideration underlying any regulatory 
decision by the FDA is not scientific merit; it is not 
public interest; it is not even a concerted effort to make 
the agency look good. What motivates FDA decisions 
is the desire to insure that whatever is or is not done 
will not make the FDA look bad. The agency moves 
agonizingly slowly, hoping not to be noticed or, if no- 
ticed, hoping not to offend anyone who cares and can 
do anything about it—which primarily means well- 
organized economic interests. Six years after the issue 
of fat, labeling first arose, an FDA official recommended 
that a decision still be put off. Here was his reasoning: 
“Any information that may come out of such a delay 
would either be in favor of the Food and Drug Admin- 
istration’s 1959 policy or [opposed] to it. Either way, 
I do not believe the Food and Drug Administration 
could look very bad; the most that could be said would 
be that the FDA moved cautiously until the evidence 
supported the claims.” ?4 The FDA took no action itself 
to find information that would resolve the controversy. 
No FDA research on fats was begun; no literature search 
was undertaken; no effort to prod others into research 

was made. Any additional useful information was ex- 
pected to appear spontaneously (“come out’) from the 
delay. 

The tremendous organized power of certain segments 
of the food industry, capable of stirring up just the 
controversy the FDA likes to avoid, was used to support 
the argument that the link between saturated fats and 
heart disease had not been conclusively established. 
Under these circumstances, the argument went, the label- 

ing of fats according to whether they were saturated or 
unsaturated would give manufacturers of products con- 
taining unsaturated fats an unfair advantage in the 
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marketplace. The conflict between this position and the 
public health interest inspired the continuing delay of a 
decision by the FDA. In 1965, after re-evaluating its 
long-standing controversial position against labeling of 
fats, the FDA decided to continue the ban. The major 
internal memorandum supporting this decision, inaccu- 
rate in both its facts and its arguments, hinted at the rea- 
son. “Perhaps the present answer lies in the opinions of a 
considerable number of large firms who believe more 
time is needed to study the problem.” °° 

Two years later, the new FDA Commissioner, James 

L. Goddard, was once again in the midst of a review 
of the policy. Once again, a delay was ordered. This time 
the decision followed a December 1, 1967, meeting be- 

tween FDA officials (including Commissioner Goddard) 
and representatives of the Ivorydale Technical Center of 
the Procter and Gamble Company. The Procter and 
Gamble people were concerned that fat labeling would 
be ordered, and they proposed a voluntary education 
program, to be carried out by the Nutrition Foundation 
and the Grocery Manufacturers Association, as one al- 
ternative. After that meeting, the official policy position 
of the FDA was forwarded from Assistant Commis- 
sioner Kirk to Commissioner Goddard. It concluded, 

“in the light of the meeting in Dr. Goddard’s office 
. we will not undertake to resolve the differences 

at this time, but will await the reaction from the Nutri- 

tion Foundation and the Grocery Manufacturers Asso- 
ciation people, as discussed in the report of that meet- 
ing.” ®> Dr. Goddard’s successor as Commissioner, Dr. 
Herbert Ley, when faced with the same decision, also 
relied more on the position of industry than on science 
to justify a postponement to review the fat-labeling 
policy. Although as director of the FDA Bureau of 
Medicine he had signed a vigorous recommendation 
that fat labeling be required, he reversed his position 
when Commissioner and continued the agency policy 
against fat labeling. In an August, 1969, interview, he 

explained that certain aspects of the controversy had 
not been known to him when he signed the original 
memo. Specifically, he referred to the position stated 
by the agency legal counsel in a memorandum prepared 
in 1965. It said, “Pressing this matter to hearing would 
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involve us in a controversy between the dairy industry 
and the corn and vegetable oil interests.” °’ Bowing 
to the pressure that such a controversy could bring on 
the agency, Dr. Ley sought to establish a committee 
of scientists to advise him on the fat-labeling question. 
It is at this point that the eleven-year-old controversy 
rests today. 

Even though several FDA officials were aware that 
prohibiting fat labeling exceeded FDA authority, their 
doubts were overcome by the zeal of their diet-fraud 
campaign and the proddings of industry. In 1963 one 
official wrote, “I personally doubt that we will ever 
be able to remove the word ‘polyunsaturated’ and simi- 
lar words (lineolates, etc.) from the labeling of foods 

where they are now being employed with ‘good’ reason. 
How to contain the representations is the main prob- 
lem. Perhaps the fad will go away voluntarily in a few 
years. 35 

In 1968 Commissioner Ley was informed by his own 
Bureau of Regulatory Compliance that the Justice De- 
partment had refused to file charges in the fat-labeling 
cases because it doubted that the government could 
prove that foods high in polyunsaturated fats would not 
be of value in the prevention of heart disease.*® In fact, 
major producers of polyunsaturated-fat products have 
been advised by their attorneys to continue the kind of 
labeling that FDA has tried to ban, and several have. 

But the FDA ruling has had a damaging effect on the 
development of new products such as pastries, candies, 
cheeses, etc., low in saturated fats. Most companies do 

not wish to include the cost of legal conflict as part 
of the total risk of new product development. Since 
the law bars them from labeling new products as high 
in polyunsaturated fats, they are robbed of their chief 
potential selling point, and thus discouraged from de- 
veloping products of considerable value to American 
public health. In defense of the FDA position, Dr. Ley 
said, in July, 1969, “The scientific correlation between 
fatty acids ingestion and arteriosclerosis is an extremely 
tenuous one .. . although there is a great deal of 
publicity there is very little scientific fact that clearly 
links the ingestion of fat in one form or another with 
heart disease.” 49 
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This is the same Dr. Ley who, two years earlier, had 
sent a memo to the then FDA Commissioner Goddard 
urging that fat labeling be permitted. He said then, “The 
Bureau of Medicine recognizes that this position repre- 
sents a major change of policy. Nevertheless, the position 
is recommended as the only reasonable one at this 
time) * 

Chemical additives, vitamins, fat labeling, and filth 

in food all have important health implications for the 
American public. All are major responsibilities of the 
FDA food protection program, yet none has received 
the kind of scientific and regulatory attention that will 
advance the quality of American health. In the place 
of sustained action to advance health by helping to 
improve the American diet, the FDA substitutes a naive 
faith that the way American food is produced, pre- 
served, and distributed is exceptionally fine. It main- 
tains this faith in the face of increasing scientific evidence 
that chemical additives can be extremely dangerous, that 
the vitamin content of the American diet is deteriorating, 
that saturated fat in food may be a contributing factor 
to more than 70 per cent of all American deaths, and 
that American food is getting filthier. Faith has a way 
of withstanding fact. But while the FDA goes through 
the ritualistic exercise that it passes off as regulation, it 
is the food consumer who is injured. 
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“t Most] manufacturers recognize that 

consumer interest and producer interest 
are inseparable, and that practices 

adverse to consumer interest are like- 
wise adverse to the interest of in- 

dustry; . . . most manufacturers make 
sincere efforts to meet all legal 

requirements not only because they 

are the law .. . but because it is the 
right thing to do.” 

—‘“‘Creed of the FDA,” 

Commissioner Paul Dunbar, October, 1947 

The food industry is the largest retail industry in Amer- 
ica, having total sales of approximately $125 billion 
in 1969. Like all industry, its job is to make money, 
and because it does the job well, other giant money- 
makers are buying into it. 

Economically, the industry is moving toward monop- 
oly. The report of the National Commission on Food 
Marketing, released in 1966, reported a “sharp rise in 
conglomerate type acquisitions by large food manu- 
facturers in the past two decades.” The report continued, 
“The size and diversity of the large food conglomerate 
gives it great ability to survive its own mistakes or in- 
tense competitive struggles in particular food fields. It 
can engage in reciprocal trading arrangements not avail- 
able to conventional firms. Food conglomerates are likely 
to grow, to reduce the number of independent com- 
petitors in the industry as a whole, and to lace the 
various segments of the industry more neatly into a 
single system characterized by the kind of non-price 
competition in which.they excel.” ! 

The trend toward concentration described in 1966 
has continued as predicted. The Greyhound Corpora- 
tion, known for its buses, is taking over Armour, the 
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nation’s second largest meat packer. International Tele- 
phone and Telegraph has taken over Continental Bakery. 
As part of these giant corporations, the subsidiary food 
firms gain near immunity from competition. The Mar- 
keting Commission described in general terms what the 
decrease in the total number of food firms means to 
the consumer. “High concentration in the food industry 
is undesirable because it weakens competition as a self- 
regulating device by which the activities of business 
firms are directed toward the welfare of the public at 
large. When large firms dominate a field, they fre- 
quently forbear from competing actively by price; com- 
petition by advertising, sales promotion and other selling 
efforts almost always increases; and the market power 
inescapably at the disposal of such firms may be used 
to impose onerous terms upon suppliers or customers.” 2 
For example, 85 per cent of American breakfast food 
is produced by four firms (Kellogg, General Foods, 
General Mills, Quaker Oats) at a profit nearly double 
the average for all food manufacturing. Between 1954 
and 1964, the retail price for breakfast food per pound 
increased 45 per cent. The retail price for breakfast 
cereal rose more than any other food. One major reason 
for the price rise was the 19 per cent of cereal manu- 
facturers’ sales spent on advertising and sales promotion. 
Advertising and sales are the primary concern of the 
concentrated food firm; food is secondary.* 

In addition to concentration of the breakfast cereal 
market, 95 per cent of all prepared soups are sold by 
Campbell Soup, more than half of American cheese is 
sold by Bordon and National Dairy (Kraft), and most 
salad dressing is sold by National Dairy and Corn 
Products. By 1958, according to the Food Marketing 
Commission, 80 per cent of all food companies were 
classified as oligopolies. The major distinctive product 
promoted and sold by these large concentrated firms is 
their brand name. Massive amounts of money are spent 
for this purpose. As a comparison, twenty-two of the 
largest food manufacturers in the nation spend about 
18 per cent of their sales on advertising (compared 
with less than 3 per cent for the automobile companies). 
A fascinating example of money spent on brand-name 
protection is the fact that Campbell Soup maintains and 
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displays an expensive collection of antique soup tureens. 
The purpose of the collection, according to William 
Murphy (Campbell’s President), is to counteract the 
bad image given his products when Andy Warhol 
painted a famous pop art picture of Campbell Soup cans. 
“You know what kind of a sex life that man has,” the 

company executive was overheard to say. The cost of 
the tureen collection is passed on to consumers. 

The emphasis on advertising costs the consumer addi- 
tional money. Food products of identical quality cost 
significantly different prices depending on whether they 
are national brands or local product labels, according 
to the Food Marketing Commission. In 1969, G. E. 
Brandow recalled this fact to the Senate Select Com- 
mittee on Nutrition and Human Needs. “The Com- 
mission found that retail prices of nationally advertised 
brands of such common foods as frozen peas and 
orange juice concentrate averaged 20 per cent higher 
than private label products of comparable quality.” 4 
This 20 per cent goes right back into advertising pro- 
motion, and market development, along with the profit 
gained by fraudulent practices like orange juice water- 
ing, and extra money raised through misleading label- 
ing and packaging. Profiteering practices, like these, lead 
to the kind of inflation that has the consumer price index 
on food leading all other categories. Food industry 
spokesmen like General Foods President C. W. Cook 
and the Grocery Manufacturers of America try to put 
a good face on the situation by pointing out that in 
1966 the United States spent only 18 per cent of its 

income on food, compared to 23 per cent in 1939.° This 
figure, like many others cited by special interest groups, 
is misleading. The commission points out that in real 
terms the total amount of food consumption per person 
has remained stable since 1939, while consumer food 

expenditures per person have increased, on a scale of 
100 from 78 in 1939 to 106 in 1965—or over 37 per 
cent.® A significant part of this increase pays for adver- 
tising, packaging, promotion, and product tampering 
which does not add real food value to the diet. Viewing 
the over-all situation in the food industry, the commis- 
sion concluded: “Controlling concentration in the vari- 
ous branches of the food industry is essential to maintain- 
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ing a competitive environment favoring an acceptable 
distribution of market power and a socially useful em- 
_ployment of resources. A horizontal merger or acquisi- 
tion by a large firm in an already concentrated field tends 
to break down conditions necessary for effective compe- 
tition—perhaps in purchasing as well as in selling—even 
when specific restraint of trade cannot be demonstrated. 
An effective policy to limit concentration requires ac- 
ceptance of the view that such general impairment of 
competition is a sufficient reason for vigorous anti- 
merger action.” 7 

Most of the recent growth in American food sales has 
been in processed foods; for the first time in 1969 their 

sales exceeded that of unprocessed food. Processed 
food, featuring its food additives, new foods, massive 

distribution systems, and minimal home preparation, 
presents major problems to the FDA. Quaker Oats mar- 

keted a diet cereal that violated labeling requirements. 
One FDA official believes that Kraft has been responsible 
for a major decline in the quality of cheeses made in 
the U.S., but the agency can do nothing about it in 
spite of various cheese standards. Precooked breakfast 
cereals have the food value toasted out of them, ac- 

cording to Dr. Jean Mayer, but the FDA does not try 
to regulate their nutritional claims. Summarizing the 
situation, the agency’s own study group on consumer 

protection said, “The American public’s principal con- 
sumer protection is provided by the Food and Drug 
Administration, and we are currently not equipped to 
cope with the challenge.’ * The reason given for the 
failure is limited legislation, manpower, and money. 
But as long as the FDA believes that the food industry 
wishes to provide the safest, highest-quality food pos- 
sible to the American people, no amount of legislation, 
manpower, or money will turn the agency into an ef- 
fective food regulator. Viewed against the food indus- 
try’s economic power and vigor and avowed money- 

making goal, the FDA’s faith in industrial self-regulation 
is ludicrous, if not tragic. The food industry has vigor- 
ously set about its task of making profits. It is time the 
FDA set about ifs assigned task of insuring that profits 
made by the food industry are not the result of fraud, 
deception, adulteration, or misbranding. Urtil the FDA 
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recognizes the food business for the profit-making giant 
that it is, this public agency will continue to be the 
vassal of an industry that through callousness, ignorance, 

or greed routinely mauls the public interest. 
The story of the purposeful and economically moti- 

vated pollution of baby foods by their manufacturers 
should dispel all beliefs in food industry self-regulation. 
If baby-food producers are not motivated to police 
themselves, it is unlikely that any food producers are. 
Twenty years ago a jar of baby food contained a given 
amount of fruit, vegetables, or meat. As the costs of 
these ingredients rose, baby-food companies began to 
replace part of them with starch and sugar—each of 
which is less expensive than the ingredient it was re- 
placing. Naturally, foods thinned out with starch or 
sugar tasted blander or sweeter than the originals, so 

baby-food makers began adding salt and monosodium 
glutamate to please mothers who tasted their babies’ 
food. Then it was discovered that the starches added 
to the food would break down and become watery if 
a mother fed her baby some of the bottle’s contents 
and let the remainder sit, even in the refrigerator, over- 
night. The baby’s saliva, which got into the food on the 
spoon the baby was fed with, was “digesting” it. The 
answer provided by the baby-food companies was to 
find a starch that saliva could not break down and add 
it to the bottle’s contents. So now baby food contains 
not only added sugar, salt, and monosodium glutamate, 
but also added modified starch which baby saliva does 
not break down in the jar or the mouth and which some 
researchers fear may not be completely digested even 
by the rest of the baby’s system. None of these addi- 
tives in the food for purely economic reasons has been 
proven safe for consumption by babies. 

Industry justifies the addition of sugar to baby foods 
by the assertion that it will make them tastier to infants. 
But, actually, most baby food is fed to infants early in 
their life, before they have developed the ability to 
discriminate by taste. One of the most unfortunate 
aspects of the addition of sugar to baby foods has been 
its effect in nullifying efforts of pediatricians to keep 
mothers from adding sugar to milk. It is not true that 
a fat baby is necessarily a healthy baby. According to 
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nutritionists, sugar supplies “empty” calories and makes 
the baby used to consuming it. From the simple be- 

- ginning in baby food may come the mother’s constant 
fight against excessive candy eating. Researchers are 
looking more and more into possible health problems 
related to excessive sugar consumption, including areas 
yet to be adequately explored, like the effects of hypo- 
glycemia which may be related to the onset of diabetes. 

Salt, too, has come under increasing attack as a com- 

ponent of baby food. In October, 1969, Dr. Jean Mayer 
said that removing salt from baby food would be the 
statesmanlike thing for the baby-food companies to do 
before they are forced to remove it. The reason for the 
concern is a series of studies by Dr. Lewis Dahl, chief 
of the Brookhaven National Laboratory, which suggest 

a relationship between hypertension and high salt con- 
sumption. Dr. Dahl points out that there is a high in- 
cidence of death (66,819 in 1966) from hypertension 

and that the disease is appearing in patients in their 
teens or twenties now rather than in patients in their 
thirties or forties, as it used to. Dr. Dahl states, “A 
child gets a salt appetite [from eating salted foods as 
an infant] which then must be satisfied the rest of his 

life. If there is a family history of hypertension, and 
he takes a lot of salt in his food, he may get it early in 
Hieje* 

The food industry’s rebuttal to this charge relies on the 
benefit-vs.-risk argument. Dr. Robert A. Steward, di- 
rector of research for the Gerber Products Company, 
made the point, “Before the boon to mothers of pre- 
served baby food is jeopardized, several questions must 
be answered.” !° Boon? Why not real meat and vege- 
tables in a blender for modern American mothers? 
“Does excess dietary sodium chloride cause human 
hypertension?” Dr. Steward asked, and answered: “Sev- 
eral mechanisms affect hypertension. Salt may be in- 
volved in one of them. . . . If salt does cause hyper- 
tension in the adult, will it produce changes in the infant 
leading to hypertension later in life? There is no evi- 
dence one way or another. . . . Is there a strain of salt- 
sensitive people (and, therefore, infants) resembling 

rats? No one knows. . . . Until these questions are an- 
swered definitely, too few data are available to invoke 
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some hypertension later in life.” 11 The questions raised 
by Dr. Steward have not been answered. The safety of 
baby food additives has not been established. But the 
manufacturer expected his product to be considered in- 
nocent until proven guilty. Mothers are asked to accept 
the “boon” of processed baby food on the strength of 
inconclusive answers. Dr. Jean Mayer suggests that 
babies should not be exposed to the levels of sodium now 
in baby food “proportionally higher than those of adults 
and enormously higher than those resulting from breast 
feeding.” 12 Unless the safety of a food additive can be 
assured, its use should be avoided. This is not only pru- 
dence, it is the law. 

The most vocal controversy about baby food has been 
created by the addition of monosodium glutamate (MSG) 
to such foods. The manufacturers’ side of the situation 
was laid out in a letter from Dan Gerber to Gerber 
share-owners on November 14, 1969: 

On May 9, 1969, John Olney, an associate professor of 
Psychiatry at Washington University in St. Louis, reported 
that MSG injected under the skin of 2 to 10 day old mice 
caused a specific type of brain damage and speculated that 
similar damage might result in human infants fed foods con- 
taining MSG. He and others later testified before the Senate 

Select Committee of Nutrition and Human Needs, citing this 
work and the conclusions drawn. A considerable amount of 
publicity was generated from this testimony. This publicity 
has been kept alive by continuous television appearances of 
one of the principal consumer protection crusaders, Ralph 
Nader, and was further augmented by the publication of a 

report on October 17 by Olney to the effect that MSG in- 
jected into a single monkey caused similar brain damage. 

Although a committee of experts was appointed as an ad 
hoc committee to the Food Protection Committee to study 
the scientific data on MSG and make recommendations for 
its use in foods, public pronouncements by Dr. Olney and by 
Dr. Jean Mayer, nutrition adviser to the President of the 
United States, denounced the use of MSG in baby foods. 
These statements were publicized on TV and in the news- 
papers and the U.S. public became very concerned. An 
attempt was made to counteract the adverse publicity by 
presentation of the accumulated data demonstrating the safety 
of MSG when used in normal feeding procedures, but this 
information, although its validity was recognized by the 
scientific community, received little coverage in the news 
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media and came too late to head off the public’s reaction. 
Qualified scientists who have reviewed the written work of 

. Dr. Olney as well as unpublished data in his laboratory are 
not convinced that his work is relevant to human feeding. 
It is the generally accepted consensus that further work must 
be done with different species of animals in order to validate 
the conclusions drawn by Dr. Olney. 

In these two relatively short paragraphs the Gerber 
Products Company demonstrates why food companies 
cannot be relied upon to police themselves. First and 
most basic is the assumption that a product can remain 
on the market until definitively proven dangerous. 
After attempting to present the best possible case for 
discrediting the importance of Dr. Olney’s work, the 
company is forced to conclude that “further work must 
be done.” But it is the intention of the law to require 
an industry to establish the safety of a food additive 
before using it. Clearly MSG should not be used in 
baby food until proven safe and it should have been 
removed as soon as doubts were raised about its safety. 
(It was not removed until October 24, 1969, five 

months after the report of the brain damage by Dr. 
Olney, three months after Senate hearings on the po- 
tential danger, one day after Dr. Jean Mayer denounced 
the use of MSG in an address at the Women’s National 
Press Club in Washington, D.C. It is not clear that MSG 
would have been removed from baby food without pub- 
lic pressure, which means that the FDA, which should 
have taken legal action to force the removal, was not 

doing its job.) 
Next, implying that a thorough study of Dr. Olney’s 

test has been carried out by qualified scientists, the 
Gerber letter states that they “are not convinced that 
his work is relevant to human feeding.” It is clear from 
this statement that these scientists are also not con- 
vinced that his work is not relevant to human feeding. 
If they were you can bet the letter would have said so, 

loud and clear. The doubts about the relevance of 
animal testing to human problems are real doubts that 
must be lived with. Some dangers that show up in 

animals are not dangers to men. Conversely, some 
dangers to men do not show up in animals. But tests 
on animals are still the most widely accepted way to 
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get the best prediction of safety for human beings. When- 
ever a company argues for the safety of a food additive 
it says that the additive did not harm the animals it 
was tested on. So when an additive does harm to 
animals the validity of animal testing should not be 
challenged. The Gerber letter not only raises questions 
about the most basic kind of practice for testing the 
safety of additives, it also mistakes the nature of Dr. 
Olney’s test. It claims he got his results only by in- 
jecting rats with MSG, but this was not the case. On 

September 22, 1969, after an FDA scientist visited Dr. 

Olney’s laboratory, the FDA wrote Senator McGovern 
to correct several misrepresentations it had made about 
those tests, and MSG in general, during testimony on 
July 22, 1969. One correction it made was, “Other 

unpublished work by Dr. Olney indicates that similar 
lesions were observed after oral treatment of weanling 
mice and rats with doses of 0.5 to 1.0 gram of MSG 
per kilogram of body weight.” 1* (Emphasis added.) 
The “qualified scientists” referred to in the Gerber letter 
(but not mentioned by name) should have called this 
very important fact to the attention of Gerber, and 
Gerber should have reported it to the share-owners. 
This should be especially true since getting the same 
damage from oral treatment strengthens the warning 
that the original test provided and because the injection 
tests had been severely criticized by industry scientists. 

Another distortion of the Gerber letter lay in the 
subtle omission of Dr. Olney’s chief observation on 
the basis of his tests. The letter states that Dr. Olney 
“speculated” that MSG could cause damage in infants. 
In fact, Dr. Olney did make this speculation, but his 
main point, merely a restatement of the law, was: 
“So long as there is any doubt as to the safety at all, 
I think it the better part of prudence not to have it 
[MSG] in baby food.” !* In his final distortion, Gerber 
says that “little coverage” was given to the many 
tests “demonstrating the safety of MSG” though their 
“validity was recognized by the scientific community.” 
The MSG studies cited by Gerber suggesting MSG is 
safe when moderately used by adults were not relevant 
to the baby-food problem because babies are not merely 
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small adults. What the Gerber letter did not point out 
to its share-owners was that no tests other than Dr. 

_Olney’s had been conducted on animals less than twenty 
days old—the period about which the controversy 
raged. That was a telling omission. Dan Gerber misled 
his share-owners by not reporting Dr. Olney’s test 
correctly, by ignoring the gap in the industry’s own 
research on infant animals, and by not acknowledging 
the importance of the doubts raised by the MSG tests. 
Some Gerber share-owners are disturbed by having 
been misled and by the practice of undermining the 
quality of baby food. 

Unfortunately, the FDA cannot be counted on as a 
major ally in the battle for better baby food. In an 
interview, the Director of the Bureau of Science of the 
FDA responded to the assertion that “baby foods are 
made largely to be pleasant for mothers” by saying 
that it was important for the baby that his mother 
enjoy baby food. If she did not, the assessment went, 
the baby might not eat it. That sounds like industry 

reasoning. 
Salt, sugar, MSG, and modified starch in processed 

baby food have turned the product into a relatively 
unnutritious food which may possibly be dangerous, 
according to Dr. Jean Mayer and other nutritionists. 
Another potential danger in some processed baby 
foods was identified by Canadian reports in 1968 that 
showed high levels of nitrate in baby foods containing 
spinach, beets, and wax beans. The Washington Post 
reported the comments of Dr. Barry Commoner, a 
biologist at the Washington University in St. Louis. 
“Tn an infant’s intestine, he said, nitrates often encounter 

certain bacteria and are converted to nitrites which 
combine with hemoglobin [the blood’s red oxygen- 
carrying matter] to cause an asphyxiating disease called 
methemoglobinemia. German pediatricians have as- 
sociated a number of cases with infant consumption 
of spinach. (Certain leafy vegetables tend to concen- 
trate nitrates.)” 15 

The health and nutrition problems related to baby 
foods have been pointed out to the baby-food com- 
panies, mostly by the company’s own researchers. But 
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the baby-food producers have not been moved to cor- 
rect the situation except under pressure—as in the case 
of MSG. 

Dr. Thomas A. Anderson, while serving as chief 
of the Heinz Nutritional Research Laboratory, tried 
unsuccessfully to convince his company that they should 
seriously modify the content of their baby food products 
because of their lack of quality and potential danger. 
The company felt that it need not follow the recom- 
mendations because the data presented supporting them 
did not show conclusively that the foods as constituted 
presented any hazard. In addition, Heinz felt that it 
would be placed at a competitive disadvantage if the 
cheaper and possibly dangerous ingredients were re- 
moved from their foods and not from their competitors’. 
In order to make a profit on the improved baby food, 
Heinz would have to raise prices, and that would lose 
them customers. So the company set aside Dr. Ander- 
son’s recommendations. Furthermore, Heinz tried to 

block him from testifying before the McGovern Com- 
mittee on Nutrition and Human Needs and from serving 
as a member of the Food Quality Panel of the White 
House Conference on Food Nutrition and Health. Dis- 
couraged by this treatment, Dr. Anderson has left Heinz. 
He expressed his dismay at the company’s attitude in a 
letter to Dr. Jean Mayer. “I rather naively thought 
this . . . guidance of the McGovern Committee during 
the recent hearings would have resulted in a serious 
reappraisal by the Heinz company of its approach to 
baby food formulations. It is now obvious to me that 
I was wrong in this assumption and that the company 
is back to a ‘business as usual’ attitude, probably fostered 
by the hope that the Committee is now interested in 
other matters. . . . Regardless of how strongly man- 
agement may deny any internal pressure it is becoming 
increasingly clear to me that I can no longer function 
effectively as nutritionist for . . . the company (if, in 
fact, I ever did).” 16 

Clearly an industry cannot be expected to regulate 
itself when it minimizes the quality of its product by 
adding nutritionally unimportant and possibly unsafe 
components, then distorts or dismisses the warnings 
of responsible scientific critics against those components, 
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and finally tries to pressure into silence those critics 
over whom it has some direct control. Here is another 

. not so unusual example of the food industry’s reaction 
to criticism from scientists. At the height of the battle 
to remove cyclamates from the market in May of 1969, 
Dr. Jack Schubert, professor of Radiation Chemistry 
at the University of Pittsburgh, was asked to prepare a 
statement on his doubts about the use of cyclamates 
for a magazine called Odontological Bulletin. This 
dental journal, published for six counties of Pennsyl- 
vania, wished to present more information to its readers, 

many of whom were dentists who had been suggesting 
the use of food containing cyclamates to cut down tooth 
decay. Dr. Schubert’s article was published and then 
widely reported in Pittsburgh newspapers and television, 
including the University of Pittsburgh student paper, 
The University Times. Showing an amazing lack of 
understanding about academic freedom and scientific 
independence, Charles S. Brown, Executive Vice Presi- 
dent of Abbott Laboratories, the major manufacturer 
of the sweetener, wrote a letter of complaint to the 
Chancellor of the University of Pittsburgh, saying in 

part: 

I most strongly protest the use by a faculty member of publi- 
cations of the University of Pittsburgh to make unwarranted 
misleading statements about a product of Abbott Labora- 
tories. . . . The scientific information we have—and it is 
extensive—tells us cyclamate, at currently used levels is safe 
and useful in the human diet. . . . The prime corporate 
interest of Abbott Laboratories is Health Care World Wide. 

. . In Dr. Schubert’s statements, our product—and thus our 
reputation—is unjustifiably attacked. For these reasons, we 
must protest when a respected academic institution like the 
University of Pittsburgh is used to make an unwarranted 
attack on the product of a corporation that is highly re- 
spected for its scientific reputation and integrity. We request 
that you take appropriate action to correct the misleading 
statements made in the name of your University.'? 

In spite of Abbott’s unequivocal assertions of the 
sweetener’s safety, cyclamates were off the market 
three months later. Answering the Abbott letter, Dr. 
F. S. Cheever, the university’s Vice Chancellor for 
Health Professions, explained why it was important 
for the university not to carry out Abbott’s wishes: 



94 THE CHEMICAL FEAST 

I am sure you realize that, as a faculty member, Professor 
Schubert is entitled to express his opinions freely and with- 
out prior clearance by the University administration. The 
concept of academic freedom is of immense significance in 
assuring open and free discussion of scientific and policy 

issues. 
You mention Professor Schubert’s lack of personal re- 

search on cyclamates. From our standpoint, there is no rea- 
son why a scientist must remain silent om a technical matter 
simply because he has not himself done research on the par- 
ticular subject. Professor Schubert’s opinions are based on 
his evaluation of papers and data appearing in the open 
literature and in technical reports that have been available 
to him from a variety of sources. The opinions he has ex- 
pressed are his own, and they are subject to the peer group 
evaluation that always exists in the world of science.'® 

After visits from representatives of the public relations 
firm representing Abbott Laboratories and one public 
attack by Abbott distorting his comments, Dr. Schubert 
retained a lawyer to protect his interests. 

What lies at the heart of the deterioration in food 
regulation is a series of fundamental misconceptions 
and conflicts about the operation of a democratic society 
and economy. First, there is a polarization between the 
food industry and its consumers, causing a kind of 
industrial hysteria that limits the food executive’s 
ability to perceive or acknowledge legitimate consumer 
concerns. For example, when Donald Kendall was 
chairman of the Food Safety Panel of the December, 
1969, White House Conference on Food, Nutrition and 

Health, he received a detailed telegram from Nelson 
C. White, the President of the International Minerals 

and Chemical Corporation, makers of MSG: 

Mr. Murphy of Campbell Soup has told me of your interest 
in seeing that the upcoming White House Conference on 
Nutrition is kept within bounds of its stated purpose and that 
it not be used for rubber stamping the unrealistic thoughts 
and proposals of completely uninformed and biased so-called 
protectors of the consumer. 

This communication is to assure you of the complete sup- 
port of this corporation by any means or on any facet of the 
task you and other leaders face in the conference next week. 
As the nation’s leading producer of MSG we know full well 
the magnitude of the task. We have for eighteen months 



The Food Industry 95 

found ourselves in the position one time after another of 
being tried by the press on the unjustified and too often 

_utterly distorted statements of not only pseudo-scientists, but 
those in government circles who sought political favor with 
the public through association with the so-called consumer 
protectionism. 

We have in every instance had to project ourselves aggres- 
sively into the picture to present the true facts, first to be 
heard by the Senate Select Committee on Nutrition and 
Human Needs, when monosodium glutamate became a target 
as an ingredient of baby foods, a national emotional me- 
dium for garnering publicity, and second, when the flurry 

of publicity on cyclamates resulted in MSG being dragged 
once again into the consumer spotlight on the basis of lim- 
ited and inconclusive experiments being taken as proven 
findings against a quarter of a century of true scientific 
research. 

We again commend you for your interest in the industry’s 
side of the coming confrontation. We urge your most spirited 
participation and commit this corporation’s total support.!® 

Mr. White’s assertions can only add to the already 
accelerating number of dissatisfied food company nutri- 
tionists and their colleagues outside the industry, sup- 
port the doubts of increasingly suspicious food company 
stockholders, and intensify consumer alienation. 

This telegram reveals the attitude that has caused 
consumers of food to become alienated from its pro- 
ducers and contains most of the assertions that increase 
doubt about food industry commitment to the public 
interest. That there is consumer doubt and that it is 
growing cannot be denied. Mr. White’s telegram itself 
is evidence of the doubt. But rather than view the MSG 
controversy as an opportunity to exchange concerns 
with critics and use it to restore confidence in food 
industry intentions, spokesmen (including scientists) 
for the food producers retreated into their alienating 
defensiveness. Officials of International Chemical, 

makers of more than 70 per cent of the MSG used in 
the United States, demanded free prime television time 
to rebut the charges and sent their telegram attacking 
“unrealistic . . . consumer protectionism” and reliance 
on “inconclusive experiments.” Scientists sympathetic to 
industry directed angry verbal attacks toward researchers 
who suggested that MSG might not be safe. 
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More and more food industry critics of divergent 
points of view are being heard. At the public sessions 
of the Food Safety Panel, Olga Mader, speaking for 
the American Labor Alliance of the United Auto 
Workers, the Teamsters, and the Chemical Workers 

of America, defended the Delaney Clause. She said, 
“As bad as the Delaney Clause is, it has given us some 
protection. We ought to at least keep the protection 
we now have.” 2° At the other end of the political 
spectrum, Governor Claude Kirk of Florida has been 
upset by General Foods Corporation advertisements 
that Tang, an imitation orange drink, is better than 
orange juice. According to the Governor (and the 
company, by the way), it is nothing but a series of 
chemicals, and he is promising a boycott against all 
General Foods products.?! 

Boycotts are not new to the food industry. In the 
fall of 1966, housewives organized to boycott stores 
that were engaging in practices that the Food Marketing 
Commission showed raised the price of food. 

In New York a “Truth Squad” started a procedure whereby 
Tuesdays were to be known as “Don’t Buy Day.” The custom 
spread until eight hundred communities in six states were 
involved. In towns where unlimited local telephone calls can 
be made without raising the bill, housewives were enrolled 
to make ten calls each, asking everyone they could think of 
not to patronize markets that made use of gimmicks like 
trading stamps . . . Mrs. [Esther] Peterson, President John- 
son’s Special Assistant for Consumer Affairs, cordially hated 
by Campbell Soups and General Foods and described by the 
Advertising Association of America as “the most pernicious 
threat to advertising today,” soon found herself getting such 
objects in the mail from consumers as pictures on packages 
of shrimp far larger than the edibles inside, and thousands 

of letters every day.” 

Donald Kendall, President of PepsiCo, and the 
recipient of Mr. White’s telegram, himself provided 
an example of how industry responds to criticism. He 
resigned from the White House Conference after Con- 
ference Director Jean Mayer in an article in Life 
magazine attacked fat-fried snacks like those made by 
a PepsiCo subsidiary,. Frito-Lay, saying, “Fried worms 
would be better. At least you’d get some protein.” 23 
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Another indication of industry defensiveness is the 
language it uses in response to evidence that threatens 

~a valuable product. Arthur T. Schramm, known as a 
spokesman for the food industry, provided a perfect 
example of such language in a letter he wrote about 
new information on cyclamates and MSG to the chair- 
man of the National Academy of Sciences’ Food Pro- 
tection Committee, Dr. William J. Darby. He wrote: 

The entire atmosphere growing out of such TV programming 
[news reports about scientific experiments conducted on cyc- 
lamates and MSG], coupled with politically oriented Con- 

gressional hearings and careless statements by apparently 
qualified publicity-seeking individuals, is one of economic 
terrorism. Many of the members of the Industrial Liaison 
Panel, recognizing this sinister development, have expressed 
strong feelings on the subject and have asked me, as Chair- 
man of the Food Protection Committee, to take steps neces- 
sary to secure time for qualified members of the scientific 
community to put this matter in proper perspective for the 
public. 

While I do not favor the airing of scientific disagreements 
in public, I feel we have no choice in this particular case, if 
we are to avoid the type of blackmail that is now occurring 
under the guise of freedom of speech. 

“Sinister,” “terrorism,” and “blackmail” are not 

words designed to convey an attitude of tolerance about 
doubts raised by scientific tests. Without that tolerance 
the alienation of consumers will grow. Schramm’s letter, 
which began “Dear Bill” and was signed “Art,” was 
written under the letterhead “Industry Committee of 
the Industrial Liaison Panel, Food Protection Committee, 

National Academy of Sciences,” of which Schramm 
was chairman. That the National Academy of Sciences, 
a semipublic institution, should have a food industry 
committee is remarkable. The NAS has no “Consumer 
Committee” nor “Consumer Liaison Panel’ and Dr. 
Darby is not “Bill” to the average consumer. 

Another cause of deterioration in American food 
production is the industry’s insistence that the consumer 
must accept risks to gain the benefits of its products. 
The same Arthur T. Schramm quoted above, in a 1957 
article on food colors, said, “Man in his present gener- 
ation has inherited a wealth of mechanical conveniences 
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to supplement his quest for the fuller satisfaction of 
his higher nature. Whether he realizes it or not, these 
conveniences are not without cost, that cost being the 
element of risk. Probably the most impressive example 
of man’s willingness to expose himself to hazard for a 
convenience is his continued use of the automobile— 
were the automobile considered in the same manner 
as the certified colors, the shocking toll of 42,000 killed 
in 1956 would most certainly demand its delisting.” 2° 

Three assumptions run through Schramm’s short 
paragraph—that the “risks”? cannot be avoided, that 
man has a “willingness” to accept the risks, and that 
he has obtained a “convenience” in return. They are 
made in every defensive food industry argument, but 
consumers are challenging them more and more. For 
example, consumers said that despite its convenience 
they were unwilling to accept the risk, however slight, 
posed by MSG in baby food. As a result, the baby food 
companies ultimately removed the additive. Congress, 
which is supposed to speak for the public in this 
society, has clearly stated that no additive shall be 
placed in the food supply unless it is proven to be safe, 
i.e., presents no known risk. Not only public opinion 
but the intent of the law condemns the use of MSG 
in baby food until its safety is established. In the field 
of food additives, the country has legally abolished the 
concept of balancing risks against benefits. Food addi- 
tives must be safe. The fact that industry officials and 
regulatory agents still apply the risk/benefit argument 
to food additives merely widens the gap between them 
and those who support the law. 

Food industry hysteria and belief in the necessity of 
risks join a third industry attitude that contributes to 
consumer distress. Food industry spokesmen and their 
supporters believe that food safety policy should be 
set by themselves in conjunction with the small group 
of scientists who have done the actual laboratory 
testing of items that might not be safe. Even this group 
is reduced as the industry tries to exclude men like 
Dr. Olney when, based on their own laboratory research, 
they make statements critical of a food industry prac- 
tice. Excluded from the group by definition are men 
such as Dr. Jack Schubert of the University of Pitts- 
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burgh, whose criticism of cyclamates was dismissed 
because he had not done any basic research on the 
~chemical. And, of course, consumers are excluded from 

the group. As both the White telegram and the Schramm 
letter make clear, anyone outside the narrow group is 
thought to be a “pseudo-scientist,”’ a seeker of political 
favor, a spokesman of “so-called consumer protection- 
ism,” “politically oriented,’ “careless,” or only “‘ap- 
parently qualified.” The assumption appears to be that 
there are no valid criticisms of the food supply to be 
made. Industry gets into this position in an effort to 
protect its economic interest. The scientists who defend 
the position, however, do so on mistaken grounds. 

Food scientists believe that only they are qualified to 
determine what is safe for the food supply. In this 
assertion, they are confused about the meaning of the 
term “safety.” Scientists are trained to isolate certain 
sets of facts. This training does not make them par- 
ticularly or singularly qualified to develop the policy 
that makes use of those facts. In the field of food 
safety, scientists can describe the effects of certain 

additives. For example, cyclamate causes bladder can- 
cer in rats; MSG causes brain damage in infant mice. 
Once these facts are discovered, the issue to be debated 

is: Do we want such items in the food supply? There 
is no particular reason why the answer to such a ques- 

tion should be the province of scientists. If the people 
who consume the products to which these substances 
are added do not wish to consume them, that wish must 
be considered, and if made the law, as is now the case, 

enforced. If the food industry and its supporting scien- 
tists desire to put a different rule into effect, they should 
try to convince consumers and critics that adding to 
the human food supply substances that cause cancer 
or brain damage in animals is not necessarily dangerous. 
If they hope for success in this task they cannot exclude 
these consumers and critics from the debate or dismiss 
their opinions. Doing so, as is their present tactic, en- 
courages the presumption that their case is weak. In 
fact, as the White House Conference on Food, Nutrition 

and Health Food Safety Panel said, “It is not possible 
to determine with absolute certainty the safety of the 
ever-increasing number of chemicals added to or present 
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in our foods.” This comment should be accepted as a 
warning to treat food chemicals with caution and not 
as a license to dismiss doubts. It also should make 
abundantly clear that more than scientific judgment 
must be called upon to determine what the food pro- 
tection policy of the nation should be. Scientists can 
give an appraisal of what the risks are likely to be. 
Citizens must decide whether the risks are worth taking. 
Through their representative bodies, citizens currently 
have decided that any potential risk, however small, 
justifies excluding an additive from food. Industry, 
the FDA, and food scientists are obliged to follow that 
law until it is changed. 

While the food industry has amassed its power and 
ignored its critics, the Food and Drug Administration 
has made no attempt to restrict it. It is often difficult 
to distinguish the agency’s assumptions from those of 
the industry. The FDA demonstrates its deference 
toward industry by basing important regulatory de- 
cisions on the discussions held at agency meetings with 
private industry. The listing of caffeine on the labels of 
cola beverages and on Dr. Pepper was blocked after 
private meetings between agency officials and repre- 
sentatives of the American Bottlers of Carbonated Bev- 
erages—a cola-dominated trade association. Labeling 
of fat content was blocked after a private meeting 
between the FDA Commissioner and his staff and the 
representative of a Procter and Gamble research sub- 
sidiary. Food standards are routinely issued or modified 
to comply with industry interests or desires after meet- 
ings with industry representatives. In fact, the FDA 
has constructed an elaborate and self-deceiving rationale 
to justify its general reliance on industry guidance. 

The assumption that manufacturing and consuming 
interests coincide, that manufacturers generally do what 
is right and obey the law, and the additional often- 
repeated belief that benefits must be weighed against 
hazards in deciding to market new and _ potentially 
dangerous products are the basic convictions held by 
the FDA as it begins to negotiate law enforcement with 
the industries it is supposed to regulate. Each of the 
convictions is either wrong or misleading. Manufactur- 
ing and consumer interests do not coincide. Manu- 
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facturers want high profits, which mean highest pos- 
sible prices with lowest possible costs of production. 
Consumers, on the other hand, want high quality and 
value, which means the lowest possible prices and the 
highest possible expenditures on product improvement. 
Denying the antagonism between consumers and manu- 

facturers has allowed the FDA to single out and ad- 
vance the interest it is most aware of—that of industry 
—and to minimize the interest of the more silent con- 
sumer. If the FDA hopes to be effective it must single 
out, protect, and advance the consumer interest, the 

purpose for which Congress created it. Industry has 
the resources to protect its own interests more than 
adequately. The FDA cannot hope to engage. in this 
kind of consumer protection until it begins to doubt 

its second conviction that business generally does what 
is legally and morally right. In reality, food companies 
are motivated by the prime objective of maximum 
profit. A glimpse of what motivates food company 
executives was given in a 1966 Special Supplement on 
Food Additives in Chemical Engineering News, a 

publication not known for its bias against the food 
industry. “As one food industry man points out, ‘If 
an established product is grinding out millions of 
dollars a year for a company, you know darn well the 
company is not going to mess around with it.’ An- 
other food company spokesman points out, “The mar- 
keting of many standard food items—the bread-and- 
butter items that have been around for years—has by 
now degenerated into a profitless price squeeze... . 
Therefore, food companies simply must make innova- 
tions to maintain growth.” 76 

“Grinding out millions,” “price squeeze,” and “sales 
growth” are the important motivations in the food 
executive’s world. A National Dairy Council letter to 
members explaining why they should oppose accurate 
fat labeling regulations illustrates how these economic 
motives can distort reality and raise doubts about 
veracity. The letter, which was inadvertently mailed 
to the FDA along with the form letter of complaint 
conveniently provided to members by the Council, said, 
“We feel that this regulation, if adopted, could pose 
many problems to the dairy industry.” Specifically sug- 
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gested were fear of “decreased sales of milk and dairy 
products” and concern about “circumstances such as 
this [fat labeling] the possibility of which require action 
if we are to maintain the favorable image of dairy 
products.” 2* The Council wished to discourage accurate 
health information which might cut into profits. 
When it became economically necessary for the 

Dairy Council to attack imitation milks, however, the 

Council’s argument was that they were high in harmful 
fats. They even cited Ancel Keys, a leader of the fight 
for fat labeling, in their argument that imitations were 
dangerous to health because of their fat content.?° At 
the same time that the dairy industry has opposed the 
labeling of fats because they do not present a health 
problem, it has cut the butterfat content of homogenized 
milk from 8 per cent to 3.5 per cent and greatly reduced 
the use of high-fat-milk-yielding Jersey cows. Economics, 
not health or science, is the prime determinant of dairy 
industry policy and practice. The dairy industry is not 
unique in the food business. All are after profits. Once 
the FDA recognizes that economics motivates the 
food industry it might begin to bring about higher 
quality, fewer possibilities of hazards, and more honest 
labeling by making any other alternative economically 
unpleasant. 

The third conviction of the FDA, that the benefits 

of proposed new food products must.be weighed against 
their possible hazards, has misled the FDA into allowing 
many products on the market in spite of their known 
potential danger. But the law does not ask for a balance; 
the Food, Drug, and Cosmetic Act unequivocally states 
that no food additive can be introduced into the food 
supply unless its proposed use is shown to be safe.*® 
The potential hazards of food chemicals are too great to 
allow the use in food of any item which has not been 
shown by laboratory test to be safe. It is also important 
to note that the possible hazards of a new chemical are 
most often balanced against benefits to industry, not 
benefits to the consumer. Most food additives are used 
to enhance the profits of industry. (The United States 
could get along perfectly well without the use of the 
two to three thousand additives now routinely added 
to food. In fact, it could probably get along, as do many 
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other nations, using fewer than 1 per cent of the current 
food additives.) The law is clear that there is to be no 

weighing of benefits and risks—only established safety 
qualifies chemically treated food for sale. The many 
mistakes about food chemicals made by the FDA in the 
past few years show the foolishness of balancing known 
risks against possible benefits for industry. Deference 
to industry’s economic interests in the field of food 
safety is not compatible with the law. 

If the FDA could learn to distinguish consumer 
interests from manufacturer interests, if it could under- 

stand that money motivates industry, and if it could 
apply the law as it was intended to be applied, it could 
begin to eradicate the inadequacy of its food protection 
policy. Before it can make that beginning it will have 
to learn a great deal more about the food industry than 
it now appears to know. 

So little serious and original scientific activity is un- 
dertaken by the FDA that it is virtually dependent on 
the research work of industry, which, apart from its 
obvious bias, is meager and ineffective. Seventy per cent 
of all food standards are initially proposed by the food 
industry. Nearly all research on food additive safety 
is conducted by industry, not the FDA. The abysmally 
low amount of money that the food industry applies 
to basic research makes this FDA reliance particularly 
offensive. In 1968 Representative Craig Hosmer asked 
why the FDA relied on research data other than its own 
and pointed out, “The food industry is notorious in 
its unwillingness to put money up for research and 
development. It is the lowest industry on the ladder in 
R&D expenditures.” ?° The food industry spent $135 
million on research and development in 1964, which 
represented only 0.4 per cent of their net sales.*! One 
result of this small application of research is the fact 
that “Almost half of the food additive petitions as 
originally submitted to the Food and Drug Adminis- 
tration have been incomplete or have not adequately 
supported the regulation requested and, therefore, have 
required subsequent supplementation, amendment, with- 
drawal, or denial.” 32 At the 1968 food radiation hear- 

ings, FDA Associate Commissioner Kenneth Kirk sur- 
prised the committee and laid bare the real impotence 
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of FDA. He pointed out that FDA does not do its own 
research on food additives, that it does not even review 

the research of industry, but rather reviews summaries 
of that research. He concluded his comment saying, 
“As time goes on I find our scientists are asking for 
the raw data more and more than they used to. I think 
it goes to what [Associate Commissioner] Dr. [Daniel] 

Banes said, that science marches on and you learn a 
lot of things. Of course, we in FDA never feel that 

anything is closed.” 33 The FDA does not understand 
that fulfilling its responsibility is nonnegotiable, es- 
sential to the effective running of the economy, and 
easily lost sight of in the intense argument of well- 
financed special interest groups. Not recognizing or 
understanding the nature of this responsibility, the FDA 
continues to negotiate away its tools for meeting it. 

When the FDA sought the authority to inspect food 
company records in 1962, it was defeated by the in- 
dustry argument that such authority would endanger 
the secrecy essential to the running of the industry. The 
argument was that personnel transfers from the FDA 
to industry are so regular that inspectors seeing secret 
records of one company would automatically pass them 
on to their new and competing employer. 

Employee transfer from the FDA to its regulated 
industries was serious enough in 1964 (83 of 813 
retiring or transferring took such jobs) to prompt 
Representative Melvin Laird of Wisconsin to ask Secre- 
tary Celebreeze and FDA Commissioner Larrick if they 
had considered adopting conflict-of-interest rules pre- 
venting FDA employees from taking jobs in the food or 
drug industries for a certain period after their departure 
from FDA. Representative Laird said, “I strongly in- 
cline toward a requirement of this kind with respect 
to FDA personnel. . . . These two items [two FDA 

officials who left their jobs to work for drug companies] 
reawaken a concern I have had for several years that 
individuals in Government who exercise regulatory 
authority over major segments of American industry 
may so position themselves as to obtain lucrative posi- 
tions with the regulated enterprises and open themselves 
and their agencies to perhaps valid accusations of con- 
flicts of interest.” 4 Dr. Louis Lasagna of Johns Hop- 
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kins University described the situation in his 1962 
book, The Doctors’ Dilemmas: the “subtle and poten- 
tially most dangerous aspect of the FDA setup [is] the 
well traveled, two-way street between industry and 
Washington. Men from the drug industry have gone 
on to FDA jobs and—more important—FDA specialists 
have gone on to lucrative executive jobs in industry. 

. . It does not seem desirable to have in decision- 
making positions, scientists who are consciously or un- 
consciously always contemplating the possibility that 
their futures may be determined by their rapport with 
industry.” 35 

The FDA’s own policies encourage its closeness to 
industry. Under the FDA’s voluntary compliance pro- 
gram, thirty-four thousand representatives of five thou- 
sand regulated firms have attended 325 workshops and 
forty national conferences between 1965 and 1970. 
The purpose of this massive effort was “to help give 

industry a better understanding of the law and FDA 
regulations, to make available to industry benefits of 

FDA research and methodology to help solve contamina- 
tion and other problems, and to encourage maximum 
self-regulation. . . .” °° The purpose of this program 
as explained by its director is to encourage industry 
to recognize the importance of quality. “Effective in- 
dustry-assured compliance requires that most food, 
drug and cosmetic firms understand and appreciate 
the consumer’s concern with quality and make efforts 
to satisfy it, the keystone of their operation.” ** To use 
persuasion as the primary tool in the campaign to 
replace profit with quality as the keystone of food in- 
dustry operations is futile. It would seem that a program 
trying to make industry responsive to consumers would 
include consumer seminars and national conferences 
designed to determine exactly what does concern con- 
sumers, to inform consumers of the law, and to develop 
ways for them to aid in its enforcement. The meager 
consumer information program undertaken by the FDA 
is nothing like the massive agency effort to “educate” 
industry. As long as the FDA does not redress _ this 
balance it will continue to fail further in its mission. 
The effects of not understanding the importance of this 
balance were demonstrated in one of the first actions 
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taken by former Commissioner Ley. “FDA officials sat 
down at the conference table with executives of member 
companies of the Grocery Manufacturers of America 
and agreed to redefine the meaning of the word ‘with- 
drawal’ which was to the benefit of the industry in a 
public relations way,” reported Food Engineering in 
October, 1968. The decision, its effect, and the way it 

was arrived at all were of doubtful value in advancing 
the consumer interest. 

The FDA relies on industry science, believes in in- 
dustry honesty, and does not consult consumers in 
making its decisions. The FDA and industry officials 
build strong personal friendships. Naturally, the FDA 
has become a defender of industry power rather than 
a counterbalance to it. As the ineffectiveness of the FDA 
becomes more widely known, consumer confidence in 
the food supply dwindles. It would be in the interest of 
the consumer, the agency, the industry, and the nation 

if the FDA stopped apologizing for its industry friends 
and began to enforce the law. 



History That 

1 Repeats Itself 

“The principle [of the Pure Food Law] 
that the right of the consumer is the first thing 

to be considered would be worth more to this country 

than the actual protection to health or the 

freedom from fraud.” 

—Harvey W. Wiley, 
unpublished speech, 1908, in H. W. 

Wiley Collection, Library of Congress 

The Pure Food and Drug Act of 1906 was a climax in 
a long-fought campaign to purify the nation’s food 
supply. It came at the end of a crusade for legislation 
against adulteration and fraud in food production and 
it ushered in a new campaign—the bureaucratic fight 
to implement the law. The first bona fide pure food 
bill was introduced in Congress in 1889 by A. S. Pad- 
dock of Nebraska, but Paddock’s bill and others pro- 
posed in the next fifteen years met with ridicule and 
laughter. It was hard for anyone priding himself on 
having hard-headed business sense to believe that any 
actions taken in the effort to improve business could 
possibly have harmful effects. 

But throughout the period, as various bills were 
suggested and voted down, more and more abuse and 
fraud were discovered in the production of food. The 
public began to be outraged. Watching the adulterators 
scurry for cover as their practices became known was 
more fun than turning over a log and watching the bugs 
uncovered try to escape, according to one participant 
in the battle.! The turning point in the campaign was 
the creation of what became known as the Poison 
Squad by the chief of the Department of Agriculture’s 
Bureau of Chemistry, Harvey Washington Wiley. Dr. 
Wiley organized a group of twelve employees of the 
Department of Agriculture who took their meals under 
his direction. He carefully measured the individual 
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intake of various adulterants and then carefully watched 
the health of the volunteers. His conclusion after five 
years of controlled feeding was that many items in the 
food supply were in fact dangerous. His periodic reports 
on the progress of the Poison Squad experiments, more 
than any other single factor, aroused public indignation 
against the adulterating practices of the food industry. 
With great skill, particularly in writing and public 
speaking, Dr. Wiley focused this indignation on Con- 
gress. As one of Washington’s most respected public 
servants, he had many friends and associates both 
inside and outside Congress who were moved by his 
arguments and joined him in the crusade. Pressure 
rose, and in 1906 the first Pure Food and Drug Act 
was passed. Because of his major role in the campaign, 
Wiley became known as the father of the Pure Food Act. 

By every measure Harvey Washington Wiley was an 
exceptional man. Mixing a quick wit and a polished 
social grace with a crusader’s zeal, he became the best 
known and one of the most influential chemists in 
America. For nine years he was professor of chemistry 
at Purdue University, but he became nationally known 
from his post as chief of the Bureau of Chemistry of 
the United States Department of Agriculture, which 
he held from April 8, 1883 to March 15, 1912. He 
had accepted the position after narrowly missing pro- 
motion to the presidency of Purdue -University. During 
his twenty-nine years of government service, Wiley 
played a central role in the development of agricultural 
chemistry. He founded the Association of Official Agri- 
cultural Chemists (in September, 1884) and served two 
years as President of the American Chemical Society 
(1893-1894). As a medical doctor with a Ph.D. in 
chemistry, Wiley brought a rare combination of scho- 
lastic credentials to his books on the chemistry of foods 
and to the official pamphlets of the bureau he headed, 
writings which were the center of major political and 
scientific debates at the turn of the century. It was from 
this background of professional attainment that Harvey 
Wiley fought the excesses of vested interest in the food 
industry and led the campaign to establish consumer 
rights. : 

In 1908 Dr. Wiley asked, “What is the most im- 
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portant task before the new Administration under Presi- 
dent Taft?” And he answered, 

Each one of course will answer this question according to 
his point of view. My point of view is that of pure foods and 
pure drugs. The establishment of the Food and Drugs Act on 

the principles indicated when it was discussed and enacted 
by Congress would do far more to this country than merely 
securing pure foods and drugs. 

As an economic asset the actual benefit derived therefore 
is probably the least thing to be considered. The honor which 
would come to the Administration following the establish- 
ment of this law would be chiefly in the uplift of public 
morals. The result of the full establishment of this law would 
be a notice that vested interests could no longer control legis- 
lation nor execution of laws. 

The principle that the right of the consumer is the first 
thing to be considered would be worth more to this country 
than the actual protection to health or the freedom from 
fraud. The object of all legislation of this kind is the same, 
no difference what its name may be, whether pure food regu- 
lation of public utilities, restraint of predatory corporations, 
the rights of the individual citizen against monopoly and cor- 
poration—all in principle are the same.” 

In this manner, Harvey Wiley laid out the fundamentals 
of his own personal battle for the public interest. 

On January 1, 1907, the Act went into effect. The 
first political intervention came within two months. 
Secretary of Agriculture James Wilson resolved a con- 
troversy about the use of sulphur in dry fruits by relying 
on the good will of industry and balancing industry 
economic interest against public health interest. As he 
reported it, “Well, they [the fruit dryers] said, ‘We have 

a $15,000,000 industry here in growing and drying 
fruits. These dried fruits are contracted for by the big 
Eastern merchants. Our people borrow money from 
banks, etc., and when the fruit is sold everything is 
straightened out and things go on, but you people in 
Washington say that we can only use 350 milligrams 
of sulphur to the kilo, and the Eastern men who have 
contracted for our fruit will not make their contracts 
good; they are afraid it will not keep... .’ 

“I [Secretary Wilson] said, «. . . We have not learned 

quite enough in Washington to guide your business 
without destroying it. We will know better by and by, 
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but I tell you what to do. Just go on as you used to go 
on and I will not take any action to seize your goods 
or let them be seized, or take any case into court, 

until we know more about the number of milligrams to 

the kilo and all that.’ ” * 
The 1911 House Committee hearing testimony on 

the enforcement of the food law summed up this prec- 
edent-setting action of the Secretary. “Thus the ad- 
ministration of the law began with a policy of negotiation 
and compromise between the Secretary and the pur- 
veyors of our national food supplies.” + “By and by,” 
the Secretary said, “we will know better.” Yet the 1969 
cyclamates action by HEW was an almost exact replay 
of the 1907 sulphur action by the Department of Agri- 
culture. First a strong regulatory action was taken— 
cyclamates were banned. Within a few weeks food 
interests (including the California fruit interests, this 
time canners) complained that they would lose their 
entire stock of fruits and juices containing cyclamates 
unless the decision were reversed. The decision was 

then modified to extend the deadline and finally to 
eliminate the ban in fruits and vegetables. The most 
distressing fact about these decisions, both in 1907 and 
1969, is that they were made behind closed doors with- 
out any pretense of consumer representation. Nego- 
tiation and compromise to suit industry’s demands are 
still the order of the day. 

Since Secretary Wilson’s negotiate-and-compromise 
policy still prevails, a 1911 House Committee’s com- 
ments on it are instructive: 

It is a matter of common knowledge that large business 

concerns in this country have frequently refused to submit to 
the guidance of the law without a struggle, and to such of 
these as were engaged in the purveyance of foods the pas- 
sage of this law was in the nature of a challenge. It was a 
notice that in this country there is no question too important 
to be submitted to the courts for arbitrament. .. . 

The standard of purity of food will never be determined 
with absolute finality. This standard will represent at any 
given moment the sum of our national knowledge on this 
subject, and as we extend our scientific research, and thus 
add to the sum of our knowledge on this subject, this stand- 
ard will necessarily vary; but Congress, in enacting this law, 
did not provide that its provisions shall remain in abeyance 
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until we shall have completed any given course of scientific 
research. The problems arising under its administration today 
are intended to be determined according to our civilization 
today. 

The Secretary stands on safe grounds in asserting that “we 
will know better by and by” but the law is in force 
1OdaV. se 

Four of the major struggles that Dr. Wiley directed 
while chief of the Bureau of Chemistry were against 
bleached flour, Coca-Cola, saccharin, and benzoate of 

soda. In each of these cases, intervention by one or 
another of several boards, committees, or individuals 

representing the Secretary of Agriculture thwarted 
Wiley’s efforts to bring the issue to court or to enforce 
the ruling of the courts if finally achieved. As a result, 
each of these four subjects is still at issue today. Presi- 
dent Nixon’s French-born nutrition adviser, Dr. Jean 
Mayer, thinks that America’s white bleached dough 
products would not even be called bread in his native 
land. Their food value is almost zero. White flour is 
preferred by food industry executives because it keeps 
on the shelf longer than the more nutritious whole wheat 
bread and because insects avoid it—it doesn’t have 
enough food value to keep them alive.® 

The irony of the claim that white bread is enriched 
is evident from the fact that twenty-two nutrients are 
removed from the bread in processing and only four are 
reinstated during the so-called enrichment process. Dr. 
Saul Rubin of Hoffman-La Roche has suggested that 
“food restoration” should be the goal and that at least 

three other nutrients be considered for addition to white 
bread. Currently, the FDA food standards for bakery 
products permit ninety-three different ingredients—few 
of them nutrients—to be added to bread products at the 
discretion of the processors without requiring that they be 
mentioned on the label. At one time the battle between 
makers of white breads and makers of whole wheat and 
other more nutritious breads was carried into the market- 
place. The Ward Baking Company in 1921, committed to 
the arguments of Dr. Wiley, produced a highly nutritious 
nonwhite bread and conducted a vigorous campaign to 
promote it. However, in 1925 the company ran into 
economic difficulty and was reorganized. The new 
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owners decided to discontinue the production of the 
more nutritious bread; white bread meant easier and 
greater profits. 

Caffeine is being scrutinized as a contributing agent 
in heart disease,’ and its exemption from required label- 
ing in cola drinks and Dr. Pepper is a regulatory dis- 
grace. Both sodium benzoate and saccharin are on the 

list of sixty-four “GRAS” food additives currently sin- 
gled out for high-level review at the FDA. 

The benzoate of soda and saccharin stories are co- 
incidently connected at the beginning of the enforcement 
of the Pure Food Act. One powerful Congressman, 
James Sherman (soon to be Vice President of the United 

States), who was himself in the canning business and 
acted as a spokesman for the food interests opposing 
Wiley in Congress, asked President Roosevelt for a 
statement of intent on how the new food and drug law 
would be enforced. Roosevelt called a meeting between 
officials of the government and industry representatives 
at the White House. Sherman, of course, was there; so 
was Secretary of Agriculture James B. Wilson and the 
department’s solicitor, George P. McCrab. The depart- 
ment’s Bureau of Chemistry was represented by Dr. 

Wiley and his next-in-command, Associate Director 
Frederick L. Dunlap. Benzoate of soda, a food preserva- 
tive that was a major point of contention between in- 
dustry and the Bureau of Chemistry at that time, came 

up for discussion early in the meeting. Roosevelt told 
the food processors present: “Gentlemen, if this drug 
is injurious you shall not put it in foods.” This was a 
victory for Wiley’s side, but Roosevelt’s firm stance was 
lost in the fray over the next item on the agenda: sac- 
charin. Here is how Wiley’s biographer described the 
exchange: 

“But Mr. President,” asked [Congressman] Sherman, “how 
about the saccharin? My firm saved four thousand dollars 
last year by using saccharin instead of sugar.” Whereupon 
Wiley interposed, “Yes, Mr. President, and everyone who eats 
these products is deceived, believing he is eating sugar, and 
moreover the health is threatened by this drug.” At this 
Roosevelt turned on him and hissed angrily through his 
teeth, “Anybody who, says saccharin is injurious is an idiot. 
Dr. Rixby gives it to me every day.” 
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His decision made, T.R. acted quickly. He recruited a five- 
man Referee Board of Consulting Scientific Experts, headed 
by President Ira Remsen of Johns Hopkins. . . .® 

~ “Remsen himself claimed to be the discoverer of 
saccharin and received a medal from the Chicago sec- 
tion of the American Chemical Society for that accom- 
plishment,” Wiley wrote in his autobiography.® The 
purpose of the Referee Board was to “review” the work 
of the Bureau of Chemistry, but in effect it supplanted 
the Bureau. The Secretary of Agriculture followed the 
Board’s decisions exclusively, thereby virtually eliminat- 
ing the influence of Wiley’s Bureau of Chemistry. To 
complete the squelch, the Department of Agriculture 
did not allow the Bureau of Chemistry to appeal the 
Remsen Board decisions to the courts, even though the 
law provided for judicial review. An administrative 
board appointed by executive order had usurped the 
judicial function assigned by an act of Congress. In 
1969, when Secretary of HEW Finch sought justification 
for greatly modifying the ban on cyclamates, he ap- 
pointed a temporary board of five scientists upon whose 
recommendations the roll-back of the cyclamates deci- 
sion was based. Like the Remsen Board, the Finch group 
circumvented the procedures built into the law. 

So the question of benzoate of soda safety—along 
with all other controversial food safety questions—was 
referred to the Remsen Board, which decided that the 

additive was safe enough to use. According to his biog- 

rapher, “Wiley thought that the scientists on the Rem- 
sen Board, though honest men, had missed the spirit 
of the law, which had been intended to safeguard the 
the consumer. The act, he held, banned the addition 

to food not only of those substances which clearly 
rendered it injurious to health but of any that might 
do so.” 1° Wiley’s position and the publicity it generated 
against sodium benzoate nevertheless caused its use by 
manufacturers to drop, until in 1923 Wiley could write, 
“It is a rare thing at the present time to find benzoate 
of soda in catsup.” 1! But Wiley continued to campaign 
against this particular Remsen Board decision, a cam- 
paign that critics have used to cast doubt on the activities 
of his last years. As his biographer says, “One wonders 
why he remained so disturbed about benzoate of soda 



114 THE CHEMICAL FEAST 

when he admitted himself that very few manufacturers 
took advantage of the indulgence granted it.” 1° In 1944, 
at a New York memorial of the 100th anniversary of 
Wiley’s birth, the chemist Dr. A. L. Winton, who had 

worked with Wiley at the old Bureau of Chemistry, 
summed up his boss’s career: “On the whole, I think 
old Doc Wiley’s ideas have stood pretty well the test 
of time.” He pointed out that benzoate of soda was 
still not used by most manufacturers, even though its 
use was legal. In other words, Wiley’s publicity cam- 
paign was still effective.1? But the Remsen Board with- 
stood the test of time too. In 1958, when the FDA was 

preparing the Generally Recognized As Safe list, two 
Wisconsin scientists consulted complained about the 
inclusion of benzoic acid and sodium benzoate, on the 
grounds that the substances were not legal for use in 
food in Wisconsin. The FDA dismissed their comments, 

saying, “Benzoic acid limited to 0.1% and clarified 
by the Remsen Report.” '4 For sodium benzoate, the 
FDA said, “Use limited and safety established”—again 
a reference to the nearly fifty-year-old decision of the 
highly controversial board. A quick label-reading trip 
to any food store in 1970 will reveal the addition of 
benzoate of soda to dozens of foods, so the residue of 

Wiley’s personal effectiveness has faded. Voluntary ac- 
tion by food manufacturers is clearly not the effective 
food protection mechanism that officials from 1907 to 
1970 have assumed. 

Saccharin, too, illustrates the persistence of food regu- 
lation problems. In 1951 saccharin produced unusual 
combinations of cancers in a small number of test rats, 
indicating to the National Academy of Science at least 
a need for further study of the substance. Twenty years 
later, and sixty years after Dr. Wiley raised doubts 
about saccharin, the needed studies are yet to be under- 
taken by the FDA, and saccharin remains on the Gen- 
erally Recognized As Safe list. A new study announced 
in early 1970 has offered new evidence of a relation- 
ship between saccharin and cancer, so the FDA has 
put it into the category of GRAS-list items that need 
review. But saccharin is still on the market, thanks at 

least in part to Theodore Roosevelt’s prejudice in its 
favor. : 
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Another board just as damaging to Dr. Wiley’s work 
as the Remsen Referee Board was the Board of Food 
and Drug Inspection, appointed by Secretary of Agri- 
culture Wilson with the support and encouragement of 
President Roosevelt. The Inspection Board had Wiley 
as chairman and included Frederick L. Dunlap and 
George McCrab. Wiley’s two associates on the Board 
conspired to undermine his efforts at food protection. 
Having learned in advance what the Secretary wanted, 
they voted against Wiley whenever his scientific find- 
ings did not support the administrative decision Wilson 
desired. 

Meanwhile, members of the Remsen Board were 

sent to professional meetings and court hearings around 
the country at Agriculture Department expense to de- 
fend department policy, while every attempt was made 
to prevent Dr. Wiley and his staff from presenting to 
the same courts and assemblies the scientific evidence 
they had against the department’s policies. Dr. Floyd 
W. Robinson, a consultant to the Bureau of Chemistry 
who favored Dr. Wiley’s positions, was dismissed from 
the department without a civil service hearing because, 
as Secretary Wilson said, he had taken “strong and 
public positions against the policies of this depart- 
ment.” 1° A demoralization of scientists through admin- 
istrative interference almost identical to that in the 
Bureau of Chemistry in 1911 existed in the FDA Bureau 
of Science in 1969. Scientific recommendations were 
routinely overruled for administrative reasons, scientific 
evidence that did not support current policy was ignored 
or suppressed, and one scientific consultant taking an 
outspoken position unfavorable to the administration 
lost his contract. 

The bureaucratic maze constructed by Secretary Wil- 
son and President Roosevelt virtually destroyed effective 
enforcement of the law against violators. Two thirds of 
the prosecutions recommended by Dr. Wiley were 
blocked by the Board of Food and Drug Inspection.!® 
Solicitor McCrab, who served on the Board, was not 

satisfied with the considerable authority this position 
gave him, so he extended his reach by writing into the 
1910 Department of Agriculture appropriation bill pro- 
visions that gave him control of all legal matters in the 
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department, and then prepared an order (signed by the 
Secretary) specifically giving him direct control of the 
enforcement activities of the Bureau of Chemistry. The 
result was that the chief lawyer in the Department of 
Agriculture, not scientists in the Bureau of Chemistry, 
decided which products included ingredients not per- 
mitted under the law. In 1969 a similar situation existed 
with William Goodrich, assistant HEW general counsel 
for the FDA, exercising tremendous power over scien- 
tific decision-making at the FDA, according to the 
nearly unanimous opinions of persons familiar with 
the decisions of the FDA. 

The resourcefulness and political power of Wiley’s 
enemies also defeated his answer to the question of 
what whisky was and how to label it under proper food 
standards. Wiley thought the issue was of grave im- 
portance because “the whole subject of imitation and 
adulteration of foodstuffs is involved.” 17 William How- 
ard Taft, who had succeeded Roosevelt in the White 

House, asked the Solicitor General of the United States, 

Lloyd W. Bowers, to hold hearings on whisky, and 
Bowers decided that the definition “whisky” should not 
include neutral spirits unaged and artificially colored 
and flavored—a decision Wiley found generally ac- 
ceptable from his perspective as defender of the con- 
sumer’s interest. Unfortunately, the decision did not 
please Taft, who proceeded to hold hearings himself 
and ended them by ruling against Wiley. The result was 
that there was no way to tell from the label exactly what 
was in the bottle. “I felt as if I had been spanked,” wrote 

Wiley.!® The use of food standards to circumvent the 
law begun by the whisky decision continues today. Two 
hundred and sixty-two different ingredients are added 
to 541 different foods today as standard components 
and therefore are not named on the label. 

Once the Pure Food and Drug Act had been passed, 
the opponents of the public’s interest in pure food regu- 
lation made Harvey Wiley the focus of their attacks. 
In a five-year campaign of destruction, combining crude 
intervention with clever circumvention, the law and its 

chief enforcer were stripped to impotence. The final 
major assault of the attackers was an attempt in 1911 
to have Dr. Wiley temoved from government for mis- 



History That Repeats Itself 07 

using $1,600 in government funds. The charge origi- 
nated with McCrab and Dunlap, Wiley’s colleagues on 
the Board of Food and Drug Inspection. They forwarded 
their memo to Wilson, who passed it on to the Depart- 
ment of Justice. That Department officially brought 
charges against Wiley. Wilson had first offered Wiley 
the chance to resign quietly, but Wiley was aroused to 
battle. “I would not advise anyone to wait around my 
office to see me put out: there’s no telling how long that 
will be,” he told the press.1® The attack provided the 
embattled bureau chief with the opportunity to lay be- 
fore Congress and the public in detail the actions that 
had eroded the effectiveness of the food law. These de- 
tails and the failures they caused so closely resembled 
the state of disorder at the FDA in 1970 that any asser- 
tion of progress by the agency must be greeted with 
utter incredulity. 

Wiley and his supporters laid out specific charges 
against the Secretary of Agriculture, whose department 

included Wiley’s Bureau of Chemistry. (The responsi- 
bility for enforcement of the food law was transferred 
to the Federal Security Administration in 1940, which 
in turn became the nucleus of the new Department of 
Health, Education, and Welfare in 1954.) They argued 

that powerful vested interests in the food industry were 
controlling the administration of the food law and block- 
ing efforts to protect the public against food additives 
of unproven safety, either by excluding them from the 
food supply or announcing their presence on package 
labels. Further, scientific judgments about food quality 
and safety had been supplanted by administrative and 
legal determinations which were economically and po- 
litically motivated. Enforcement of the law, they charged, 

had been eroded by a policy of negotiation and com- 
promise between government and food industry officials 
and to some degree at least had been used as harassment 
against companies out of favor with their politically 
powerful competitors. And finally it was argued that the 
opportunity to define what constituted adulterated prod- 
ucts and thereby establish some kind of standard food 
definitions as an aid to consumers had been turned into 
an opportunity for the industry to avoid the effect of 
the law by including misleading or dangerous practices 
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as standard. The uncanny similarity between these 1911 
charges based on the first five years of experience with 
the food law and the current state of deterioration of 
the FDA suggests that more than the current shuffling 
and nudging at the FDA is needed. The situation in 
1911 so resembles the situation in 1970 that it must 
be assumed until otherwise shown that minor organiza- 
tional changes now taking place at the FDA will have 
no more impact than any of those in the past sixty 
years. 

All the issues of the first controversy were argued 
before the House Committee on Expenditures in the 
Department of Agriculture. The immediate purpose of 
the Congressional inquiry was to investigate the charges 
against Wiley. Attorney General George W. Wicker- 
sham upheld the finding of an Agricultural Department 
investigation and ruled that Wiley should be dismissed 
from government for having agreed to pay a Bureau 
science adviser, Dr. H. H. Rusby, $1,600 for no more 

than eighty days’ work. Wiley’s plan was to get high- 
level scientific talent in spite of a nine-dollar-per-day 
limit on payments to advisers. On September 14, 1911, 
President Taft intervened in the case by writing directly 
to the Secretary of Agriculture to say that he thought 
the limitations on compensation were an unfair restric- 
tion on someone charged with enforcing so important 
a statute in the face of such a powerful industry. Rely- 
ing on President Taft’s letter and on extensive testimony 
from all parties concerned, the Congressional Committee 
investigating the charges exonerated Wiley. It developed 
later that the Attorney General himself had used almost 
exactly the same payment procedure to compensate 
George B. Kellogg for his two years’ work on the 
Standard Oil and Union Pacific prosecutions. Kellogg 
received over $77,000. In much the same way, Henry 

L. Stimson had received over $88,000 from the Justice 
Department to investigate the sugar customs fraud of 
1911. And there were many other such examples.?° 
So amid much embarrassment to the national administra- 
tion, Wiley was allowed to stay on the job. But the Com- 
mittee did not stop with praising Dr. Wiley. It also ex- 
posed “‘a condition of discord existing in the Bureau of 
Chemistry which has lowered the discipline, impaired the 
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efficiency of the service, and has added to the cost of 
administration.” This disastrous condition, according 

to the Committee, was not the fault of Dr. Wiley. Presi- 
dent Taft, the Committee pointed out, had completely 

exonerated the doctor. The President had, however, 

suggested that the “general efficiency of the department” 

had been brought into question and that correcting the 
problems caused by that inefficiency “may require much 
more radical action.” 2! The Committee report laid the 
failure of the law directly at the door of the Secretary of 
Agriculture. The Bureau had been specifically created to 
enforce the food law by collecting evidence and trans- 
mitting it to the Justice Department. The Secretary of 
Agriculture had the single responsibility of determining 
whether the facts found by the Bureau were accurate. 
“From the beginning, however, the honorable Secretary 
has apparently assumed that his duties in the proper 
enforcement of the pure-food law are judicial in char- 
acter, whereas in fact they are wholly administrative and 
ministerial. This misconception of the law is fundamental 
and has resulted in a complex organization of offices and 
boards to which have been given, through Executive 
order, power to overrule or annul the findings of the 
Bureau of Chemistry.” °° In 1970 HEW Secretary Finch 
is intervening in FDA activity in much the same way 
Secretary Wilson intervened against Wiley. He has muted 
FDA actions against cyclamates, the herbicides 2-4-5-T 
and 2-4-D and DDT in salmon as well as intervening in 
a number of important drug regulation decisions. 

After being exonerated, Wiley finally left his govern- 

ment job in 1912 in bitter protest against the Depart- 
ment of Agriculture’s failure to enforce the Pure Food 
and Drug Law and went to work as head of Good 
Housekeeping magazine’s Bureau of Foods, Sanitation, 
and Health. By the end of 1926 Dr. Wiley, then eighty- 
two years old, was beginning to tire. The next year he 
gave up his position with Good Housekeeping, but he 
still had one more battle to fight. On November, |, 1926, 
Dr. Paul B. Dunbar, Assistant Director of the Bureau of 

Chemistry, published “The Official Viewpoint in the 
Matter of the Interpretation and Application of the 
[Food] Law” in a trade magazine. Dunbar’s official 
reliance on voluntary compliance, advice to industry, 
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and education of food producers as the main tools of 
enforcement outraged Wiley, who responded in the next 
issue of the magazine. Dunbar said, “It is the Bureau’s 
theory that more is to be accomplished by acting in an 
advisory capacity under such conditions as will insure 
legal products than by accumulating a record of suc- 
cessful prosecutions with attending fines turned into the 
Treasury of the United States.” ; 

Wiley answered, “This theory, not authorized by law, 
which is now fully put into practice is perhaps more 
than any other of the many factors in the case, the cause 
of the unnecessary and illegal delay in the execution of 
the food law as Congress intended it to be done. Last 
week a penniless thief was sentenced by one of the judges 
in Washington to ten years in the penitentiary for stealing 
twenty dollars. Those convicted under the food law often 
get by with a fine of five dollars.” 

Dunbar said, “Its [the Bureau’s] policy, therefore, is 

to pursue educational methods as a preliminary to legal 
action where this can be done without jeopardizing the 
public interest or legitimate competitive conditions.” 

Wiley answered, “What we need is an education 
movement on the part of the Bureau of Chemistry not 
to persuade manufacturers to obey the law, but to induce 
the court to affix the penalties which the law provides. A 
few sentences of a year and a few $1,000 fines would do 
more than all educational endeavors with violators of 
the law to bring the offenders into respect and obedience 
of the law.” 

Dunbar said, “[In certain cases] it is not the practice 

of the bureau to institute action either by prosecution 
or by seizure without warning. But, instead a notice is 
given to the manufacturer that his product is regarded 
as misbranded within the meaning of the food and drug 
act, and he is given a hearing at which opportunity is 
offered him so to revise his labels as to bring the claim 
made within [the law].” 

Wiley answered, “There is no warrant in the law, 

nor any suggestion of a warrant, that offenders should 

be called before the Bureau of Chemistry for the pur- 
pose of receiving instructions in ethics, nor that the 
Bureau of Chemistry should waste its energies and ap- 
propriations in trying, in a kind of ethical-Sunday-school 
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fashion to persuade manufacturers to be good. Congress 

laid down the plan which was to be followed and the 
administrator of the law has no authority to deviate 
from the plain spirit and word of the law itself.” 23 

Unfortunately for consumers, it was Dunbar’s view 
that prevailed. Dunbar saw himself and his agency pri- 
marily as policy-makers, not as enforcers. He thought it 
was his job to get cleaner food by any means—cajoling, 
prodding, helping, suggesting—that would convince in- 
dustry to obey the law as well as by enforcing it. The 
Bureau of Chemistry in his view was not supposed to 
root out and prosecute violators. It became the practice 
of the agency and its successors to hold hundreds of 
meetings each year with representatives of industry to 

discuss what co-operative efforts could be made to ensure 
that the provisions of the law were not violated. In these 
meetings much of the FDA’s power has been eroded. 
If the Justice Department held regular meetings with 
the Mafia suggesting that it knew of gambling at certain 
addresses which if not stopped would lead to a raid of 
the premises, it would be following a procedure not 
unlike that used by the FDA to convince the food in- 
dustry to obey the law. What made Dunbar’s argument 
so important was its role in corrupting one of Dr. Wiley’s 
most important legacies—an energetic staff committed to 
serving the public interest through vigorous government 
action. For the next thirty years men hired by Wiley but 
believing Dunbar’s argument ran the FDA. These men 
had been recruited for the food protection field by Dr. 
Wiley in 1907, the year the food law went into effect. 

Until 1944 Walter Campbell served as Director of the 
Bureau of Chemistry and its successor agency, the Food, 

Drug, and Insecticide Administration (created in 1927 
and renamed the Food and Drug Administration in 
1931). He was singled out for stinging criticism in 

Wiley’s 1929 book, The History of a Crime Against the 

Food Law. In 1940 the Food and Drug Administration 
was transferred out of the Department of Agriculture 
into the Federal Security Administration, and Mr. 
Campbell’s title became Commissioner of Food and 
Drugs. In 1944 he was succeeded in that post by Dr. 
Paul Dunbar, who occupied it until 1951. The two chief 
inspectors under Campbell and Dunbar were Charles W. 
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Crawford and George P. Larrick; each was trained in 
the Campbell-Dunbar style of enforcement. Crawford 
succeeded Dunbar as Commissioner in 1951 and was 
himself succeeded by Larrick in 1954. Larrick served 
until 1966. The anti-Wiley argument has been the work- 
ing standard of the FDA for over forty years. 

In 1947 Commissioner Dunbar restated his friendly 
view of the industries he was charged to regulate in his 
Creed of the Food and Drug Administration: “Most 

American manufacturers of food, drugs, and cosmetics 
have the scientific knowledge, the technical equipment, 
and the will to produce articles which meet both the 
spirit and the letter of the law: most manufacturers 
recognize that consumer interest and producer interest 
are inseparable, and that practices adverse to consumer 
interest are likewise adverse to the interest of industry; 
and that most manufacturers make sincere efforts to meet 
all legal requirements not only because they are the law of 
the land, but because it is the right thing to do.” 24 This 
section of the creed was quoted with approval by Fred J. 
Delmore, Director of the FDA Bureau of Voluntary 
Compliance, in the history of his bureau prepared for 
inclusion in the History of the Department of Health, 

Education, and Welfare during the Presidency of Lyn- 
don Baines Johnson—prepared at the order of President 
Johnson and known generally as the Johnson Papers. 
Fred Delmore was designated by former Commissioner 
Ley to assume the duties as chief of all enforcement 
activitics of the FDA just prior to the most recent agency 
reorganization. In commenting on the 1947 creed, Del- 
more said, “Enforcement officials have long recognized 
that at least 95 per cent compliance comes voluntarily 
and that this is the major source of consumer protec- 
tion.” >> The same could be said about voluntary com- 
pliance with the homicide laws. 

Wiley was not a saint and his adversaries were not 
devils. He made the mistake of allowing his feelings, 
hurt by the disregard with which “his” law was treated, 

to direct the course of his debate. He argued too much 
about specific problems with the law before 1912 and 
too little about later developments with which he was 
less familiar. This focus allowed Campbell and Dunbar 
to minimize his attack as outdated and to obscure the 
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real problems Wiley was talking about. Although they 
were men of good intentions, Campbell and Dunbar were 
caught in a legacy of nonenforcement that severely lim- 
ited their options. Within these limits they worked 
manfully, in part successfully, to make sense out of confu- 
sion. However, their basic commitment was to an en- 

forcement philosophy opposed by Wiley. The old doctor 
described that philosophy in his 1930 autobiography, 
saying: 

There is a distinct tendency to put regulations and rules for 
the enforcement of the law into the hands of the industries 
engaged in the food and drugs activities. I consider this one 
of the most pernicious threats to pure food and drugs. Busi- 
ness is making rapid strides in the control of all of our 
affairs. When we permit business in general to regulate the 
quality and character of our food and drug supplies, we are 
treading upon very dangerous ground. It is always advisable to 

consult business men and take such advice as they give that is 

unbiased, because of the intimate knowledge they have of the 

processes involved. It is never advisable to surrender entirely 
food and drug control to business interests. There is much to 
be done yet before we can point to a food and drug control 
that is wholly interested in the welfare of the consumer.?°® 

In 1930 a progressive Senator from Montana, Burton 
K. Wheeler, entered the fray over food and drug stand- 
ards by writing a magazine article extremely critical of 
the administration of Walter Campbell, Director of the 
Food, Drug, and Insecticide Administration. Shortly 

afterward Wheeler convened Senate committee hearings 

to investigate Campbell’s competence, and the star wit- 
ness he summoned to testify was Campbell’s own former 
boss, Harvey Wiley. Although Wiley was eighty-six years 
old and not well, he was still carrying on his fight for 
strict enforcement of pure food and drug standards. He 
had just written a new book, The History of a Crime 
Against the Food Law, describing in great detail the 

early battles in the Bureau of Chemistry. The appearance 
before Burton Wheeler’s committee was Wiley’s last ap- 
pearance in public, and it was a brief one. He scarcely 
had time to commend his new book to the Senators when 
he became too ill to testify effectively, and so his place 
was taken by his wife, Anna Kelton Wiley. Mrs. Wiley 
was thirty-three years her husband’s junior and eager to 
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stake out a claim to his legacy. Unfortunately, she did 
not have Wiley’s understanding of law enforcement in 
general or the Food and Drug Law of 1906 in particular. 
She embraced Campbell’s voluntary compliance princi- 
ples, thereby effectively becoming a witness defending, 
rather than criticizing, the new regime at the enforce- 
ment agency that had now taken the place of her hus- 
band’s old Bureau of Chemistry. 

Among the Senators present at the hearings was one 
who did not actually have a place on the Wheeler Com- 
mittee but who had been asked to sit in because of his 
medical and public health background. He was Dr. Royal 
S. Copeland, former Health Commissioner of New York 
City and the only physician in the United States Senate. 
Copeland slowly emerged at the hearings as Campbell’s 
defender, and as Campbell gave a good accounting of 
himself and was exonerated of all the charges brought by 
Burton Wheeler, Wheeler developed considerable resent- 
ment for Copeland. 

As it turned out, the hearings were not productive 
because they addressed themselves to side issues of little 
importance, but the personal feelings vented during 
them created an atmosphere of bitterness that haunted 
the greater issues of food and drug regulation throughout 
the decade and beyond. Wiley was bitter at the destruc- 

tion of his life’s work, particularly since it was being 
wrought by his star pupils. Commissioner Campbell re- 
mained personally loyal to Wiley although convinced 
that he misunderstood what was happening to the Food, 
Drug, and Insecticide Administration. Campbell, of 
course, resented Wheeler for the charges the Senator 
leveled at him. Senator Copeland, although he had high 
praise for Campbell himself, became convinced during 
the hearings that the weaknesses of food and drug law 

enforcement that emerged during the testimony required 
serious and immediate remedial action. 

The failure of the hearing to produce the spectacular 
results that Senator Wheeler sought embittered him per- 
manently, particularly on the subject of Senator Cope- 
land. He was still incensed in 1938 when he wrote the 
Wheeler-Lea advertising act, which proponents of the 
new pure food law (passed that year) looked upon as a 
huge step away from consumer protection. It gave the 
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control of food and drug advertising to the Federal Trade 
Commission, where it remains today. There is little doubt 
that Wheeler designed the act at least in part to em- 
barrass Senator Copeland, who was the sponsor that 
year of what became the Food, Drug, and Cosmetic Act 
of 1938. 

The conflicting opinions and flamboyant personalities 
that emerged at the 1930 Wheeler hearings set the stage 
for the complicated and extremely bitter controversy of 
the 1930’s. The character of the period and of the job 

that needed to be done was captured by Upton Sinclair, 
himself famous as a pure food crusader, in his 1930 
review of Dr. Wiley’s book, The History of a Crime 
Against the Food Law: 

Are you looking for a career? And if so, would you like to 
consider that of martyr? Would you like to devote thirty or 
forty years of your life to struggling for a great cause and 

almost wholly fail of success? Would you like to be met with 

abuse and slander all your days, and to have all the great 
organs of public opinion closed to your defense? . . . Dr. 
Harvey Wiley [is] the author of the book I am telling about. 

The career I am offering is the one which he will soon have 
to lay down, because he is an old man and needs some young 
martyr to come along and take up his burden. I should think 
this ought to prove an extremely melancholy book for those 
liberals who believe in present-day America, who think that 
day by day, in every way, it is getting better and better. For 
here is a man who has devoted his entire life to a most im- 
portant reform, and most of the time has been on the inside, 

in a position to know the exact facts; he shows you that day 
by day, in every way, America has been getting worse and 
worse . . . I was moved to lay aside my own writing, and 
make this feeble effort to find some young martyr to take up 
the life-work of old Dr. Wiley. 

Three years later, the perfect man for the job ap- 
peared. His name was Rexford G. Tugwell. 

The Pure Food Law of 1906 lay in tatters as the 
Administration of Franklin D. Roosevelt took office in 
March, 1933. Rexford G. Tugwell, one of the original 
three Brain Trusters and a chief adviser to Roosevelt 
on farm policy, took the government position of Assist- 
ant Secretary in the Department of Agriculture, which 
had responsibility for control of the Food and Drug 
Administration. As early as February 17, 1933, two 
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weeks before the Roosevelt Administration took con- 
trol of the government, Tugwell wrote in his diary that 
the FDA would be one of his first problems in the De- 
partment of Agriculture. “I’ll do the best I can for the 

consumer regardless of politics; I won’t compromise on 

thises=" 
Tugwell’s battle began when upon assuming office 

he found a routine policy letter for his signature which 
expressed the Agriculture Department’s concern about 
the effect of ‘“‘certain poisonous insecticides,” saying, 
“the Department is devoting a very material proportion 
of its available funds and personnel to this problem in 
the interest of public health and the welfare of the fruit 
and vegetable producing industry.” 2° In the Assistant 
Secretary’s view the food law was intended to protect 
the consumer, not the producer, and he said so to Mr. 

Campbell. After a long discussion in which the FDA 
chief pointed out the natural conflict between the Agri- 
culture Department’s dual roles of encouraging agricul- 
tural production and protecting food consumers, Tug- 
well signed the letter but vowed his support for efforts 
to reform the law. The day after the letter was sent Mr. 
Campbell filed a memorandum saying, “I am making 
this memorandum note to be attached to this file to 
record what to me is a development of extreme sig- 
nificance. From the assurances which I received from the 
Assistant Secretary, it can be definitely forecast that the 
effort which we have made in our service for the protec- 
tion of the consumer will receive from the Secretary’s 
office much more sympathy than has been the case in the 
past. I confidently hope, and definitely believe, that in 
the future less effort will be required in preventing re- 
versals of our decisions by appeal to higher Departmental 
authority.” 7° 

Without knowing it, Tugwell was stumbling into a 
thicket of cross purposes and hurt pride, with only his 
strong sense of justice to defend him against one of the 
most vicious smear campaigns ever waged by vested 
financial interests against a government official. He 
would find his allies as divided as his enemies were de- 
termined. 

The battle began quietly enough. After his long 
March conversation with Campbell, Assistant Secretary 
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Tugwell issued an administrative order lowering the 
amount of poisonous arsenate lead residue allowed to 
remain on fruit after spraying with insecticide. The 
new level was still above that regarded as safe by the 
British Royal Commission on Arsenical Poisoning, but 
it had been lowered enough to enrage the International 
Apple Association. This organization, led by Raymond 
G. Phillips and Samuel Fraser, was affiliated with the 
National League of Commission Merchants of the 
United States, the National Fruit and Vegetable Ex- 
change, and the Western Fruit Jobbers Association of 

America, with a combined membership of twenty-four 
thousand. Within hours after publication of the order 
two Washington State progressive politicians represent- 
ing apple-growing interests were in Tugwell’s office ask- 

ing that the new regulation be rescinded. Tugwell was 
amazed, as he described thirty-five years later: “If any- 
one would be offended, he [the Assistant Secretary] 

expected it would be his own Congressman and Senators; 

he had an especially wary eye on Senator Royal S. Cope- 
land, whose Senatorship was combined with his occupa- 

tion as a Hearst columnist. But instead, here were far 
westerners with tempers out of control.” °° 

Coincidentally, the initial erosion of the first Food and 
Drug Act had come in 1907 when Far Westerners, en- 

raged about regulations to control chemical residue on 
fruit, persuaded Agriculture Secretary Wilson to rescind 
his administrative order. And as if to maintain a kind 
of precise historical symmetry, on July 3, 1968, the 

Department of Agriculture announced tests to establish 
the safety of a chemical used to control apple scald, a 
condition making apples less salable, the use of which 
had caused a number of foreign countries to exclude 
from importation American apples on which it had been 

used.?1 Chemicals on Western fruit seem to be an eternal 

problem. 
Tugwell rejected the Westerners’ angry demands and 

began to plan the campaign which was swiftly becoming 
a cause to him. He relied for support on public indigna- 
tion, which was being fanned by a book on the deteriora- 
tion of food, 100,000,000 Guinea Pigs by Arthur Kallet 

and F. J. Schlink, which went through twenty-seven 
printings, and on FDR’s desire to outdo his cousin TR, 
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who had taken a good deal of credit for the 1906 law. 
The object of Tugwell’s campaign was to pass a new 
law. As soon as the apple growers were out of his office, 
he arranged for the drafting to be begun. Campbell and 
two administrative lawyers, David Cavers and Milton 
Handler, had the job of drafting. Senator Royal Cope- 
land became the bill’s chief sponsor in Congress. 

To prepare the draft’s reception in*Congress, Tugwell 
decided to marshal all the means he could to drum up 
public interest. He approved the preparation of a large 
display of fraudulent, harmful, and misleading food, 
drug, and cosmetic products and their advertisements. 
The display, called the Chamber of Horrors, received 
wide publicity and soon became as well known as the 
most controversial pieces of New Deal legislation—the 
Agricultural Adjustment Act and the National Recovery 
Act. Tugwell approached Thomas Beck of Collier’s 
magazine, who had been very effective in publicizing 
Dr. Wiley’s earlier fight; he contacted Father Coughlin, 
who had the most popular radio program in America, 
and he sought the aid of the public information staff 
of the Department of Agriculture (led by Milton Eisen- 
hower) to publicize the fight. But Beck was not inter- 
ested, Coughlin refused to help unless Tugwell would 
work to ban contraceptives, and Eisenhower’s efforts 
were not enough to counter the massive attacks of most 
of the American press which, concerned about the pos- 
sible loss of advertising revenue, attacked Tugwell and 
the bill. Even the public response stirred up by /00,- 
000,000 Guinea Pigs and the Chamber of Horrors was 

too diffuse and disorganized to be of significant help. 
The proposed law had seven major objectives, ac- 

cording to the letter of transmittal from Secretary of 
Agriculture Henry Wallace to the Chairman of the 
Senate and House Agriculture Committees. Four of the 
seven objectives dealt directly with foods—the preven- 
tion of false advertising; the limitation of added poisons 
in foods; the authority for the Secretary to establish for 
foods definitions and standards that would have the 
force of law; and the requirement of informative labels. 
The other three objectives were to bring cosmetics under 
the control of the law, require certain manufacturers of 
dangerous products to obtain Federal permits, and to 
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restrict the claims for drugs to those agreed to by med- 
ical opinion.*? Of the three objectives unrelated to food 
.protection two lie at the center of major controversies 
still raging at the FDA in 1970. Cosmetics are still not 
adequately tested before going on the market, and the 
same kinds of abuses that outraged the public in 1933 
can still occur. One of the major exhibits of the FDA’s 
Chamber of Horrors concerned a woman who had been 
blinded by the application of eyelash make-up at her 
beauty parlor. There is today no pretesting provision for 
cosmetics in the Food, Drug, and Cosmetics Act. As a 
result, the second largest group of personal-injury claims 
to American insurance companies, according to the Prod- 
uct Safety Commission, results from injuries caused by 
cosmetics. While the FDA can now move against the 
cosmetic agent causing an injury, there is no way to 
block its original marketing. In the drug area expert 
committees of the National Academy of Sciences have 
declared a significant number of antibiotic combination 
drugs either unsafe or ineffective in carrying out the 
claims made for them in labeling and advertising, but the 

offending items are still being widely marketed across 
the country. 

A book called The American Chamber of Horrors, 

written by Ruth De Forest Lamb in 1938, detailed the 
food problems that Tugwell aimed his bill at. Three of 
the most important loopholes in the existing law were 
the “distinctive name” provision, the failure to require 

an indication of quality on labels, and the failure to re- 
quire that food products clearly identify their contents 
on the labels. The “distinctive name” provision in the 
1906 act meant that if a manufacturer was clever enough 
to think up a distinctive designation for his product, it 
would not have to meet standards for similar products 
under the law. One such item was Kraft’s Miracle Whip, 
which appeared to be a salad dressing but did not have 
to meet dressing standards because it was designated 
a “whip.” Kraft and Borden used the distinctive name 
clause of the law to escape the requirements for process 
cheese. These cheeses gave Kraft and Borden a way of 
using up unsalable cheeses. The low quality, hard and 
moldy cheeses that the public will not buy could be 
conditioned, ground up, heated, and combined with 
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salt, water, and an emulsifying agent, then poured into 
packages ready for sale. Velveeta and Borden’s Chateau 
were similar to process cheeses and avoided standardiza- 
tion. Another famous product that escaped regulation 
was Ovaltine, essentially a chocolate malted milk drink 
advertised as a miracle cure-all. In 1970 this gaping 

loophole in the law is still substantially available to 
manufacturers, allowing products such as Gatorade, the 
“thirst-quencher,” on the market. Since the law has no 
standards for “thirst quenchers,” Gatorade can legally 
contain whatever the manufacturer chooses, although 

now he must list the ingredients on the label. 
The second major loophole in the 1906 law that Tug- 

well aimed to close was the failure to require grade 
labeling. Tugwell’s draft act was designed to require all 
products to be labeled Grades A, B, or C. The aiterna- 

tive proposed by the food industry was that a standard 
of quality be promulgated and that foods be labeled 
either as complying with the standard or as substandard. 
This industry alternative was designed to increase in- 
dustry profits. Grade labeling, which would allow con- 
sumers to pick products by quality rather than brand 
name, would undermine the huge efforts undertaken by 
companies to build brand identity in preference to 
stressing quality. In 1966 the President’s Commission 
on Food Marketing estimated that the average consumer 
food bill could be raised by as much as: 20 per cent by the 
purchase of nationally known brands rather than high- 
quality local brands. Unable to tell the quality of what 
he was buying, the consumer was thus forced to assume 
that the more expensive brand names were better. 

The third major issue in Tugwell’s pure food fight was 
his attempt to obtain more accurate labeling of food 
products. The idea was that each consumer should be 
able to tell what he is buying by reading the label. The 
major reason cited for making information available was 
the widespread incidence of allergic response to various 
ingredients. The industry’s counterproposal, again de- 
signed to protect industry profits, was that a list of the 
ingredients should be filed with the FDA—inaccessible 
to the public—so that any hazards might be ferreted out 
by the agency. But the file at the FDA could not help 
susceptible people to avoid irritants. 
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Two of the prime leaders of the industry’s right to 
maintain the three loopholes Tugwell wanted to close 
were Charles W. Dunn, counsel for the Associated Gro- 

cery Manufacturers of America, and H. Thomas Austern, 

counsel for the National Canners Association. Mr. Aus- 
tern rallied his organization to the fight against grade 
labeling, saying, “Every canner should leave this meet- 
ing ready to sell the idea to other canners and to his rep- 

resentatives in Congress that this bill should not be 
permitted to pass. Don’t try to do this by writing letters. 
It is a selling job that you have on your hands. You 
must go out and talk to people.” 33 

No grade labeling was adopted. Today Austern is 
senior partner in the Washington law firm of Covington 
and Burling, general counsel for the National Canners. 
The canners are still taking the lead in opposing full 
information for the consumer. At its sixty-third annual 
convention in January, 1970, the association took a 
strong stand against the proposal of President Nixon’s 
consumer adviser Virginia Knauer that her office pre- 
pare and disseminate an easy-to-read guide to govern- 
ment action. The canners argued, “The government 
should not use its prestige and power to interfere with 
the competitive process by seeking to persuade or guide 
the public.” *+ 

Mr. Dunn was able to persuade Congress that labels 
should not carry complete lists of ingredients because 
allergies could be protected if ingredients were filed 
with the FDA. As a result, nearly two thirds of all 
chemicals now placed in foods do not appear on the 
labels, in spite of the fact that there are at least forty- 
nine known conditions and innumerable allergies that 
may require a special diet. Dunn was also able to win 
a partial victory on the “distinctive name” issue. While 
the version of Tugwell’s proposed bill that finally be- 
came law in 1938 did require that all ingredients of a 
“distinctive name” product be labeled, there was no 
requirement that products which bore a strong resem- 
blance to standardized foods and were marketed to 
compete with them meet the standards for those foods. 

The result of these industry victories is revealed by 
a careful analysis of the food standards that have devel- 
oped under the law since 1938. Many ingredients may 
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be added to a food substance and need not appear on the 
label. There are ninety-three such permissible ingredi- 
ents for bakery products, seventy-six for nonalcoholic 

beverages, fifty-eight for frozen desserts, thirty-three for 
fruit butters, and thirty-one for cheese. In short, without 
grade labeling, without a complete listing of additives 
present in a food, and without some regulation of the 
quality of foods, the consumer gets dittle or no useful 
information about the nature of the food he eats. 

In Tugwell’s mind the protection of consumer rights 
and the development of consumer power were an in- 
tegral part of badly needed economic redevelopment in 
the 1930’s. In pursuing these goals, Tugwell not only 
sought reform of the Food and Drug Law, but as a prin- 
cipal draftsman of both the Agricultural Adjustment 
Act and the National Industrial Recovery Act he was 
instrumental in the creation of the Office of Consumer 
Counsel in the Agriculture Adjustment Administration 
and of the Consumers Advisory Board in the National 
Recovery Administration. 

The Agriculture Department’s consumer counsel, 
Frederick C. Howe, worked to ensure that the expected 
rise in farm prices would not gouge the consumer. The 
Consumer’s Advisory Board, led by W. Averell Harri- 
man’s sister, Mary Rumsey, had the task of resisting 
industry efforts to keep production and prices up. Like 
Tugwell in his efforts to reform the. food law, neither 
agency was particularly successful at its task. The New 
Deal was not a time for the consumer. Arthur Schlesin- 
ger described the theory of consumerism as stated by 
economist Gardiner Means: 

The question now was whether consumers could develop 
enough strength to restrain the producer from succumbing to 

the temptation to raise prices and limit output. If so, the 
organized consumer could become the key to increased pro- 

duction and thus to the restoration of economic balance. Still, 
as Means carefully warned, wishing would not make it so, 
nor would even the ritual of appointing consumer representa- 
tives to it. “The consumer will get nothing for which he does 
not fight, however socially minded the agents of Government 
may be. ... If there is no pressure on Government from 
people as consumers, there is little likelihood that their inter- 
ests as consumers will: be effectively represented.” °° 



History That Repeats Itself 133 

The pressure did not come. All the New Deal con- 
sumer efforts were, as Tugwell described the members 
‘of the Consumers Advisory Board, “spearkeads with- 
out shafts.” 3° Many who saw consumerism as the pecul- 
iar American answer to economic distress that would 
cause the nation to avoid the extremes of fascism and 
communism watched with the rest of the nation as the 
NRA failed. That failure, according to Schlesinger, re- 
sulted from the inability of New Deal and NRA leader- 
ship to understand the importance of strengthening 
government, labor, and consumer representation as a 
countervailing power to business in the operation of 
the NRA—and, for that matter, the whole New Deal.** 
According to Robert S. Lynd, who served for a time on 
the Consumers Advisory Board, “It was an afterthought 
—a gesture to the women of the country that was never 
intended by General Johnson [NRA Administrator] to 

WOrk. °° 
Tugwell revealed his despair at the failure of his con- 

sumer protection activities in a 1934 speech to the Con- 
sumers League of Ohio where he said, “Perhaps the 
efforts which went into the building of these govern- 
mental consumers’ agencies will prove not to have been 
justified by results; certainly they have not been up to 
now in spite of some lesser achievements and in spite 
of an excellent record of criticism and protest which 
came to very little.” °° The most dramatic and crippling 
attack on the consumer interest was waged against Tug- 
well’s Food and Drug Law. It set the tone, and was a 

major cause of the New Deal’s failure to develop con- 
sumer power and protect consumer interests. While the 
consumer activities of the NRA and the AAA were 
carried on in relative obscurity, the vicious attack on 
Tugwell and the Food and Drug Law was conducted in, 
and by, the overwhelming majority of the nation’s news- 
papers, supported by their advertiser allies. The heart of 
the opposition, as Senator Copeland termed it, to Tug- 
well’s bill in Congress, lay chiefly in the attempt to 
substitute the more lenient Federal Trade Commission 
for the Food and Drug Administration as the agency 
that would control food, drug, and cosmetic advertising. 
The attempt was successful and its sponsor was Senator 
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Burton K. Wheeler, still eager to get credit for pure 
food legislation despite his earlier failure. 

Rexford Tugwell asked for Presidential intervention 
to solve the conflict between the FDA and the FTC. 
“The [Federal Trade] Commission is not empowered 
to penalize offenders,” he wrote to the National Emer- 
gency Council. “As one authority puts it, ‘through its 
cease and desist’ order it can merely direct the offender 
to go and sin no more.” #° 

Roosevelt supported this view. “Frankly, I do not 
approve the proposal that provisions against false ad- 
vertising be enforced by the cease and desist order pro- 
cedure of the Federal Trade Commission. This procedure 
is time consuming. It carries no penalty and has no de- 
terrent effect on the evader and chiseler.” 44 Senator 
Wheeler insisted on proving himself after his first fail- 
ure. He was supported by the food and drug advertising 
lobby and the FTC. (“Nobody,” according to Sam Ray- 
burn, “has lobbied around this Capitol on any bill in the 
twenty-three years I have been in Congress more than 
the members of the Federal Trade Commission have 

lobbied on this bill.) 42 Together they pushed the bill 
through. 

Even though Wheeler’s act included limited criminal 
sanctions, it was such a blow to food and drug regula- 
tion that FDA officials hoped Roosevelt would veto it. 
He did not. The Wheeler act is still in effect and still 
greatly limits the FDA’s food protection effectiveness. 
In fact, it was one of the major problems pointed out to 
President John F. Kennedy by Judge James Landis in 
his 1960 report on regulatory agencies. 

With the advertising sections of the original bill de- 
stroyed, the opponents of effective food and drug regu- 
lation set about passing the other gutted sections of 
Tugwell’s original plan. The unqualified prohibition 
against added poisonous or deleterious substances in food 
was modified to allow such substances when they were 

required in food production or crept in under “good 
manufacturing practices.” The abuses that grew up under 
these exceptions were so outrageous that twenty years 

later, after extensive Congressional hearings and an- 
other great public outcry, the law was amended in an 
attempt to control the addition of chemicals to foods. 
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The original section authorizing food standards was also 
mutilated. The grade labeling provision was deleted; the 
standards of quality, identity, and package fill were re- 
worded to reflect the concerns of various industries, 
containing language that allowed manufacturers to in- 
clude in food products chemicals which did not need 
to be declared on the labels. The modified food stand- 
ards provision destroyed the final objective of the origi- 
nal bill by providing a major loophole in requirements 
for informative labels. In the words of Tugwell, the bill 
was a “discredit to everyone concerned with it.” +? To 
be sure, Food and Drug Commissioner Campbell found 
many provisions of the new law helpful to his embattled 
agency. Labeling would be a bit more informative, 
standards, however defective, could finally be issued, 

and there was a provision for injunctions. In a narrow 
bureaucratic sense the law was something, but the few 
advances it made were meager compared to the needs 
it left unanswered. 

Publishers and advertisers were “up and roaring” 
against Tugwell from the minute he mentioned food 
and drug legislation, Russell Lord remarked, and some 
of the most powerful among them openly threatened to 
“cut him down.” The basic tactic of their attack was 
to connect the food and drug bill with Tugwell and dis- 
credit him in the eyes of the public. As an economic: 
historian put it, they “ascertained that the bill was spon- 
sored by Rexford Tugwell; Tugwell was a ‘brain truster’; 

brains were a dangerous commodity in any government; 
hence the bill was anti-American, revolutionary, bol- 

shevistic, and to be reviled by all good 200 per cent 
Americans.” 44 

Before the ink had dried on the proposed legislation 
the New York Sun began referring to Tugwell as “Rex 
the Red.” 4° Tugwell had made a trip to Russia, and 
that was enough for the advertisers. Newspapers across 
the country took up the cry against him, spurred on by 
not-too-veiled threats against their advertising revenue 
if they wavered on the attack. The Associated Grocery 
Manufacturers of America, on the advice of their gen- 
eral counsel, Charles Wesley Dunn, wired all newspapers 
that had a Washington correspondent: “May we re- 
spectfully call your attention to revised Tugwell- 
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Copeland Bill Senate 2800 as a measure that may seri- 
ously affect future newspaper advertising volume.” 

The whole show was a repeat of 1906. Ruth De Forest 
Lamb wrote: “But opponents of the proposed legislation 
did not need to know what was in it in order to criticize 
it. They simply dusted off the same old arguments they 
had used in 1906, substituted the names ‘Campbell’ or 
‘Tugwell’ for ‘Wiley,’ changed ‘czar’ to ‘dictator’ (in 
making invidious comparisons between the Secretary of 
Agriculture and the head of the Russian Government), 
and had their propaganda circulating in no time.” 46 
The attacks on Tugwell not only resulted in the destruc- 
tion of the Food and Drug Law he had helped to create 
but they also destroyed his reputation and undermined 
the effectiveness of his activities in government. As a 
result the Resettlement Administration, which he headed, 

was severely handicapped and never achieved what was 
hoped for it. Equally important, Tugwell’s role as a 
leading, if not the leading, advocate of consumer power 
within the New Deal tied the effectiveness of consumer 
activities to his reputation. As his reputation declined 
under constant attack from irresponsible newspapers 
and advertising agencies, hopes for the consumer dwin- 
dled. As people lost confidence in Tugwell, his arguments 
became less convincing and his power dwindled. Sumner 
Welles, Under Secretary of State under Roosevelt during 
the Second World War, described what happened to 
Tugwell in a review of the former Brain Truster’s book 
The Stricken Land: “No member of President Roose- 
velt’s earlier administration was more bitterly derided 
and more unjustly pilloried as a strange amalgam of a 
Fascist, a Communist and a menace to the liberties of 
the American People than Rexford Guy Tugwell... . 
Those of his fellow citizens—and I fear there are many 
of them who, as a result of one of the most vicious and 

effective campaigns of character assassination in history, 
have been deluded into believing that Rex Tugwell was 
a Communist or an authoritarian bent upon depriving 

them of their rights and liberties, and who are willing 
to read this book with an open mind, will find conclusive 
proof to the contrary on every page.” 47 

Tugwell left the government before his law was 
passed in 1938. He felt little had been accomplished for 
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the consumer even after passage of the act. The 1938 
act, still the nation’s basic food protection law, has not 

been successful in providing the safe, wholesome, and 
inexpensive food consumers need and deserve. Among 
the recommendations of the December, 1969, White 

House Conference on Food, Nutrition and Health were 

proposals for various kinds of grade labeling, the elim- 
ination of loopholes in food standards leading to unin- 
formative labeling, and a more vigorous control over 
misleading advertising. These proposals were just what 
Rexford Tugwell hoped to achieve when he began 
planning in 1933. 



Destruction of the 

Food Protection 

5 Amendments 

“Tam not going to tell you that FDA 
has devised the perfect system for 

keeping hazardous chemicals out of 
our foods . . . you'll simply have 

to live with it.” 

—FDA Commissioner Herbert L. Ley, Jr. 

12th Annual Food and Drug Law Institute- 

FDA Educational Conference 

December 3, 1968, p. 4 

In August, 1969, Dr. D. A. Hillman and Dr. F. C. 
Fraser reported in Pediatrics that two women living in 
the same upper New York State township each gave 
birth to a baby with unusual deformities—one on De- 
cember 25, 1967, the other on March 5, 1968. Each 

child had a lobster claw deformity (the fusing together 
of the toes or fingers) and a cleft lip (the fusion of the 
upper lip to the gum). This combination is rare. It 
would probably not occur by chance as often as once 
in 100 million births. The reporting doctors concluded: 

The occurrence of such unusual malformations in two infants 

born in the same district within a period of approximately 
two months suggests the possibility of an environmental 
teratogen [a chemical that causes birth deformity]. In spite of 
repeated questioning of the parents of these children, we 
have not been able to identify any pharmacological, genetical 
or other agent common to both histories that could be im- 

plicated as a teratogen, with the possible exception of the 
artificial sweeteners used in low calorie foods, or as additives. 
Since these compounds have been widely used by pregnant 

women for some years, without any noticeable increase in 
the malformation rate, it seems unlikely they are relevant 
here.’ 

This letter presents but one example of a growing con- 
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cern about the hazards presented by the increasing 
use of chemicals in the environment. Other scientists 
are also concerned. The use of nitrate fertilizers building 
up large residues in stored green vegetables, especially 
spinach, celery, and green salad may possibly be related 
to cancer in animals and men.” In 1968 Dr. James Crow 
of the University of Wisconsin, Chairman of the Na- 

_ tional Institute of Health’s Genetic Study Section, re- 
ported on the possible genetic effects of chemicals in 
the environment. Medical World News summarized the 
report, saying: “Potentially irrevocable [genetic] damage 
might be done without immediate warning by some of 
the more than 10,000 natural and synthetic chemical 
agents now produced commercially or by the million or 
more additional agents that have been isolated or syn- 
thesized by man, most in recent decades. Fewer than 
200 of these suspected mutagens have been systematically 
assayed.” * The potential hazards from chemicals in the 
environment are staggering: these present three kinds of 
danger about which we have only limited knowledge. 
First, some chemicals have the ability to cause terato- 
genic deformities—the kind of deformities, like those 

produced by thalidomide, which affect individuals in the 
current generation but are not passed on from one gen- 
eration to the next. When a child deformed by his 
mother’s ingestion of thalidomide reaches adulthood 
and has a child of his own, the deformity probably will 
not be passed on. Second, many chemicals can cause 
cancer. Third, and most disturbing, is the possibility 
that some chemicals can cause mutations that will be 
irrevocably engraved upon the genetic code and passed 
on from generation to generation. Some of the muta- 
genic changes are so subtle (“A ten-point change in IQ, 

perhaps,” says FDA biochemist Dr. Marvin Legator) 
that they might go completely undetected for several 
generations. Under the Food, Drug, and Cosmetic Act, 
the Food and Drug Administration is given the respon- 
sibility of protecting consumers from these potential 
chemical hazards when they are related to chemicals in 

food. 
In 1950 Congressman James Delaney of New York, 

serving as Chairman of the House Select Committee on 
Chemicals in Foods and Cosmetics, began extensive 
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hearings into the effects of chemicals in and on food. 
The major legislative results of these hearings, which 
lasted for three years, were three amendments to the 
Food, Drug, and Cosmetic Act: (1) The Pesticide 
Amendment of 1954, (2) the Food Additives Amend- 
ment of 1958, and (3) the Color Additives Amendment 
of 1960. Each was designed to place the chemicals in 
and around food under stricter control. They are all 
important pieces of legislation which should be rigor- 
ously applied. However, knowledge about potential chem- 
ical hazards has developed more rapidly than the FDA’s 
ability to control the spreading use of food chemicals. 

The complexity of hazards presented by the chemical 
environment has become a matter of grave concern to 
many thoughtful scientists. Several thousands of the peo- 
ple who used the sedative thalidomide between 1954 
and 1962 were pregnant women (nearly all were Euro- 
peans), who because of the drug’s effect bore cruelly 
deformed children lacking useful arms or legs. The inci- 
dent dramatically alerted the world to the danger of 
everyday chemicals. The thalidomide deformities were 
gross, clearly noticeable to all who saw them. Yet it 
took five years of piecing together the scattered reports 
of occurrence of the deformity before the cause was 
isolated and the use of thalidomide stopped. What trou- 
bles many scientists is that if it took five years to track 
down the cause of deformities such .as stumps of chil- 
dren’s arms and legs, how much longer will it take to 
stop the possibly hundreds of more subtle deformities 
that potentially can be caused by chemicals in the en- 
vironment? At a spring, 1968, conference held in Bar 
Harbor, Maine, reported by Medical World News, a 

group of National Institute of Health scientists led by 
Dr. James F. Crow spelled out the dangers: 

Dr. Crow’s report lists two ways a mutagenic chemical could 
affect exposed populations. The more likely is a mild increase 
in the mutation rate through exposure of a few individuals to 
a powerful agent, or of many to a weak one. Especially 
threatening in this type of slow contamination of the gene 

pool would be the introduction of a mildly mutagenic sub- 
stance, such as an additive into a food or beverage that is mass 

produced for wide consumption . . . such a silent increase 

in man’s quotient of bad seed could not in any way .. . be 
detected. 
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The first warning of such an event might be an increase in 
the number, incidence, or severity of genetic illnesses; 
marked changes in the birth ratio of men to women; or an 

almost imperceptible loss of vigor and vitality, progressing 
from generation to generation. . . . 

The chemicals that most concern the Bar Harbor conferees 
as potential mutagens include chemosterilants, and other 
pesticides, food additives, cosmetics, air pollutants, herbi- 
cides, known carcinogens, industrial chemicals, drugs, vac- 
cines and contraceptives.* 

The bad seeds may have already begun. Victor Cohn, 
reporting the conference in the Washington Post, said, 
“The effect may be showing up in some unknown share 
of the 20 to 30 per cent of all conceptions (a conserva- 
tive estimate) that fail to produce live babies. It may 
be showing up in an unknown share of the 7 per cent 
of all live babies born with some birth defect.” ® 

No one knows how much of this genetic damage is 
caused by chemicals; the source of only 5 per cent of it 
(from X rays and viruses) has been identified. 

In the 1950’s, when the current laws controlling the 
use of chemicals in and on food were passed, little was 
known about chemical hazards. But the law did specifi- 
cally recognize the fact that hazards existed, and it es- 
tablished procedures to isolate them and protect the 
public against them. The first major amendment to the 
Food, Drug, and Cosmetic Act of 1938 gave the FDA 
the authority to set and enforce safe tolerances for pesti- 
cide residues remaining on food after harvest. The 
amendment, passed in 1954, was designed to protect 
the general public from the harm of poisonous residue 
without banning the use of pesticides completely. The 
law supplemented the Federal Insecticide, Fungicide, 
and Rodenticide Act (FIFRA), which requires that the 
Agriculture Department certify pesticides for use, by 
requiring that the FDA give an advisory opinion on the 
safety of the proposed use of any pesticide being consid- 
ered for certification. 

Once a pesticide is certified for use, the FDA is 
authorized to allow a certain amount of residue on 
various agricultural commodities. The allowance, called 
a tolerance, is granted (or set) by the FDA which, in 

a reverse of the certification process, considers the 
opinion of the Secretary of Agriculture about the use- 
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fulness of the pesticide. The FDA then polices the mar- 
ketplace to insure that no food contains more than the 

allowed amount of pesticide. 
Thus the FDA has three major pesticide responsibili- 

ties: (1) to set and enforce tolerances, (2) to advise 

the Department of Agriculture on the safety of pesticide 
products proposed for registration, and (3) to monitor 
pesticide levels. There are plenty of*pesticides to keep 
the FDA busy in this job. The Department of Agricul- 
ture register files show more than forty-five thousand 
individual pesticide product formulations. They are 
made of nine hundred separate pesticide chemicals. 

Pesticides are chemicals that will kill insect and plant 
pests; the problem is that chemicals that kill pests can 
also have an effect on animals and humans. In setting 
tolerances, the FDA tries to establish a level that is 

greatly below that which causes observable damage in 
animals. But the agency does not routinely consider 
indications that a pesticide may cause mutations, birth 
defects, or chromosome breaks when it sets a tolerance. 

Even though a number of pesticides have been shown 
to produce these kinds of effects in animals, it is the 
agency’s position that they do not know enough about 
how these agents will act in people to be able to say for 
sure that they will cause harm. In the case of pesticides, 
as in the case of many chemicals added to food prod- 
ucts, the consumer is taking the unknown risk that lim- 
ited and developing science is unable to make precise. 
This is true in spite of the fact that many scientists are 
convinced that chemicals producing abnormalities in 
animals are likely to produce some kind of problem in 
people even though they don’t know exactly what it will 
De. 

The FDA scts pesticide tolerances on vegetables, 
fruits, meats, and other foods. But it is never sure how 
much of the residue a given individual will ingest if 
he eats vegetables, fruits, meats, and other foods at 
one meal. In addition, he is likely to ingest the same 
chemical residue in the water he drinks and even in the 
air he breathes. At best, then, the tolerance is a crude 

measure of safety. The precision of animal tests them- 
selves is so crude that they often raise more doubts than 
they answer. A fifty-rat study is a major study in most 
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research laboratories. If one rat shows a sign of hazard, 
it is not always considered significant. However, if the 
population of the United States were subjected to an 

analogous dosage and the chemical had the same effect 
on humans as it did on the rats, it would affect four 

million people. The point is that talk about setting tol- 
erances at seven parts per million of food is reassuring, 
but the data used to arrive at that amount are very crude. 

In her well-known book of 1962, Silent Spring, Rachel 

Carson analyzed the way the FDA decides how much 
poison is safe. She wrote: 

The system by which the Food and Drug Administration 
establishes maximum permissible limits of contamination, 
called “tolerances,” has obvious defects. Under the condi- 
tions prevailing it provides mere paper security and promotes 
a completely unjustified impression that safe limits have been 
established and are being adhered to. 

. . . In setting a tolerance level the Food and Drug Ad- 
ministration reviews tests on the poison in laboratory animals 
and then establishes maximum levels of contamination that 
is much less than required to produce symptoms in the test 
animals. This system, which is supposed to insure safety, 

ignores a number of important facts.® 

First, Miss Carson points out that the very idea of 
setting a tolerance for chemicals known to be harmful 
is questionable. She suggests that the system of “delib- 
erately poisoning our food, then policing the result” is 
reminiscent of Lewis Carroll’s White Knight, who 
thought of “a plan to dye one’s whiskers green, and 
always use so large a fan that they could not be seen.” 
She points out that a number of chemicals less toxic 
than currently used pesticides, chemicals such as pyreth- 
rins, rotenone, ryania, and others derived from plant 

substances, already exist.’ Neither the argument nor 
the alternatives presented in Miss Carson’s book have 
been pursued with vigor. 

In 1969 Secretary Finch appointed a commission, 
chaired by Emil Mrak, Chancellor Emeritus of the Uni- 

versity of California at Davis, to study and make recom- 
mendations on pesticides and their relationship to envi- 
ronmental health. The Mrak Commission’s report urged 
the elimination of all nonessential uses of DDT, thus 

recognizing the cogency of Silent Spring’s argument— 
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seven years after the book was published. Unfortunately, 
this delay has cost valuable time in the effort to find 

nonpoisonous methods of pest control. The FDA re- 
ported in 1969 that “conventional insecticides are needed 
to control 80 to 90 per cent of insect problems affecting 
agriculture and public health.” 8 According to Edward 
F. Knipling of the Department of Agriculture, the rea- 
son for the delay is that “a single insecticide that may 
with minor modification control a hundred different 
kinds of harmful insects, can be developed at a far 
lower cost than the research needed to develop biological 
or selective chemical methods of insect control.” ® By 
dismissing the strong arguments for alternatives to com- 
monly used chemical pesticides and concentrating on the 
development of pesticide products that would return 
fast, large profits, the chemical industry has created the 
massive pollution problem caused by pesticide residue. 

As environmental deterioration begins to mount, long- 
forgotten alternatives look more and more appealing 
and dramatic. Texas cotton, threatened by insects, was 

saved ‘without the use of chemicals through rigorous 
crop rotation, timed planting, and tillage procedures de- 
signed to eliminate insect reproduction. The screwworm, 
which used to kill or maim millions of dollars worth of 
Florida livestock each year, was eliminated through the 
breeding of sterile strains of the insect that prevented 
reproduction. The cottony-cushion scale, a pest that 
once plagued California citrus, has been brought under 
control without the use of chemicals. Lures have been 
effectively used to combat various insects, and a new 
strain of alfalfa was developed to resist the spotted 
alfalfa aphid, which at one time nearly destroyed the 
entire alfalfa industry. These various biological, en- 

vironmental and other nonchemical means of insect con- 
trol date as far back as the 1890's but still account for 
only 10 to 20 per cent of insect control activities. 
Chemical pesticides are cheaper to produce and there- 
fore more desirable to corporations looking for large 
profits. 

The governing principle for the development of chem- 
ical pesticides seems to be selling pesticides rather than 
controlling insects. In 1965 nearly one billion dollars’ 
worth of pesticide chemicals were used on agricultural 
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and forest products. But studies conducted by Univer- 
sity of Georgia entomologist Dr. Chester Himel “show 
that up to 99 per cent of pesticide sprayed with current 
equipment is wasted, because only from one to 10 per 
cent of spray droplets are small enough to be effec- 
tive.” 1° The Department of Agriculture is currently 

working on a chemical which can control certain insects 
when as little as one-fourteenth of an ounce per acre is 
used. The drama of this breakthrough is suggested when 
the quantities are compared with the 87 pounds per acre 
of 2-4-D used in some areas to get effects on certain 
pests. 

A more conservative tolerance-setting program in the 
FDA could be an essential force in bringing the kind of 
pressure that would cause development of alternative 
means of pest control. While complete elimination of 
pesticide residue in food is not necessarily practicable, 
that fact should not be used, as it is now being used, to 

allow a wide range of tolerances whose safety has not 

been definitely established. 
Once set, tolerances are not properly enforced by the 

FDA. Its stated method for enforcement is to collect 
samples of produce for evaluation of pesticide residue. 
In 1963 the FDA reported that it expected to inspect 
twenty-five thousand shipments of produce entering in- 
terstate commerce. This figure was admitted to be less 
than one per cent of the total shipments. In 1967, the 
agency reported that it had actually conducted only 
49,044 inspections between July 1, 1963, and June 30, 

1966—-significantly fewer than even the modest projec- 
tion. This record of inspection, covering approximately 
0.7 per cent of the total number of shipments, is hardly 
as reassuring as the FDA’s glowing reports sound. With 
over 99 per cent chance of going undetected, there is 
little incentive provided by this program to apply pesti- 
cides sparingly. 

Three per cent of the FDA’s collected samples violate 
tolerances. These are not purely random samples. Many 
inspections are conducted by FDA inspectors only after 
they have received information that a given shipment 
is likely to contain an excessive amount of pesticides. 
Such a program does not provide a truly nationwide 
surveillance. By the FDA’s own statistics, which it claims 
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reflect the general situation in the country, at least 
seventy-five thousand interstate shipments between 1963 
and 1966 had residues in excess of set tolerances but 
went undetected. In fact, it is not clear that the FDA has 

any accurate idea of how much food has pesticide resi- 
dues that exceed established tolerances. 

A second breakdown of the FDA’s pesticide responsi- 
bilities has resulted from a running battle between the 
FDA’s Division of Pesticide Registration (formerly in 
the Public Health Service) and the Pesticide Regulation 
Division of the Department of Agriculture. The conflict 
was revealed in spring, 1969, hearings on the Federal 
Insecticide, Fungicide, and Rodenticide Act. The FDA 

division was assigned to advise the Agriculture Depart- 
ment on the safety of pesticides proposed for registra- 
tion; however, its recommendations have been disre- 

garded virtually 100 per cent of the time. For instance, 
the FDA objected to the use of poisonous rodent baits 
made from human food because of the hazard they 
present to children; Agriculture’s Pesticide Regulation 
Division dismissed the warning. The FDA urged regu- 
lations to prevent the use of highly toxic chemicals 
around the home and was ignored by the Department of 
Agriculture. The FDA objected to Vapona Strips for 
use in closets or homes, recommending that they be used 
in garbage cans or tight metal boxes; this objection was 
resolved by a compromise label warning. The FDA ob- 
jected to Agriculture’s failure to extend its policy of 
dyeing seeds treated with pesticide. It also objected to 
rat poison that had to be put on bread, to cancer-causing 
substances, and to many insect control items. The reso- 
lution of nearly every objection was unsatisfactory to 
the FDA. 

The overwhelming use of pesticides by volume is 
made by farmers. However, of the forty-five thousand 
pesticide products registered with the U.S. Department 

of Agriculture, about half are for use in and around the 

home. This fact is largely responsible for the FDA 
attempts to make more precise the use and direction for 
various pesticides. In 1969 alone, the FDA _ recom- 
mended 5,052 label changes. Not one was adopted. 

Another phase of the FDA’s pesticide control efforts 
is its “Total Diet Study” program, which is designed to 
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monitor the amount of pesticide residue in the entire 
food supply. The FDA periodically purchases the amount 
and type of food that the average nineteen-year-old (the 
nation’s biggest eater) eats in a two-week period and 
subjects this “market basket” to detailed analysis to 
determine how much of various pesticides it contains. 
FDA officials regard the program as one of the most 
important programs—perhaps the single most important 
one—in protecting the public from the hazards of unac- 
ceptably high pesticide residues. Dr. Leo Duggan of the 
FDA, before a recent promotion by Commissioner 
Charles Edwards, had responsibility for the program. He 
said, “Several investigators have stated that foods are 
the major sources of pesticide chemicals in man. There 
has been relatively little information concerning the kind 
and amounts of residues in foods as they are eaten. The 
‘market basket’ or ‘total diet’ studies by the Food and 
Drug Administration provide the most reliable index of 
the residues being consumed in the diet in the United 
States.” 

Dr. G. Q. Lipscomb was even more explicit about the 
importance of the program. “The efforts of the FDA 
have been a major factor in contributing to what little 
information we now have on man’s total exposure to 

pesticide chemicals.” In March, 1969, he said, “The 

importance of the Total Diet Program cannot be over- 
emphasized. It has, I believe, at least equal value, if not 
more than, the regulatory program to the FDA. It is the 
international standard program of this type and _ is 
being copied by at least five other countries that we are 
aware of. . . . Let me repeat, this is one of the most 

important programs of those which FDA is now carrying 

One = 
One month after Dr. Lipscomb made this statement, 

Dr. William C. Purdy, the FDA science adviser in the 
Baltimore district, attacked the Total Diet Study in a 
detailed memorandum sent directly, outside official 
channels, to an Assistant Administrator in the FDA’s 

parent organization within HEW, the Consumer Pro- 
tection and Environmental Health Service. The sub- 
stance of his charges was that the Total Diet Study pro- 
gram was chemically irrelevant (i.e. based on unsound 
scientific procedures) and that an impartial study con- 
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ducted by persons outside the FDA should be convened 
to re-evaluate and reorient it. He said the program re- 
ports were deficient in that they claimed to find residues 
at levels lower than the methods used could detect. In 
one case it was reported that a certain pesticide was 
discovered at a level ten times smaller than the amount 
of error in the method used for detection. Another dis- 
tortion occurred in verifying the methods used to detect 
pesticides. It is the accepted scientific practice to add a 
known amount of a given pesticide to a sample of food 
and to then try to recover it from the sample by a chemi- 
cal method. In this way, the recovery method can be 
verified for accuracy. In one case the FDA claimed that 
the average recovery figures ranged between 85 per cent 
and 115 per cent, which allowing for error is considered 
acceptable by scientists. But these averages were based on 
figures which varied tremendously, in one case from 0 
to 188 per cent. This is like taking a man with $200 in 
his pocket and one with no money and saying they are 
both pretty well off because they have an average of 
$100 each. The program had no mechanism to review 
and verify the work done in each of the five district 
laboratories. The methods for conducting the study had 
not been verified by the Association of Official Agricul- 
tural Chemists, which establishes the official test methods 

used by FDA. In at least one district, residue reports 
were made even though they did not have the equipment 
necessary to do the studies reported. Most important, 
not only were the American people being misled by the 
program but many observers were coming to this country 
from abroad to observe it and, according to Dr. Purdy, 
“The competent analysts among them can only leave in 
a state of shock when they find out about our Total Diet 
Program.” !* In sum, he said, “The tragedy about this 
entire program is that the data are presented in a manner 
that suggests that our food contains no harmful residues. 
In actuality . . . the citizens of this country are not 
being protected. Furthermore, they are being led to 
believe that there is no cause for worry.” 1° 

Five months after Dr. Purdy sent his letter, and after 

considerable maneuvering and attempts to suppress the 
charge, the FDA finally agreed to meet with him. In 
the FDA’s summary of the meeting, officials tried to 
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minimize the importance of the program and its effect 
on public awareness: 

“He [Dr. Purdy] said the articles [on the Total Diet Program] 
were now misleading the public into thinking that they were 
being protected and he wasn’t sure this was the case. It was 
explained by the FDA officials that it was the FDA’s Pesti- 
cide Regulatory Program that actually protected the consumer 
from excessive residues and that the Total Diet Program was 
intended as a fact-finding study to determine trends in pesti- 
cide residue. 

In a few short months the program had gone from being 
called perhaps the most important pesticide program in 
the FDA to being called merely a fact-finding survey 
of trends. Purdy’s detailed charges against the program 
had shaken a number of government officials out of 
their lethargy and a review of the program was ordered. 
The agency even expressed its willingness to have its 
own investigation joined by an evaluation conducted by 
a group of outside pesticide experts. What was revealed 
about the program brings into doubt all of the reassur- 
ance about pesticide residue circulated by the FDA over 
the past few years. 

Another FDA science adviser to whom the charges 
against the program were circulated told Purdy: “Obvi- 
ously you have raised many valid criticisms concerning 
the Total Diet Program and many of the District chem- 
ists would agree with you, at least in principle, if not in 
every detail. Perhaps even Duggan would agree that 
improvements are desirable if not mandatory. The pro- 
gram does need a hard look, but the FDA is doing all 
that can be expected with the resources available. 
Whether or not Duggan has overstated the validity of 
the results and conclusions is certainly open to ques- 
tion.” 1° If the best that can be said for a program is 

that it is doing well given the restricted resources applied 
to it, it should not be used to reassure the American 

people. 
What happened next in the controversy over the Total 

Diet Program makes even the slight excuse of limited 
resources lose all credibility. Without advance warning, 
Dr. Purdy’s contract as a science adviser to the FDA was 

terminated or, as the FDA would describe it, simply not 
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renewed. Shortly afterward, the FDA sent a car to its 
district headquarters in Baltimore and removed all the 
raw data laboratory sheets related to the Total Diet 
Study program, ostensibly for the purpose of a more 
detailed study at the central office. Whether it was 
incidental or central to this action, the effect was to 

remove some of the major evidence supporting charges 

against the program from the reach of persons who 
might be critical of it. 

The FDA is quick to reassure the population about 
pesticide use. However, the three pesticide programs of 
the agency do not reassure, they raise doubts. The 
tolerance-setting program does not consider serious 
threats such as genetic damage or birth defects possibly 
posed by pesticide residue. Even when a tolerance is set 
it is virtually impossible for the agency to enforce it. 
And when a pesticide residue is found that exceeds the 
set tolerance, the tolerance is sometimes raised to cor- 

respond to the residue level found. The FDA’s recom- 

mendations about safety to the Agriculture Department 
go almost completely ignored, removing another impor- 
tant protection from the American public. Its food moni- 
toring program, used to justify optimism, is found to be 
in need of complete overhaul. Faced with this, the agency 
chooses to terminate the services of one scientist who 
shows both the willingness to help solve the problem and 
a detailed knowledge of it. That the FDA can assume 
such postures in a program so central to the protection 
of public health reveals an agency which has shockingly 
abused its statutory mission. 

In enforcing the law against pesticide residue, the FDA 
is required to use “official” analytical methods approved 
by the Association of Official Agricultural Chemists. The 
AOAC is supposed to provide a kind of professional 
check or balance for the FDA. Astonishingly enough, for 

an organization performing such a function, its leader- 
ship is made up of FDA officials. In effect, the pesticide 
control officials of the FDA are checking on themselves 
through the AOAC. Another area of expertise in the 
pesticide field is provided by the National Academy of 
Sciences-National Research Council pesticide com- 
mittee. FDA pesticide officials are members of this 
committee and crucial to its operation. One member who 
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is not from the FDA claims that he was never notified 
of committee meetings, finding out about them only 

- when he received minutes after the meetings had taken 
place. Thus, whether by accident or design, effective 
control over pesticide information has been placed in 
the hands of a small, select group of people who are con- 
stantly asked to check on, evaluate, and approve them- 
selves. The FDA is proud of its monopoly and says so: 

The scientists of the Food and Drug Administration, both in 
the field and in Washington, have been instrumental in de- 
veloping the multi-residue methodology which is used 
throughout the world by regulatory agencies. The Food and 
Drug Administration is recognized as the leader in this area 
and as having the expert knowledge. It would be difficult to 
staff a committee with competent people in the field of resi- 
due analysis who are not using the same methodology which 
has been developed by FDA.’® 

A self-contained, unscrutinized, scientific-regulatory 
community tends to get complacent and incompetent. 
The self-satisfied attitude of the FDA has destroyed its 
ability to meet pesticide problems effectively. According 
to an aide to Senator Gaylord Nelson of Wisconsin, the 
FDA’s constant reassurance that there is no real danger 
from pesticides is the most important single factor in 
preventing Congress from undertaking serious efforts to 
control the increasing danger of pesticide residue. The 
unfortunate effect of the FDA’s public posture on pesti- 
cides is to undercut the popular and widely based public 
concern necessary to support a searching and thorough 
re-evaluation of American pesticide use. In short, the 
FDA is deliberately keeping people unnecessarily igno- 
rant. 

Of course, contrary to the FDA’s assertion, there are 
a number of well-established institutions that could, if 

invited, provide well-qualified people to evaluate and 
upgrade the FDA’s program. The University of Cali- 
fornia at Riverside, Cornell University, the University 
of Florida, the University of Missouri, and New York 

State University at Stonybrook, for example, as well as 
the state governments of Wisconsin and California, have 
many people well trained in how to detect and control 
pesticides, what to do about their residue, and in analyz- 
ing their effect on the environment. An immediate and 
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rapid effort should be undertaken by the FDA to seek 
professional help and evaluation for its pesticide pro- 
gram—not only the Total Diet Program but also the 
residue program and the advisory program to the De- 
partment of Agriculture. Such a review could only help 
the general public and the agency. It is a discredit to 
the FDA that it finds itself constantly reassuring the 
public while the same public is being*constantly warned 
by other scientists. 

Once an independent evaluation is undertaken and 
some measure of credibility is restored to the FDA, some 
structural changes in the law should be considered. First, 
since it is clear that safety from pesticides has become 
more important than their effectiveness in controlling 
pests, Congress should consider eliminating the role of 
the Department of Agriculture in certifying pesticides. 
Instead of giving advisory opinions on safety, the FDA 
should have the power to certify pesticides after receiv- 
ing an advisory opinion on their usefulness from the 
Department of Agriculture. Second, Congress should 

consider making the Delaney Clause clearly applicable 
to pesticides. Consideration should also be given to ex- 
tending the clause to include banning from the food 
supply chemicals that cause birth defects, hereditary 
changes, and chromosome breaks, not just chemicals 
that cause cancer. No tolerances should be allowed for 
such substances. When they cannot be used without 
leaving a residue they should be barred from use. Such 
a program should be viewed as a major spur to pur- 
suing the development of alternative methods of pest 
control. Third, detailed legal methods should be designed 

to relieve the Secretary of Health, Education, and Wel- 

fare of discretionary powers and duties in regulating 
pesticides and other chemicals. Cabinet secretaries 
charged with enforcing the laws protecting the food 
supply from 1907 to 1970 have found the pressure 
against taking strong action in the public interest im- 
possible to resist. They must be relieved of this burden. 
Requirements for setting tolerances or setting standards 
must be tightly drawn so that, as nearly as possible, fac- 
tual and not political questions are being resolved by 
government agencies. 

The Pesticide Amendment of 1954 has had no signifi- 
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cant effect in stemming the tide of environmental con- 
tamination resulting from pesticide use in the United 

_ States. In such impotence, it resembles the other major 
food protection amendments passed in the 1950's. The 
Food Additives Amendment of 1958 was intended to 
regulate the addition of chemicals such as preservatives 
and flavors to the food supply. A total of 842 chemicals 
had found their way into the food supply at one time or 
another before 1958. In 1958, 704 chemicals were in use 

in the food supply (a number having ceased to be used) 
of which only 428 were definitely known to be safe. This 
meant that 276 chemicals used in food in 1958 had not 
been proven safe. The Surgeon General of the United 
States testified that food chemicals could have adverse 
effects on human health since many of their toxic effects 
were unknown and because there was lack of adequate 
information about their long-term impact. The Ameri- 
can Public Health Association similarly warned that the 
increasing use of chemicals in food was a potential 
health hazard which might become one of the greatest 
problems the food industry has ever had to face.!* 
Because of this concern, vigorous legislative action was 
taken, leading to the passage of the Food Additives 
Amendment. 

In accordance with the Additives Amendment chemi- 
cals added to food are to be treated in one of three ways. 
They are to be: (1) excluded from food if they cause 
cancer when ingested by man or animals (the Delaney 
Clause), (2) not subject to any restriction if considered 

generally recognized as safe (GRAS), or (3) subject to 

intensive testing by manufacturers and excluded from 
food until proven safe. The job assigned to the FDA is 
difficult and complicated—too difficult, it appears, for 

the agency with all its weaknesses to perform. 
The first step in administering the Food Additives 

Amendment was to determine which chemicals should 
be subject to extensive testing and which were generally 
recognized as safe. To begin this task, the FDA estab- 
lished the Generally Recognized As Safe (GRAS) list 
in 1958 and 1959. According to the law, an item went 
on the list only if it was “generally recognized, among 
experts qualified by scientific training and experience to 
evaluate safety, as having been adequately shown through 
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scientific procedures . . . to be safe,” 18 or if it had 
been generally used prior to January 1, 1958. Safety es- 
tablished by either “scientific procedures or experience 
based on common use in food”! could qualify an 
additive. All three guidelines, as well as the concept of 
expert scientific evaluation, either proved to be unwork- 
able or were ignored as the GRAS list was actually pre- 
pared. : 

To begin the process of preparing the list, the FDA 
sent the names of 189 substances to 900 selected sci- 
entific experts across the country. The 900 were asked 
to comment on the safety of listed items not on whether 
they had been tested or used as the law required. Of the 
900, only 350 replied and only 194 (21 per cent of the 
scientists contacted) responded favorably or without 
comment on the list. The remainder of the 350 criticized 
various parts of the list. On September 2, 1959, after all 
responses had been evaluated, the food and pharma- 
cology divisions of the FDA prepared a joint memoran- 
dum called “Defense of the White List”—the list of 189 
GRAS chemicals. It said in part: 

In our final evaluation of the safety of a substance we have 
taken cognizance of the fact that all opinions are not of 
equal value, and thus have weighed most heavily the opinions 
of scientifically recognized and often world-renowned ex- 
perts. Common sense as well as scientific principle requires 
us to accept the opinions of some and to reject the opinions 
of others. The Administration has long recognized the validity 
of this policy with respect to scientific matters and employs 
it in our day-to-day operations.° 

Using this policy, the FDA dismissed statement after 
statement of concern about various substances on the 
list. The only comment about cyclamates, a critical one, 

was dismissed; “safety established,” said the FDA. Henry 
M. Burlage of the University of Texas questioned the 
safety of ammonium carbonate. The FDA dismissed 
the question tersely, saying, “Henry M. Burlage is not 
qualified to discuss the safety of ammonium carbonate.” 
(But the FDA had thought enough of him to solicit his 
opinion.) Henry Scott, Chairman of the Wisconsin 
State Food Standards Advisory Committee questioned 
the safety of benzoic acid, pointing out that benzoates 
and benzoic acid are illegal in many foods in Wisconsin, 



Destruction of the Food Protection Amendments 155 

such as sauerkraut and dairy products. He was dismissed 
with this line: “Benzoic acid limited to 0.1 per cent and 

_ Clarified by the Remsen Report.’”” Now the FDA is 
finally re-examining sodium benzoate. Ammonium hy- 
droxide was questioned by T. H. Jukes of American 
Cyanamid Company and others as too strong; it might 
be dangerous in the hands of persons not trained in 
chemistry. The FDA passed it as safe, saying, “Ammo- 
nium hydroxide does not exist as such in the food or at 
most as a very limited amount.” This list of critical com- 
ments rejected is long and discouraging. 

The chemical NDGA was questioned by Dr. W. F. 
von Oettingmen, M.D., who wondered if enough toxo- 
logical information was available to warrant its use. The 
FDA replied, “We have information to show safety and 
this has been published.” Eight years later, the FDA 

removed NDGA from the GRAS list after it caused 
damage to rats. A 1968 revelation led to the removal of 
all brominated vegetable oils from the GRAS list. Twelve 
scientists objected to the listing of vitamin D—many 
because it might cause hypercalcemia in infants, a con- 
dition which in its severe form involves changes in the 
bony structure of the face, effects upon the aortic valve 
of the heart, and mental abnormalities. The FDA confi- 

dently said, “Nutrient levels of vitamin D will not pro- 
duce hypercalcemia effects,” °! and its unlimited use was 
permitted, particularly in milk. In 1965, six years later, 
FDA lowered the amount of vitamin D that could be 
added to food products “to prevent possible injury to 
infants. Excessive amounts of vitamin D was a possible 
cause of infantile hypercalcemia.” 7? Now that the FDA 
has undertaken a review of the GRAS list, it is likely 

that there will be others. 
This selective acceptance of expertise deprived the 

creation of the GRAS list of any respectability as a sci- 
entific endeavor. The FDA picked the answers it wanted 
according to unspecified criteria. The vigor with which 
the FDA announced that it had consulted nine hundred 
scientists about the list suggests that the consultation was 
done for public relations and not scientific reasons. Pub- 
lic relations at the expense of public health is indefen- 

sible. 
The use made of the experts was not only scientifically 
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unsound, it was logically unsound as well. The FDA is 

also authorized to apply the concept of generally recog- 
nized as safe in its drug regulation activities, and when 
the agency wishes to establish that a drug is not generally 
recognized as safe, it relies on the opinion of one estab- 
lished expert to prove its point. But the word of a single 
authority speaking against a food additive has little 
weight. While drugs are more dramatieally dangerous to 
their individual users, the widespread use of food addi- 

tives makes the GRAS-list double standard undesirable. 
A more important mistake distorting the intention of 

the law was made, however, when the experts were 
asked to perform a task not authorized by law. The law 
exempts only those chemicals “generally recognized, 
among experts qualified by scientific training and ex- 
perience to evaluate its safety. as having been adequately 

shown through scientific procedures ... to be safe.” 

(Italics added.) ?* Or if the chemical was in use prior to 
January 1, 1958, safety could be shown by “experience 
based on common use in food.” The FDA did not ask 

its chosen experts consulted about the proposed GRAS 
list if the listed chemicals had been widely used or 
tested. They asked if they were safe. There was no indi- 
cation in the response how the few experts who did so 
arrived at their appraisal of a chemical’s safety. Their 
answers did not fulfill the requirements of the law. In 
fact, the reference to nine hundred experts was unre- 
lated to GRAS-list preparation; the FDA established the 
list by itself and for all practical purposes unaided by 
so-called experts. 

In an interview on September 9, 1968, the FDA’s 

Associate Commissioner for Enforcement, Kenneth Kirk, 

gave an idea of how some of the GRAS-list decisions 
had been made. He told how Dr. Barbara Moulton came 
into his office “hopping mad” about seeing folic acid on 
the proposed GRAS list. Later she testified before the 
Kefauver Committee about the inclusion of folic acid 
on the GRAS list. But what she didn’t know, according 
to Kirk, was that after she left his office, “I took out a 

red pencil and crossed through folic acid and it never 
appeared on the list.” This won Kirk a debating point 
before Congress, but: it is just one more illustration 
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of the arbitrariness that governed selections for the 
GRAS list. 

_ Dr. Moulton was not the only person in the Bureau of 
Medicine to be upset by the way in which the GRAS list 
was prepared. While the FDA was publicly justifying the 
means by which it had arrived at the list, the Bureau of 
Medicine wrote: 

We have reviewed the list with an assumption (but not a 

conviction) that the proscription against poor manufacturing 
practices will prove adequate in a general way to prevent 
harmful concentrations. .. . 

As a single example, we do not actually recognize calcium 
phytate as necessarily safe used as a sequestrant, but without 
more details of its customary use and of its pharmacology 
and without more insight into the expected interpretation of 
the paragraph introducing the list (i.e., good manufacturing 

practices and conditions of intended use) we have no actual 
opinion of its propriety on the list. 

In addition we have considered the list with an attitude 
consistent with the assumption apparently held in its prepara- 
tion—namely that the substances will meet necessary stand- 
ards of identity, quality and purity even though specifications 
are not stated. At least, it leaves unanswered the questions of 
just what allowances of impurities will constitute good manu- 
facturing practice when substances are used for the purposes 
specified.? 

When the original list was approved it included 182 
items, seven of the original items having been deleted 
because of unfavorable comments from various sources. 
But in spite of internal criticism, the list continued to 
grow. From time to time, announcements were made in 
the Federal Register, without the pretense of scientific 
consultation, which expanded the list until it finally 
reached approximately 700 chemicals. FDA policy has 
made it virtually impossible to tell which chemicals are 
food additives, how many of them there are, and who, 

if anyone, has tested and evaluated them. In 1961 
Commissioner George P. Larrick told a Congressional 
committee that there were 718 chemicals on the list.?° 
The FDA 1964 annual report, the first annual report 
to mention the subject, claimed that the FDA had recog- 

nized only 575 GRAS items. Neither the report nor 
the records of the FDA reveals any effort to remove 
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items from the GRAS list. Subsequent FDA annual 
reports repeat the number 575. In 1969 Dr. Robert 
Byck, M.D., and Dr. Herbert H. Schaumberg, M.D.. of 

the Albert Einstein College of Medicine, concerned about 
the use of monosodium glutamate in food, “became 
embroiled in sort of a federal nightmare trying to find 
out about the GRAS list.” 26 Newspapers following up 
the testimony of the two scientists before a Senate select 
committee were told by the FDA that the list contained 
680 items.27 If simple counting is this difficult, regulating 
is impossible. In addition, according to Winton B. Ran- 
kin, Assistant to the Commissioner, the FDA sent out 

letters to various manufacturers indicating certain ad- 
ditional GRAS items: 

It must be kept in mind that these are only the figures of 
items published in the Federal Register. In correspondence, 
we have agreed that others are, in our opinion, generally 

recognized as safe and we expect to propose further lists to 
be published in this category as soon as the press of other 
urgent matters permits.** 

Many of these items (estimated to number between one 

thousand and ten thousand), although treated as safe 

by the FDA, have never been added to the published 
Federal Register list. HEW Assistant General Counsel 
William Goodrich complained about this kind of pro- 
cedure in a January, 1961, memorandum to Assistant 

Commissioner Kenneth Kirk. He said, “Sooner or later 

these . . . letters are bound to get us into trouble.” 
The time has come for an accounting. More incred- 

ible even than this chemical-by-chemical deception prac- 
ticed by FDA officials was the agency’s total acquiescence 
to industry’s interpretation of the law. In March, 1961, 
the trade magazine Food Processing laid out the industry 
position on the GRAS list: “Contrary to the opinion 
held by many people in the food industry, the law con- 
fers no special authority on the FDA for deciding that 
an ingredient is GRAS. If experts who are qualified to 
evaluate the safety of a particular ingredient generally 
recognize it as safe under the conditions of its intended 
use, then according to the language of the law itself 

. . It is not subject.to the provisions of the Additive 
Law.” 
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The law, of course, says nothing of the kind. It says 
that the determination to be made by experts is not 

- that an item is safe but rather that it has “been ade- 
quately shown through scientific procedures to be safe,” 
or that its common use in foods has established safety. 
Scientific fact, not the opinion of experts, is what the 

law called for. Not even scientific opinion, let alone the 
required facts, was sought in the vast majority of cases. 

The FDA sent letters directly to manufacturers, saying, 
for example, “It is our belief that . . .” certain chemi- 
cals are GRAS. Or, “It is our belief that qualified experts 

would consider . . .”’ certain chemicals GRAS.?9 

The FDA’s procedure on deciding what chemicals 
were safe so distorted the law that nothing practical was 
left of its provisions. After the 1960 list was published 
in the Federal Register, the Flavor Extracts Manu- 
facturers Association prepared a list of one thousand 
items. Following an intense internal struggle, the FDA 
issued a regulation allowing the vast majority of chemi- 
cals on the list into the food supply under conditions 
nearly the same as GRAS-list items. In this way, they 
retained a certain kind of shadowy legal control over 
the items, while in practice they were treated as GRAS. 
Even this small attempt at some kind of control was soon 
abandoned, as described almost ten years later by Deputy 
Commissioner Rankin. “The manufacturer is entitled 
to reach his own conclusions, based on his scientific 

evidence that a subject is, in fact, generally recognized 
as safe. And he is not required to come to us then and 

get the material added to the list.” 3° This interpretation 
totally destroyed the Food Additives Amendment of 
1958. The burden of establishing that an item considered 
safe by industry is not in fact safe falls on the govern- 
ment, and industry is absolved of its responsibility under 
the law. Since, in Rankin’s words, the industry is not 

required even to tell the FDA which items it is assuming 
are safe, there is no possibility of systematically checking 
the safety of these items. For all practical purposes, the 
FDA has relinquished the control of food additives to 
industry. 

The same disorder exists in the supposedly more care- 
fully controlled program to evaluate and approve peti- 
tions for the use of additives tested by manufacturers. 
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In the first ten months after the Additives Amendment 
went into effect, only twenty-six food additives petitions 
were filed with the FDA. Either the additive manu- 
facturers had not conducted any safety tests before the 
act was passed—a fact contrary to their claims—or they 
were withholding their tests from the government. When 
the time allowed for testing currently used additives had 
passed—thirty months after enactment of the law—the 
FDA had granted three thousand extensions of the dead- 
line and requested and got authority to grant additional 
delays, dragging out the process even longer. The pur- 

pose of a food additive petition is to present to the FDA 
the evidence that the additive concerned has been proven 
safe. The law required all food petitions to contain “full 
reports of investigations made with respect to the safety 
for use of such additives, including full information as to 
the methods and controls used in conducting such in- 
vestigation.” 3! 

In the overwhelming majority of cases, the FDA does 
not test the additives themselves when approving their 
safety. But more basic than that, in most cases the FDA 
does not even receive the complete reports of tests run 
on additives. Instead it receives summaries of these re- 

ports. During the hearings on irradiated foods Kenneth 
Kirk was asked: 

Don’t you normally ask for the supporting evidence, the raw 
material in the case, or do you accept conclusions that other 
people give you? 
MR. KIRK: As time goes on, I find our scientists are asking 
for the raw data more and more than they used to.9? 

It is on the basis of this rickety system that the FDA 
certifies the safety of food additives. Manufacturers are 
well satisfied with the way it operates. 

The FDA’s approval and subsequent disapproval of 
the use of atomic radiation to preserve foods gives a 
glimpse of the potential tragedy that lies at the heart of 
this patchwork system of law enforcement. On Febru- 
ary 15, 1963, the FDA approved bacon preserved with 
atomic radiation for unrestricted public consumption. 
Since radiation is defined as a food additive under the 
Food, Drug, and Cosmetic Act, the FDA processed it 
through its additive petition procedures. The FDA 
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neither conducted its own research on radiation and 
food nor reviewed the actual research data of others. 

. Instead, it approved the process based solely on sum- 
maries of the research conducted. Officials of the agency 
were pleased to have helped make a major “break- 
through . . . in food preservation with promise of new 
convenience and economic benefit.” 33 

Dr. Daniel Banes, the FDA Assistant Commissioner 

for Science, testified before the Joint Committee on 

Atomic Energy that when the original petition for ir- 
radiation of food, that for bacon, was submitted to 

the FDA, “There was an indication of hazard. There 

certainly was no proof of safety.” °4 In spite of the indi- 
cated hazard, the FDA allowed irradiated bacon to be 
cleared for public sale in 1963. (The treated bacon actu- 
ally was never produced for general public consumption 

because of marketing problems.) Fortunately, the same 
FDA scientists who had warned of hazards in irradiated 
bacon were able to get the ear of the Commissioner, 
Dr. Goddard, when the Army sought to place irradiated 
ham on the market in the summer of 1968. The FDA 
moved to stop it because the original raw data on bacon 
showed that test animals had been fed in a way that 

masked nutritional difficulties. A 25 per cent reduction 
in live rat births and 25 per cent rat and 32 per cent dog 
death rate increase between birth and weaning had been 
dismissed as insignificant by testers. The testers had 
failed to check all animals for tumors, in spite of the 
fact that the Food, Drug, and Cosmetic Act expressly 
forbids treating foods with any additive that can cause 
cancer. In addition, the testers dismissed findings that 

suggested that irradiated food could damage vision and 
blood, and depressed body weight.*° It has also been 
revealed that the experiments indicate the possibility 
that radiation creates a substance in meat that destroys 
certain vitamins even when they are taken in supple- 
mental form apart from the meat.?6 The disapproval 
came in the nick of time. Over twenty other foods were 
slated for radiation treatment and a huge combine of 

companies including Alpo Dog Food and Uniroyal 
Tires had signed contracts to construct a major irradia- 
tion plant in Allentown, Pennsylvania. In commenting 

on the incident afterward, Dr. Goddard pronounced 
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what must, if FDA hopes to function at all effectively, 
become the first goal of agency reform. “The lesson 
of the irradiated ham incident, as far as I am concerned, 

is that the men and women responsible for administer- 
ing any consumer protection program anywhere—public 
or private—must be true to the disciplines of science.” 

Radiation is not the only food additive that has had to 
be withdrawn after having its safety certified by FDA. 
In addition to cyclamates, Saforale (for years the chief 
flavoring constituent of root beer), folic acid (the vita- 

min), Nordihydroguaiaretic Acid or NDGA (used for 

twenty years as an antioxidant in fatty foods), and oil of 
calamus (used to flavor candy, baked goods, bitters, 

liquors, and beverages), are all substances which had 

first been approved for use by the FDA under the 1958 
law and then withdrawn for various reasons. NDGA 
caused mesenteric cysts and kidney lesions in rats fed 
over a two-year period. Research on the whole class of 
brominated vegetable oils followed this study. It has 
led to the quietly announced order that all brominated 
oils, now used largely in citrus fruit drinks, be removed 
from the GRAS list by summer, 1970. BHT and BHA, 
two widely used antioxidants, have been the focus of con- 
siderable controversy for a number of years, leading to 
the heavy restrictions of BHT use in Britain. Following 
the cyclamates ban, Nobel Prize-winning geneticist 
Joshua Lederberg prepared a list of nineteen substances 
used that he “idiosyncratically selected” as needing fur- 
ther study and evaluation because their chemical make-up 
suggested that they might have a negative chemical ef- 
fect on those who consume them. The FDA itself has 
prepared a list of sixty-four additives currently recog- 
nized as safe which it feels are in need of further study. 

As important as removing unsafe additives from the 
food supply is the need for fundamental reorganization 
of the system that permitted them to get there. The 

petition review system used by the FDA rests primarily 
on luck. The main reason that more mistakes have not 
been discovered is because they have not been looked 
for. 

The FDA’s treatment of what it calls “indirect addi- 
tives” demonstrates the weakness of its additive control 
program. Indirect additives are chemicals used in pack- 
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aging or manufacturing which are not intended to be- 
come part of the food but which end up there by acci- 
dent. The difficulty for the FDA was in deciding how 
the hundreds of such accidental additives should be 
treated under the law, and the agency’s attitude is sug- 
gested by a 1961 letter from the FDA’s legal adviser, 
William W. Goodrich, HEW Assistant General Counsel, 

about one indirect additive: 

The only way we can cancel these notices [the FDA’s per- 

mission to industry to use indirect additives] without their 

being withdrawn by the petitioners is to rule that the sub- 
stances are not food additives. This would involve stating in 

the notice cancelling the previous notice that the articles are 
not food additives, and why they are not. 

It could be very much wiser to ask the firms to withdraw 
the petitions and to cancel the notices on that basis. By this 
method, you would be ruling on the food additive question 

only in the letter to the firm, and not in a publication in the 
Federal Register. 

Sooner or later these letters which remove products from 
the scope of the food additives amendment are bound to get 
us into trouble. ... 

I see no reason why we should not issue a regulation. . . . 
We would then be on the road to proper control, rather than 
creating a very large no-man’s land where a chelating [com- 
bining] agent made by a certain firm, used in a specified way, 
and which meets identity specifications is not a food additive, 

while it is a food additive if made in another way or used 
in another state.°” 

The FDA’s idea was that if a manufacturing chem- 
ical found its way into food but was not harmful in that 
food it should not be called an additive, it should instead 
go onto the GRAS list. The FDA apparently felt it did 
not have the resources to conduct or review the thou- 
sands of tests that would be required to establish the 
safety of all these items. Mr. Goodrich was complaining 
about that policy because it made legal action based on 
new scientific information almost impossible because 
it would probably require court action for the FDA 
to get an item off the GRAS list. The FDA followed 
the policy Goodrich recommended when the Flavor 
Extracts Manufacturers Association presented the agency 
with its list of one thousand items considered safe. 
The FDA conducted a specific evaluation of just over 
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one hundred of the items, but it promulgated two 
regulations allowing the use of the vast majority of the 
others in food even though there was no evidence that 
they had been tested. The effect was to allow most of 
the thousand into the food supply without thorough 
FDA screening. It is not clear today how many of the 
over 1,600 indirect additives acknowledged by the 
FDA get into food but are not considered additives. 

The one section of the Food Additives Amendment 
that has provided some slight measure of protection 
is the so-called Delaney Clause against the use of cancer- 
causing chemicals in the food supply. Even it has been 
greatly subverted in practice. The clause itself states: 
“That no additive shall be deemed to be safe if it is 
found to induce cancer when ingested by man or ani- 
mal, or if it is found, after tests that are appropriate for 
the evaluation of the safety of food additives, to induce 

cancer in man or animal.” 38 The FDA has in effect dis- 
regarded the second half of this provision because it has 
not undertaken to develop any methods for detecting 
cancer-causing properties of chemicals by tests other 
than those requiring ingestion. FDA policy is never to 
remove an item from the market unless it causes cancer 
when ingested. 

Even the strict prohibition of the first half of the 
Delaney Clause has not been vigorously applied. Sub- 
stances such as saccharin and cyclamates are still sold 
on the market in spite of the fact that both caused can- 
cerous tumors when ingested by animals in 1950. Even 
if, as some scientists argue, those tests were not con- 
clusive, there is no excuse for not having followed up 
the preliminary indications for nearly twenty years. 
HEW Secretary Finch’s attacks on this clause show 
an unfortunate lack of understanding about how badly 
food additive regulation is being conducted. In a No- 
vember, 1969, interview on National Educational Tele- 
vision, he suggested that the FDA be allowed to set 
tolerances for cancer-causing chemicals.*® If this sug- 
gestion, which dismayed a number of HEW officials, 

were followed, the last shred of protection of food 
against the hazards of chemical additives would be 
eliminated. The irresponsible lack of restraint of in- 
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dustry in its use of cyclamates in spite of repeated 
warnings, combined with repeated inability of the FDA 
to use discretionary authority to protect the consumer, 
would turn repeal of the Delaney Clause into a monu- 
mental disaster. In fact, the strict limitations contained 

in the Delaney Clause should be extended to other 
hazards of the chemical environment. The hazards of 
these additives to consumers far outweigh their benefits 
to industry. The primary purpose of food additives 
to industry is to increase profits. Coloring, tenderizing, 
or extending the shelf life of food products to grind 
out more millions of dollars should not be tolerated 
if there is the slightest indication that a hazard to 
consumers might exist. 

The Color Additives Amendment, designed to control 
the large group of color chemicals added to food, has 
received the same treatment as the Food Additives 
Amendment. First, it was subjected to massive delays 
that kept it from even appearing to function for almost 
ten years after its passage. Second, it has been sabo- 
taged by the same kinds of cowardly bureaucratic back- 
sliding that destroyed the Food Additives Amendment. 
In 1965, the FDA announced that the food coloring 

called Red 4, widely in use in foods and drugs, would 

be eliminated in six months. The Food and Agricultural 
Organization-World Health Organization (FAO-WHO) 
joint committee on color had called this color “harm- 
ful . . . should not be used in food.” 4° Before the 
ban could take effect the maraschino cherry producers 
convinced the FDA to allow the dangerous chemical 
color in its products. The argument was that very few 
maraschino cherries are ever actually eaten by one 
person so that they really didn’t present much of a 
hazard. 

The same FAO-WHO joint committee said that an- 
other FDA color, Violet No. 1, showed the “pos- 
sibility of harmful effects.” This the FDA felt was a 
warning to be ignored since the tumors caused by the 
color occurred only after injection of the chemicals 
under the skin of rats. World Health Organization 
scientists felt this fact should cause concern; FDA 
scientists did not. Taken together, the various FDA 
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programs designed to control chemical additives to 
food have subverted the law and left the consumer 
without protection. 

The tragedy of this fact is that the chemical problems 
faced in the 1950’s and 1960's were a picnic compared 
to the problems now developing. The use of food 
chemicals is a result of and a contributor to the fact 
that there is less and less distinction:between the foods 
consumed by various individuals. The dwindling variety 
in the marketplace is an important effect of a nationwide 
mass-marketing food industry. However, this trend is 
coming at a time when medical science is beginning to 
isolate more and more kinds of individual susceptibility 
to environmental contaminants. For example, there are 
now close to fifty different diseases that, like diabetes, 
may require special dietary intakes, including the ex- 
clusion of various chemicals now routinely added to 
food. Allergy problems complicate the problem even 
more. Two prominent California doctors wrote in 1963: 
“The practical applicability of this knowledge concern- 
ing food additives and contaminants should alert all 
physicians to maintain a critical and sober attitude to 
the potential hazard of these agents. An increasing 
number of patients have been observed in clinical prac- 
tice with diffuse hair fall, chronic urticaria [red patched 
skin], toxic epidermal necrolysis, pemphigoil [spotted 
skin], and other such illnesses in which ingested drugs 
or predisposing factors can be excluded in the etiologic 
investigation. It is common practice to consign these 
diseases to causes unknown or to classify them as 
idiosyncratic.” +! 

Many individuals know from their physicians that 
they have adverse reactions to certain substances added 
to food, but they find it is almost impossible to avoid 
them because of their widespread use (such as MSG) 

or the failure of labels to announce their presence— 
the fact in the case of several hundred chemicals. 

Industry has reaped millions in profit from this total 
breakdown in food additives control, and they have 
been pleased to acknowledge publicly the assist they 
received from the FDA. In a two-part 1966 series on 
food additives, Chemical and Engineering News, the 

most prominent chemical trade publication, presented 
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industry’s view of chemical additives use and _ their 
control by the FDA. “The most frequently heard com- 
ment today about FDA’s handling of the law is that it has 
been ‘entirely reasonable.’ Many of the companies praise 
FDA for its ‘able handling of a difficult set of regula- 
tions.’ “The provisions,’ says one industry man, ‘could 
have been hideously misapplied. They have not been. 
Much of the original anxiety was simply fear of the 
unknown.’ ” 4” 

The only opposition to this point of view mentioned 
by the magazine comes from a small portion of the 
population, less than 5 per cent, identified as “the people 
whom industry men frequently classify as crackpots, 
faddists, food quacks or well-meaning but pitifully mis- 
informed people.’”’ No mention is made of the large 
number of public officials, scientists, and members of 
the general public who are highly critical of the FDA’s 
public protection efforts. In fact, confidence in the FDA 
was and is so low outside the industries it regulates 

that four separate men have served as FDA Commis- 
sioner between January 1, 1955, and January 1, 1970— 

as many as occupied the office in the FDA and its 
predecessor agencies between January 1, 1907, and 
January 1, 1950. Confidence in the agency is so low 
that it has just completed its fifth major reorganization 
in five years. It has been the subject of fourteen critical 
management reports in the past fourteen years. Through 
all of the criticisms the food and chemical industries 
have treated the FDA with a pleasant tolerance, calling 
it “entirely reasonable.” 

It is easy to understand, industry’s friendly feelings 
toward its regulator. The FDA has allowed a massive 
market in food additives to develop with no significant 
regulation. Foods packaged for ease and speed of 

preparation lie at the heart of the problem. They mean 
more profits but require more additives. Chemical and 
Engineering News says: 

Partly because of her greater buying power, she [the house- 
wife of today] is quite willing to pay the extra price for what 
food companies elegantly call “foods with built-in maid 

SCRVICCMME ais 
Expressing the views of many leaders in the food additives 

field, Joseph G. Jarrell, industry manager of the cellulose 
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land protein products departments of Hercules says, “Our 
optimism about the use of chemical additives in the food 
industry is based largely on the sensational growth of con- 

venience foods.” 
Such foods usually require more additives than convention- 

ally cooked foods because in many cases they are prepared 
under more severe conditions of temperature, pressure or 
agitation. Therefore, they may require special flavorings, 
flavor enhancers, colors, and other additives to make up for 
the partial loss of flavor, color, texture, and other properties 

caused by processing.*? 

The FDA has not exerted any control over this 
rapidly developing market. Since 1958 the situation has 
deteriorated. Now fewer than half of the 2,500 additives 
in use have actually been tested for safety. According 

to the FDA’s 1970 operating plan: 

The use of direct food additives in food manufacture will 

have approximately doubled by 1974 from the level of use 
prior to the passage of the Food Additives Amendment to 
the Food, Drug, and Cosmetic Act. Over 1,000,000,000 

pounds of 2,500 food additives chemicals will be consumed. 

Both the methodology for their detection and their long-term 
toxicological significance require an expansion of research 

activities by the FDA. Unknown alterations of products 

further complicate attaining the necessary security in the 
safety of the food supply. The primary need at present is 
for the development of multi-additive detection methods to 

facilitate surveillance and measurement of actual additive 

intake levels. The needs are similar in the area of natural 
poisons such as mycotoxins.** 

This tremendous rise in use of food additives, coupled 
with increasingly difficult regulatory problems, came 
after passage of the Food Additives Amendment of 
1958. Unless this law is enforced as intended, far more 
stringent laws will be required. 



The Kinslow 

Q Report Fraud 

“The thing that bugs me is that the 
people think the FDA is protecting them 

— it isn’t. What the FDA is doing 

and what the public thinks it’s doing 
are as different as night and day.” 

—Dr. Herbert L. Ley, Jr., 

Former FDA Commissioner 

New York Times, December 31, 1969 

In the summer of 1969 a Ralph Nader Summer Study 
Group consisting of sixteen students from law schools, 
medical schools, and other graduate programs, spent 
three and a half months doing research on the food 
protection aspects of the Food and Drug Adminis- 
tration. The study, done with the co-operation of the 
agency, relied upon an extensive review of the FDA’s 

files and on interviews with past and present members 
of the agency’s staff and with scientists in the food 
protection field. 

After the Nader Study was planned, but before the 
students arrived at the FDA’s offices, the agency under- 
took a study of its own, and on August 7, two months 
after the student group began work, the FDA released 
its report, which appeared to be highly critical of its 
own consumer protection activities. In reality, the 
substance of the report whitewashed the agency leader- 
ship by laying the blame for its poor decisions on 
Congressional failure to provide enough “legislation, 
manpower, and money.” The entire report was an 

exercise in public relations led by the FDA’s Baltimore 
District Director, Maurice D. Kinslow. It was designed 

to win public sympathy for an underfunded, under- 
staffed, but honest regulatory agency harassed by 
Congress. 

Like rangers preparing for an oncoming forest fire, 
the FDA was setting a backfire to strip a narrow area 
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of the woods and thereby stop the holocaust. The report 
humbly confessed the FDA’s difficulties: 

Our responsibility is simply stated. The consumer has virtu- 
ally no control over the quality of vital products which he 
uses every day. When industry fails to exercise adequate con- 
trol, he must rely on regulatory agencies such as the FDA. 

The problem is simply stated. Increasing volume and 
sophistication in types, production and marketing of con- 
sumer goods under our jurisdiction has outstripped our 
ability to assure the public that all is well with respect to 

these products. 
The result is simply stated. We are forced into reacting to 

meet individual problems rather than acting to head off im- 
pending crises. 

Beyond this, very little else is simple. ' 

In spite of this strong confession of failure contained 
in the report’s introduction, the report itself was a mild 
rehash of relatively minor problems. Before its release, 
FDA Deputy Commissioner Winton B. Rankin held 
two closed-door sessions with Maurice Kinslow to 
edit the rough draft of Kinslow’s report. The idea 
was to give Congress and the public the impression 
that the FDA was well aware of all its weaknesses, 
knew how to correct them and, with the proper support 
from Congress, would do so splendidly. The second 
step in the program was to leak the “confidential” report 
to the press. This was done with the tacit if not the 
explicit support of FDA Commissioner Herbert Ley. 
Once a public stir had been created, Ley’s HEW supe- 
rior, Charles C. Johnson, directed him to find and 
discipline the individual responsible for the leak. In a 
private interview with a Nader team member, Ley said 
he had no intention of carrying out the directive, even 
though he was pretty sure who had leaked the report, 
because “on the whole it has not been particularly 
damaging.” 

As a public-relations tactic, the report succeeded. 
Walter Cronkite reported on CBS News: “The American 
consumer is surrounded by an arsenal of products 
which can kill or maim him, and the Food and Drug 
Administration has neither the money nor the authority 
to do much about it. That's the gist of a confidential 
report prepared by seven senior members of the FDA 
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and submitted last month to the Administration's Com- 
missioner, Herbert Ley. A copy was obtained today 
by UPI.” ’ Other news outlets made similar reports. 
Newspapers across the country reported on FDA fail- 

ures as if all the agency needed was a good shot of 
funds, a little more authority, and some additional in- 
spectors and investigators to supplement the admirable 
work being done by agency leaders under deplorable 
conditions. 

The report and the picture of the FDA it created 
were false. On August 8, 1969, the day after the study 
was leaked to the press, Representative L. H. Fountain, 
whose House Intergovernmental Relations Subcommittee 
has been the Congressional committee most actively 
concerned about FDA’s regulatory failures, issued a 
rebuttal to the FDA study: 

I think it is commendable that the report frankly acknowl- 
edges inadequacies in the agency’s consumer protection pro- 
gram. However I cannot agree with the clear implications 
of the report that the inadequacies are due largely to insuffi- 
cient money, personnel and legal authority. 

I have always been quick to recognize the limited resources 
with which the agency has had to work in relation to its 
overall responsibilities. However, when I have questioned the 
Commissioners of FDA about their appropriations, they have 
invariably responded that the Congress has granted most of 

their requests, at least in the period since 1962... . 
With respect to the agency’s legal authority . . . the ques- 

tion must be asked whether the agency has actively sought 
and been denied such authority by the Congress. I do not 
believe there are many such cases, if any. 

Finally, I would note that . . . it appears to me that fre- 
quently FDA has not utilized to the best advantage resources 
which have been available to it. 

Even Dr. Ley, who for all intents and purposes ac- 
cepted full responsibility for the release of the confi- 
dential report, gave a quite different assessment of the 
agency once he had been removed as Commissioner. 
In an interview with The New York Times printed on 
December 31, 1969, two weeks after he left the FDA, 

Ley said: 

A majority of the medical staff people are retreads, persons 
who have suffered coronaries or who have personality prob- 
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lems; at the moment they’re the only people that FDA 

can get. 
Merely putting more money into the agency will not 

change it. A more highly motivated staff and better ad- 

ministration of it also is needed. 
If the Administration really wants to get better scientific 

people into FDA, the time is now because the squeeze on 

university research funds has made talent available. 

We also need to sit down and find out what the gaps are 
in the consumer protection that the FDA is responsible for, 
then what the needs are, then what can be done. 

The FDA also has to be raised to the status of a police- 
man-type activity. 

None of these weaknesses was recognized in the sup- 
posedly searching, confidential Kinslow Report. When 
Ley told the Times that the gaps in the FDA’s consumer 
protection had to be identified, he was virtually quoting 
his own directions to Kinslow eight months before. On 
May 1, 1969, he had asked the Kinslow group to under- 
take four tasks: “(1) define the consumer protection 

objectives of the Food and Drug Administration; (2) 
analyze and compare the agency’s present programs in 
light of these objectives; (3) identify existing or antici- 
pated problem areas resulting from gaps between defined 
objectives and current programs; and (4) suggest 
changes in programs to meet our objectives more com- 
pletely.” But ignoring the Commissioner’s orders has 
been honed to a fine art at the FDA. None of these 
tasks was completed. Instead, the report was turned 
into an opportunity for entrenched FDA leadership to 
restate its own pet theories about the agency’s role. 
The sum total of the Kinslow Report was to recommend 
weakening not strengthening the protection the FDA 
provides the consumer. The study group failed largely 
because it set out to fail. It never consulted the dozens 
of critics inside the FDA who had on numerous oc- 
casions raised serious questions about the agency’s 
commitment to consumer protection. 

The Bureau of Regulatory Compliance, the enforce- 
ment arm of the agency and therefore the branch most 
directly aware of its consumer protection failures, con- 
tains some of the most critical and dissatisfied of the 
FDA’s personnel. The Kinslow group consulted only 
one person from this bureau—on a minor regulatory 
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point. The failure appears to have been entirely in- 
tentional. The committee also avoided the numerous 
scientists critical of the agency’s science policy, all 
public information personnel, consumer specialists em- 
ployed by the agency, and the large community of 
former FDA employees who had left the agency be- 
cause of its consumer protection failures. To put it 
bluntly, no known critic of the agency’s policies was 
consulted by the committee. Instead, Kinslow’s group 

talked with seventeen highly placed FDA officials, many 
of whom had previously been singled out by critics as 
responsible for the FDA’s failure to protect consumers. 
Given that background, it is remarkable that the report 
went as far as it did in recommending changes in what 
little protection the agency was already giving. 

In his cover letter transmitting the report to Dr. 
Ley, on July 14, 1969, Kinslow said, “You will find 

in reviewing our recommendations that many of them 
call for the Food and Drug Administration to exert 
greater efforts to provide industry as much guidance 
and information as possible to facilitate compliance 
with the law. We feel this would contribute materially 
to consumer protection. The responsibility for pro- 
ducing legal products, however, still rests with the 
industry.” The committee assigned to come up with 
an imaginative approach to consumer protection simply 
reiterated the principle responsible for sixty years of 

failure. 
The December 10, 1969, report of HEW Secretary 

Robert Finch’s own FDA review committee headed by 
HEW Deputy Undersecretary Frederick V. Malec 
casts grave doubt on Kinslow’s findings. In the Malec 
Committee’s view, internal organizational problems and 
incompetence of the FDA were a major cause of agency 
failure that could not be blamed solely on the lack of 
“legislation, manpower, and money.” If a competent, 
responsible FDA official had conducted a thorough 
and internal report of the agency which was accurate, 
it would be assumed that he would have included all 
the major problems facing the agency in that report. 
In fact, the press treated the Kinslow Report as if that 
is what it did. But the supposedly thorough and search- 
ing Kinslow Report had not, for example, even men- 
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tioned the Generally Recognized As Safe list, cycla- 
mates, monosodium glutamate, or any other safety prob- 
lem related to current FDA food additive programs, so 
the report did nothing to prevent Secretary Finch from 
being caught off guard when food additive safety be- 
came a national issue. The Kinslow Committee could 
only have avoided mentioning the problems of food 
additives through incompetence or design. 

An analysis of the report’s recommendations in the 
food field illustrates what a shoddy and treacherous 
document Kinslow prepared. The analysis is of crucial 
importance, since Kinslow has emerged as the single 
most important adviser to the new FDA Commissioner, 
Charles C. Edwards, during the period of transition 
and reorganization. The most striking character of the 
recommendations is their general amorphous nature. 
Of the twenty-seven recommendations directly related 
to food protection, thirteen are couched in general 
terms such as “develop a program” or “undertake re- 
search” or “explore means’’ which suggest that there 
are problems which someone should look at but give 
no indication of what the goals of such research, pro- 
grams, or means should be, even in broad terms. 

After making very general comments suggesting 
grave problems, the report often recommends actions 
that can seriously damage the consumer interest. An 
example is the recommendations in the veterinary drugs 
section of the report. This section deals with drugs 
administered to food-producing animals. The recom- 
mendations raise major questions about food safety 
and then—as though forgetting what was just said— 
suggest relaxing what little protection already exists. 
The report says that more research on veterinary drugs 
should be undertaken to determine the “long-term eco- 
logical impact of drug residues in animal tissues and 
the effect of developing resistance [by animals to the 
drugs] on human health.” It suggests that at present 
no “objective surveillance system ... to determine 
the incidence of drug residues and drug-resistant micro- 
organisms in food of animal origin’ exists and that 
one should be developed. It recommends filling another 
void by establishing “residue-monitoring and adequate 
follow-up programs.’ And it recommends that a “‘sys- 
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tem to identify all marketed veterinary drug products” 
be developed. It would seem from these recommenda- 
tions that the report is acknowledging that veterinary 
drugs need serious regulation they are not now re- 
ceiving: there is no system to identify and keep track 
of the use of veterinary drugs; there is no residue- 
monitoring program, so there is no adequate indication 
of drug residues in meats destined for human con- 
sumption; and there is no accurate information about 

how much of a health hazard such residue might 
present. Further support for these somewhat vague 
criticisms is given by Great Britain’s action in late 
1969 to restrict the use of a number of veterinary drugs 
because they presented a serious health hazard which 
they felt might have already resulted in the death of a 
small number of people. But the Kinslow Report’s 
response to the dismal picture drawn in its own pages 

was to talk in terms of expanding research, gathering 
information, and re-evaluating its program—all rather 
vague antidotes. When the report gets down to spe- 

_cifics, it is to recommend weakened regulation of 
veterinary drugs. The recommendations say: “ (30) 
Establish provisional approval for certain veterinary 
drugs so that efficacy can be established on basis of 
field use. (31) Provide financial assistance to the states 

so that a fully adequate joint surveillance and com- 
pliance program between FDA and the states can be 
developed. (32) In view of the need for an increasing 
world food supply, the FDA should re-evaluate its con- 
servative drug residue policy and develop objective 
criteria for evaluating the benefit-risk ratio of new 

veterinary drugs.” 
These three recommendations add up to a systematic 

abdication of FDA responsibility in the veterinary drug 
field. First, it will consider the industry position that 
more drugs should be used; second, it will turn over a 

major portion of its regulatory authority to state gov- 
ernments; and, third, it will allow certain drugs to be 

registered on a temporary basis so that their effects 
can be tested under actual conditions of use. All of 
this is to be undertaken at a time when Britain has 
sounded a strong warning against the expanding use 
of animal drugs by withdrawing a number from the 
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market; at a time when state governments have been 

roundly criticized by the Department of Agriculture 
and state officials for their general failure to conduct 
proper inspection of meat in every area where they 
have authority. Basically, the three enforcement rec- 
ommendations presented in the Kinslow Report are 
exactly what the animal drug industry needs to continue 
its profitable expansion. Put into .effect, they would 
lead to wider and less regulated use of the drugs at a 
time when Kinslow himself admits that FDA surveil- 
lance of animal drugs is seriously lacking. 

Five of the Kinslow Report’s recommendations deal 

with the FDA’s scientific capability. Two of these are 
the vaguest in the entire report: to “stimulate research” 
and “strengthen capabilities” in scientific areas. Two 
others, while a bit more specific, do not include 

suggestions for implementation. One of these is for 
the development of a system to collect all information 
on products regulated by FDA that have caused injury. 
The other is the use of Federal grants to universities 
to discover long-range research goals. The report does 
not even consider how, once discovered, the long-range 
goals are to be met, paid for, or enforced. There is no 

mention of specific budgets for the recommendations 
or of what legal sanctions are available. The apparent 
assumption is that once the goals are known they can 

be met. The final pure science recommendation has a 
very familiar ring. “Undertake research in process 

technology to provide guidance to industry.” This atti- 
tude toward science, which fundamentally minimizes 
its importance at the agency, except as a tool to “pro- 
vide guidance to industry,” is an important part of 
Maurice Kinslow’s approach to regulatory action, and 
not just in the report that bears his name. As Director 
of the Baltimore District, he refused to renew the con- 
tract of Dr. William Purdy, his science adviser, in July, 
1969, and nine months later had not hired a replacement. 

Purdy was released just when he submitted a detailed 
critique of the FDA’s efforts at pesticide control. In 
spite of his full knowledge of the heated debate over 
the quality of the FDA pesticide program, Kinslow 
included only nine innocuous lines about the program 
in his detailed report: 
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There is a need for better coordination of pesticide pro- 
grams both in FDA and among other Federal and State 
agencies having responsibilities in this field. 

RECOMMENDATIONS: Develop within the FDA a centralized 
coordination point for pesticide activities to work with Fed- 
eral committees on Pest Control, Environmental Control 
Administration, National Air Pollution Control Administra- 
tion, and other Federal, State and local agencies to develop 
a national program for safe pesticide use. 

Kinslow did not mention that the whole monitoring 
program needs serious review, or that the Department 
of Agriculture consistently rejects virtually all of the 
recommendations the FDA makes against the use of 
specific pesticide products, or that less than 1 per cent 
of all interstate shipments of raw agricultural com- 
modities are inspected for pesticide residue by the FDA. 
The recommendation assumed that the FDA was doing 
quite well; all it needed was a little better co-ordination 
with the rest of the government. Kinslow himself was 
thoroughly familiar with the serious problems related 
to pesticide control, but he overlooked them to make 
this casual appraisal. 

The Kinslow Report’s remaining food recommenda- 
tions continue in the same generalized way or else 
recommend further reductions of FDA authority. The 
only recommendation addressed primarily to food addi- 
tives said: “Develop the necessary capability to under- 
take long range ecological studies to assure that chemical 
and other environmental contaminants will not ad- 
versely affect our future food supply.” There was no 
mention of the GRAS list, of cyclamates, of inability 
to monitor additives in food, or the many other prob- 
lems of food chemicals which have since emerged and 
seriously undermined the FDA’s public credibility. Two 
recommendations on food standards called for re-evalu- 
ation of the standards program to see if it was meeting 
consumer needs, particularly nutritional needs, and 
calling for informative labeling. Neither recommenda- 
tion suggested how their goals of better nutrition 
standards or labeling could be met. Neither mentioned 
the fact that several hundred chemical additives are 
now allowed in foods without informative labeling, or 
that hundreds of products are allowed on the market 
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without any standardization. In fact, Mr. Frank Mc- 
Gloughlin, formerly of the FDA and the FTC and 
now on the staff of President Nixon’s consumer ad- 
viser Mrs. Virginia Knauer, is concerned that the food 
industry will seize on the argument that better nutri- 
tional food manufacturing requires the elimination of 
the entire food standards program, resulting in the 
elimination of a major source of consumer protection. 
Kinslow’s recommendation does not exclude that pos- 
sibility. In the area of compliance the report recom- 
mends that more state and local food control activities 
be funded by FDA, that criteria for measuring com- 
pliance be developed, that all administrative guidelines 
be published, and that imported products be more closely 
monitored. This set of recommendations illustrates the 
tendency of the report and the agency generally to 
focus on peripheral matters. The idea of strengthening 
state and local regulations when Federal regulation 
is abysmal, or increasing the monitoring of imported 
goods when monitoring of domestic products is almost 
nil, seems like a disingenuous effort. That an agency 
has to recommend to itself so basic a change as the 
development of criteria to measure compliance suggests 

that it has not been attending to even its most funda- 
mental duties. Publishing all administrative guidelines 
is a positive and direct recommendation to ensure that 
industry will know more exactly what an FDA inspector 
is looking for when he enters a plant. While this may 
be a desirable goal, it is a controversial enough point 
to have received more than the five lines of explanation 
devoted to it by the report, particularly when it is placed 
in a context generally recommending ways to relax 
rather than tighten the regulation of industry. 

The report’s general attitude on encouraging com- 
pliance in place of regulation is illustrated (in the drug 
section of the report) by its recommendation for control 

of insulin and antibiotics: 

In the 1969 fiscal year, only 0.3 per cent of insulin samples 
and 1 per cent of antibiotic batches were rejected as not 
meeting specified standards. The Study Group believes FDA 
may be expending more resources in assuring the quality of 
antibiotics and insulin by batch certification than the problem 
dictates. The need for this level of control was certainly 
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necessary when antibiotics were first marketed. We are not 
sure if it is necessary today. 

_ RECOMMENDATION: 26. Consider a program of statistical 
sampling. for antibiotics and insulin rather than batch-by- 
batch certification. 

The reasoning supporting this recommendation would 
undermine any effective FDA program that might de- 
velop. Basically, it says there is a program that has 
been effective in insuring the quality of all insulin and 
antibiotics that reach the market. It has been so effective, 

in fact, that it should be discontinued. Actually, the 

effectiveness of this batch-by-batch testing program 
should suggest that the principle be extended to more 
products. In the case of the batch-tested drugs, removal 
of the program could be dangerous. The agency has 
been able to remove a small percentage of drugs that 
violated FDA standards. Some of them might have 
been seriously inferior—enough to have caused harm 
to persons who used them. In addition, because of the 

fact that the FDA does test each batch of drugs, the 
industry also tests each batch prior to FDA evaluation. 
There is no indication of how much of each batch 
tested by industry is returned because it would not pass 
FDA inspection. Under the statistical sampling pro- 
gram suggested by Kinslow it would be possible to 
allow on the market much of the insulin and many 
of the antibiotic drugs currently being rejected. For 
this reason Commissioner Ley repudiated the recom- 
mendation. But the importance of this particular rec- 
ommendation is that it reveals that Kinslow and the 
report are committed to the idea that industry does not 
need regulation to perform adequately. It is this con- 
viction that has led the FDA to failure in the past and, 

if continued, will lead the FDA to failure in the future. 
The remaining food recommendations deal with food 

and nutrition-related diseases and consumer involvement 
in FDA decisions. The disease-related recommendations 
call for more accurate labeling of health claims for food, 
expansion and co-ordination of nutritional research ac- 
tivities to be directed by a Bureau of Food in the FDA, 

and the treatment of poor sanitation in food plants as 
a health problem. 

There is no mention of the FDA’s position that the 
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food supply provides all needed nutrients, nor that a 
re-evaluation of this position is needed. There is no 
recommendation to divert resources away from unnec- 
essary health food prosecutions toward the pressing 
need for research on nutrition. The report proposes 
creating a Bureau of Foods (which has since been done) 
as a means of improving nutrition, but it does not deal 
with the possible fragmentation of the FDA’s most vital 
scientific work that might be produced by such a divi- 
sion between foods and other products that the agency 
regulates. In the 1970’s the FDA’s paramount responsi- 
bilities are to a co-ordinated regulation and control of 
the vast and largely unknown dangers in the chemical 
environment, whether they appear in drugs, cosmetics, 
pesticides, or food additives. Any bureaucratic restruc- 
turing tending to divide the agency’s scientific research 
into tests relevant to food and tests relevant to drugs, 
for example, would be an unnecessary blow to unified 
thinking and action on subjects of prime importance 
to American health and safety. 

The Kinslow Report’s recommendations on nutrition 

are vague and could lead to a serious undermining of 
the limited protection provided by the current food 
standards program. It is important that this program 
be strengthened while including nutritional considera- 
tion within it. 

The consumer-participation recommendations of the 
report also are too general. One suggests the develop- 
ment of a program that would inform consumers and 
allow more consumer influence on FDA activities, but 
it gives no indication as to how this should be carried 
out. The other recommendation talks of consumer par- 
ticipation in priority-setting at the agency, but it also 
fails to indicate how such participation would be or- 
ganized. In fact, the use of the word “consumer” 

throughout the report has no substance and appears to 
be merely a sop to current agitation over consumer pro- 
tection. 

Maurice Kinslow and the members of his committee 
were unable to carry out the direction of the Commis- 
sioner to look imaginatively at FDA consumer protec- 
tion. Instead of a thoughtful report, outlining the hun- 
dreds of major agency failures, the group produced 
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a routine appraisal of general difficulty that could not 
cause any embarrassment for any individual bureaucrat. 

_ The fixing of responsibility for failure, the analysis of 
major breakdown in specific programs, the raising of 
questions which might have been embarrassing to the 
bureaucracy, were all scrupulously avoided. Unfortu- 
nately, the sloppy and superficial nature of the report 
escaped the notice of the press in its report of the spec- 
tacular quality of failure to which the FDA admitted. 
Until cyclamates were removed from the market, MSG 
was voluntarily taken out of baby food, and controversy 
began to build over a series of unfortunate drug regu- 
lation decisions, no one really asked the agency to 
account for its failures. 

Because of the general impression created by the 
press about the report, Kinslow became something of 
a hero in the FDA bureaucracy. When Commissioner 
Edwards took over the agency he immediately moved 
Kinslow to Washington as his temporary special as- 
sistant. Kinslow was able to use a shoddy and superficial 
report to build a major career advancement. He has 

been picked to remain as a key adviser to the new Com- 
missioner. His kind of mediocrity has been the key to 
advancement at FDA for so long that the overwhelming 
majority of crucial decision-making positions are oc- 
cupied by people like those Dr. Ley called “retreads.” 

The failure of the Kinslow Report and the subsequent 
elevation of its prime author also represent a kind of 
bureaucratic failure common at the FDA. As a former 
adviser to Dr. James Goddard, Dr. Ley’s predecessor, 
put it, “We were constantly being sandbagged from 
inside the agency.” What is most important about the 
sandbagging is that it is never apparent until too late. 
Dr. Ley was unable to see the inadequacies of the 
Kinslow Committee until the report was completed. 
By that time, two months had elapsed and the Com- 
missioner still did not know what FDA _ weaknesses 
existed in the consumer protection field. Within three 
weeks of completion, the report had been leaked to 
the public, which immediately gave Kinslow an identity 

in the bureaucracy. 
The Commissioner’s reliance on Kinslow for advice 

is particularly unfortunate since other and better guides 
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to action were available. President Nixon, in his October 

30, 1969, consumer message to Congress, Deputy Under- 
secretary Malec in his December 10, 1969, report to 

Secretary Finch, and Dr. Jean Mayer, in his report on 
the White House Conference on Food, Nutrition, and 

Health, all gave specific and important suggestions for 
the improvement and reorganization of the FDA that 
could have been easily followed by’ the new Commis- 
sioner. These sources certainly had no more knowledge 
or access to information about the FDA than the Kins- 
low Committee did. But the recommendations their sep- 
arate efforts produced should serve as a good set of goals 

for the new Commissioner. 
Dr. Mayer’s report contains the most important con- 

sumer protection guidelines. As a basic principle it states: 
“Inasmuch as the consumer is the primary consideration 
in deliberations on the safety and adequacy of the food 
supply, the consumer must be represented on panels 
convened to examine these problems.” President Nixon’s 
consumer message highlighted the most important single 
area in which this principle must be rigorously applied. 
He said, “I have already asked the Secretary of Health, 
Education, and Welfare to initiate a full review of food 
additives. This investigation should move as fast as our 
resources permit, re-examining the safety of substances 
which are now described by the phrase, generally recog- 
nized as safe.” 

A full review of food additives cannot hope to dispel 
consumer doubts about the food supply unless it is an 
effort conducted openly and with the participation of 
consumer representatives; that is, people who are not 
related to either the FDA or the food industry, and who 

have the confidence of the consuming public. The Mayer 
report outlines two important changes for the food addi- 
tive policy of the FDA: 

In view of the fact that it is not possible to determine with 
absolute certainty the safety of the ever-increasing number 

of chemicals added to or present in our foods and taking in 
account the possible interaction of these chemicals with each 
other or natural food constituents, no additional chemicals 

should be permitted in or on foods unless they have been 
shown with reasonable certainty to be safe on the basis of 
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the best scientific procedures available for the evaluation of 
safety and meet one or more of the following criteria: 

1. They have been shown to be significantly less toxic by 

appropriate test than food additives curently employed 
for the same purpose. 

2. They significantly improve the quality or acceptability 
of the food. 

3. Their use results in a significant increase in the food 
supply. 

4. They improve the nutritive value of the food. 
5. Their use results in a decrease in the cost of food to the 

consumer. 
It is essential that the chemical environment be controlled 

as completely as possible. Traditional or long-continued use 
of any additive can no longer be considered to be sufficient 

evidence of safety. Thus, it is necessary that a continuing re- 
evaluation be maintained of all compounds whose use in 
foods is relatively freely allowed. This re-evaluation must be 
based upon objective investigation under controlled condi- 

tions. A mechanism must be provided by which these goals 
may be attained. 

RECOMMENDATION: Since there is a need for better control 
of the chemical environment, it is recommended that the list 
of substances known as GRAS be systematically reviewed for 

safety in the light of new knowledge, experience, new levels 
and new categories of food use. 

None of these recommendations was part of the 
Kinslow Report. Commissioner Edwards has said that he 
plans to review (not necessarily implement) the recom- 
mendations of the White House Panel. If he implements 
them it will be an important step forward for food pro- 
tection in America. 

The Mayer report also recommended more detailed 
and informative labeling, specifically saying that all 
chemicals added to a food should be listed on its label. 
This recommendation, if put into force, will require a 
complete rewriting of the labeling section of nearly all 
food standards to insure proper and complete informa- 
tion for the consumer. It is an excellent suggestion. An 
example of complete and detailed labeling already exists 
on dog and cat food. 

President Nixon asked in his consumer message, “Are 

[FDA] laboratory findings communicated as promptly 
and fully as is desirable to high Administration officials 



184 THE CHEMICAL FEAST 

and the public?” The Malec Committee of HEW an- 
swered no, pinpointing what it considered were the rea- 

sons and suggesting these remedies: 

Implement a planning and control system through which 

the Commissioner can direct (according to his set of prior- 
ities) and monitor key research and investigative activities. 

Install a simple procedure by which anyone in FDA can 
initiate a “critical problem report” to go immediately to the 
Commissioner. 

Designate, for each new application or marketed product 
to be investigated, a “product manager” who will be held re- 
sponsible for all activities relating to that application or 
product, including final recommendation to management. 

Expand the concept of using part-time science advisors 
from the private sector (now in each District Office) as 
“ombudsmen.” Each headquarters bureau should have both 
a science and medical advisor. 

Adopt the proposal to set up public forums on specific 
problem areas through the NAS, with representation from 
industry, consumer groups, universities, and interested gov- 
ernment agencies. 

These five procedures represent an important beginning 
point for a reorganization effort at FDA. They are much 
more specific than the recommendations of the Kinslow 
Report. They are also directed to FDA internal organiza- 
tional problems, which go almost completely unmen- 
tioned in the FDA report. 



a Misused Professionals 

“It is very hard to work here and have 

other scientists respect you.” 

—M. J. Nelson 

FDA researcher, 

August, 1969 

For fifteen years the FDA has been criticized for its 
lack of scientific research ability. In 1955 Secretary of 
Health, Education, and Welfare Oveta Culp Hobby 
convened what has come to be known as the First Citi- 
zens Advisory Committee on the Food and Drug Admin- 
istration, which, among other recommendations, called 

for a reorientation in FDA philosophy and an upgrading 
of the scientific research capability of the agency. “Re- 
search is the heart of any scientific operation. Although 
the FDA is primarily a regulatory agency, it must engage 
in research of the sort that leads to more accurate sci- 
entific methods of determining whether a food or drug 
is safe. Such research in scientific methodology, and 
perhaps a limited amount of what might be termed 
‘random’ research, can do much to upgrade the profes- 
sional competence, elevate the morale of the scientific 

workers, and contribute to the general effectiveness of 
the FDA.*> 4 

Other important review bodies made the same recom- 
mendation. In 1956 the National Academy of Sciences- 
National Research Council ad hoc committee on coal-tar 
dyes urged the FDA to strengthen its review of the dyes 
by expanding its research and hiring more scientists. In 
1958 a special team of consultants retained to evaluate 

the FDA’s education programs wrote: 

. a vigorous research effort is critically important to the 
effective performance of the statutory responsibilities of the 
FDA. Clinical investigations, research on improved analytical 
and testing methods, toxicological research, and observations 
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of the effects of antibiotics over long periods of time must be 
carried on with well-qualified personnel, having adequate 
equipment, funds, and facilities at their disposal. 

One hundred and twenty-two professional scientists are a 
woefully small group with which to resolve the manifold 
complex problems arising in the food, drug and cosmetic 
areas. In recent years the meager research resources of the 
FDA have been swung from one emergency to another. 
Sufficient staffing and space have not been available to 
permit the “follow through” on long-range programs nor the 
proper expansion in relevant new scientific fields.” 

In January, 1959, in response to the pressure for sci- 
entific improvement, the agency obtained the full-time 

services of Dr. Paul L. Day, installed him as Scientific 
Director of the FDA (at a civil-service rank second 

only to that of the Commissioner) and asked him to 
build a science arm for the FDA. Six months later Dr. 
Day prepared a detailed report on the conditions of 
science at the FDA and provided a set of recommenda- 
tions to improve that condition. He repeated the recom- 
mendations of each of the scientific review committees 
and cited the result of his own six-month day-to-day 
observation of FDA scientists. He said, “I have been 

repeatedly amazed by evidence of scientific “provincial- 
ism’—seeming competence in the narrow speciality but 
abysmal ignorance of closely related scientific fields.” 
He singled out a major part of the problem saying, 
“When a project requiring a new basic approach is 
attacked, it is often to meet an immediate regulatory 
problem and a quick answer is needed. There is little 
opportunity for careful planning. As one person has 
phrased it: ‘We are so busy putting out fires that we 
don’t have time to do any fire prevention.’ ”” Among his 
recommendations Dr. Day included “the appointment of 
a Scientific Advisory Board of distinguished scientists 
from universities, foundations, industry, and other Gov- 

ernmental laboratories.” 3 

No effective action was taken on the report for the 
next fifteen months, and so on October 12, 1960, before 

a meeting of the Animal Nutrition Research Council, 
Dr. Day publicly presented his views of the FDA’s defi- 
cient scientific policies and how he thought they should 
be improved. In the meantime a committee of the Na- 
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tional Academy of Sciences-National Research Council, 
asked to prepare “recommendations it might consider 

. desirable for the protection of the public health through 
the functions of the FDA” by HEW Secretary Flem- 
ming, said, “The Committee urges the Commissioner 

to seek such authorization as may be necessary to estab- 
lish an advisory organization of scientific and technical 
experts as a recognized resource for advice on criteria, 
procedures and policies for the execution of the re- 
sponsibilities.”’ + 

In spite of constant warnings, the FDA allowed its 
scientific capability to deteriorate so badly by 1962 that 
a Second Citizens Advisory Committee was convened 
to evaluate its failings and recommend improvements. 
The Committee reported, “Analysis of the testimony of 
FDA representatives before congressional committees 
in recent years reveals that their emphasis has been upon 
the first Citizen Advisory Committee’s recommendations 
for increases in FDA resources; less has been said about 

the views of the first CAC concerning the philosophy 
of FDA. . . .”° Specifically, the second CAC concluded 
that “The scientific functions of FDA should be up- 
graded.” © The Committee explained the effect of FDA’s 
interpretation of the original recommendations. “In the 
status report on progress in implementing the first Com- 
mittee’s recommendations which the Commissioner of 
FDA has submitted to the Secretary of the Department 
of Health, Education, and Welfare, there is a tendency 

to evaluate implementation primarily in terms of quan- 
titative measurement, usually equating progress with 
increase in staff. These reports contain only limited in- 
formation regarding program content or trends in com- 
pliance with the recommendations.” * In his October 
12, 1960, speech, Dr. Day cited the same problem in 
the science programs of FDA. “From the sharp upturn 
in appropriations . . . and in manpower, one would 
suppose that scientific work in FDA has prospered in 
very recent years. Actually the reverse seems to be the 
case; there are many more scientists in FDA laboratories 

than at any time in the past, but there is good evidence 
that imaginative scientific work is at a low ebb. At a 
time when scientific research is recognized as the open 
sesame to progress in any field—whether the purpose 
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is profit, prestige or survival—FDA’s research produc- 
tiveness has been, in recent years, near an all-time low.” ® 

One bright spot in the efforts to upgrade FDA sci- 
ence at the beginning of the 1960’s was the fact that 
the FDA official responsible for its scientific capability, 
Dr. Day, was acutely aware of the problem and specific 
about ways to eliminate it. Unfortunately, the FDA 
failed to act on his internal recommendations and viewed 
his public statements as a failure of his loyalty to the 
agency. Shortly after the October 12 speech, Dr. Day 
left the FDA amid accusations and counteraccusations. 
It appears that he had not received official clearance for 
release of the substance of his memo, even though the 
Commissioner had referred to it in Congressional testi- 
mony. Instead of seizing on the opportunity to begin 
eliminating its scientific problems, presented by the clear 
and detailed criticism of its scientific adviser, the agency 
chose to sever its relationship with the critic. The result 
was more delay in improving the quality of FDA’s sci- 
entific.research—a failure which in part caused the con- 
vening of the Second Citizens Advisory Committee. 

The Second CAC’s recommendations caused no more 
improvements in the FDA’s methods than the first had. 
In 1966, after ten years of controversy that began with 
the First Citizens Advisory Committee Report in 1955, 
the agency was still being told it should attempt to up- 
grade its scientific competence. To help accomplish the 
task, Secretary of Health, Education, and Welfare John 

Gardner broke with the tradition of appointing career 
bureaucrats as Commissioner and instead selected James 
Goddard, a medical doctor, to replace George Larrick, 

who had no formal professional education but had 
worked himself into the Commissioner’s office through 
the ranks as an FDA inspector. In one of his first acts, 
Commissioner Goddard retained a group of science ad- 
visers—on a part-time basis—to improve the quality of 
FDA research in its district offices. The hope was that 
regular interaction between FDA and university scien- 
tists would improve the agency and inform the teachers. 
The program was never the success it could have been. 
Annual meetings in Washington were held by the sci- 
ence advisers. However, the minutes of these meetings, 



Misused Professionals 189 

prepared by FDA officials, always omitted references 
to scientific shortcomings in the FDA’s work and failed 

to mention recommendations for improvement. The 
Deputy Commissioner, the man most responsible for 
internal FDA activities, did not even know that these 

annual meetings were being held. Science advisers found 
it difficult to communicate their concerns to their district 
directors or Washington officials. Frustrated in what they 
thought they had been hired to do, some simply allowed 
their association with the agency to end. Others more 
vigorously pressed their ideas. A particularly striking 
case was that of Dr. William C. Purdy, professor of 
chemistry at the University of Maryland. 

In February, 1967, Dr. Purdy signed a contract to 
advise the Baltimore District of the Food and Drug Ad- 
ministration on scientific matters. He and sixeteen other 
scientists (one in each FDA district across the country) 
contracted to spend one day a week reviewing test 
methods, evaluating research techniques, and attempting 
to upgrade the scientific quality of the scientific staff's 
work in the district offices. Purdy carried out his weekly 
duties without particular incident until April, 1969, 
when he discovered what he considered to be serious 
flaws in the FDA pesticide-residue monitoring program. 
He prepared a detailed memorandum outlining them, 
which the FDA answered in equal detail, explaining— 
or denying outright—each of the weaknesses Dr. Purdy 
had cited. Purdy replied immediately, restating each of 
his original comments and outlining the ways in which 
they had not been answered. In response the FDA sug- 
gested that he seek a meeting with the FDA’s Baltimore 
District Director, Maurice Kinslow, which he did. An- 

other FDA science adviser who had followed the Purdy- 
FDA exchanges expressed the hope that the agency 
would not fire Dr. Purdy. “This would imply that FDA 
hired science advisers to solicit their advice only if it 
were complimentary. I do not believe this to be the 
case,” he wrote.? But when Purdy returned from a meet- 
ing with Kinslow’s deputy on July 2, 1969, he found 
another letter, this one from Maurice Kinslow, the FDA 

District Director, saying, “Now that your appointment 
as Science Advisor to the Baltimore District has termi- 
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nated, I want to thank you for your contributions to the 
District research program. I trust your association with 
the Baltimore District scientists has been rewarding.” 

Six weeks later Kinslow and Winton B. Rankin, the 

FDA’s Deputy Commissioner, answered questions about 
Dr. Purdy’s charges before the House Subcommittee on 
Public Health and Welfare. Asked if the pesticide resi- 
due program had been criticized, Deputy Commissioner 
Rankin answered, ‘There has been some criticism from 
one scientist about the way we conduct these tests. We 
have invited him to come in and talk to us and tell us 
what he believes is wrong. He has not seen fit to come 
forward yet and give us the details of his criticism.” 1° 
At the time this statement was uttered, the FDA not 

only had Purdy’s detailed memoranda in its files, but in 
response to outside pressure the agency had set up a 
meeting between Dr. Purdy and the administrators of 
the monitoring program. (The meeting was held Sep- 
tember 25 and led to a review of the program.) 

Later the same day, Committee Chairman Paul G. 

Rogers (Democrat from Florida) asked Mr. Kinslow 
about the status of his science adviser in Baltimore: 

MR. KINSLOW: We do not have a science adviser at present. 

We are currently attempting to get one. These gentlemen are 
on a “when actually employed contract” that runs from year 

to year and we are in the process at this time of attempting to 
locate some. 
MR. ROGERS: What happened to your science adviser? 
MR. KINSLOW: His contract expired at the end of the last 
fiscal year, June 30, and I did not renew it. 

MR. ROGERS: Was he not a good adviser? 

MR. KINSLOW: I felt that he had contributed in the past, but 

I felt that I wished to have an opportunity to change in this 
area and since it is just a year-to-year basis, I concluded that 
I would let it expire. 
MR. ROGERS: Is this the man who disagrees with the handling 
of the pesticides? 
MR. KINSLOW: Yés Sir, it is. 

MR. ROGERS: When do you plan to hire one? 
MR. KINSLOW: As soon as I can locate a man that is suitable. 
I have not been able to turn my attention to this recently. 
MR. ROGERS: Thank you.?? 

As of March 1, 1970, the Baltimore District still had 

no science adviser. 
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In February, 1970, Dr. Purdy was invited by the 
newly appointed Commissioner of FDA, Dr. Charles 

’ Edwards, to present his observation of the state of sci- 
ence at the FDA. Dr. Purdy presented his information. 
In response, Commissioner Edwards assigned Sam Fine, 
the newly appointed Associate Commissioner for Com- 
pliance, to answer—not investigate and correct, but 
answer—the charges. One week later Mr. Fine presented 
the answer to James Turner of the Nader summer task 
force. He read verbatim from notes prepared for him 
by his deputy Reo Duggan—the man most responsible 
for the confusion in the FDA pesticide program—the 
very same comments that had been presented to Dr. 
Purdy more than six months earlier. He apparently felt 
there was no contradiction in his repeating these remarks 
even though the FDA had officially undertaken a review 
of the pesticide monitoring program based on Dr. Purdy’s 
criticism. It appears that the familiar FDA policy of 
subordinating science to administrative needs still domi- 
nates thinking at the FDA. 

The failure to renew Dr. Purdy’s contract is not an 

isolated example of administrative interference with sci- 
entific research at FDA. On April 30, 1970, the Asso- 
ciated Press reported that scientific distortion was so 
serious a problem at FDA that the agency had retained 
a special consultant to investigate the situation and an- 
swer charges of long standing interference made by one 
highly respected scientist. Dozens of interviews with FDA 

scientists between June and September of 1969 suggest 
that the conclusions of a study of employee attitudes 
conducted in 1960 by Dr. Charles Goodman of the De- 
partment of Psychology at American University would 
be the same if the study were run again in 1970. FDA 
scientists have not been and are not now happy. Dr. 
Goodman concluded, “Scientists by and large do not 
look upon FDA as providing the kind of environment 
ordinarily sought by scientists or believed to be associ- 
ated with maximum creative productivity.” 1° 

Several researchers interviewed read from “atrocity 
logs” in which they kept a detailed and regular account 

of assaults on their scientific integrity. For example, some 
individuals in a supervisory capacity routinely sign their 
names to research work they have not conducted; in 
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one division, invitations to attend scientific meetings 
were dispensed not routinely but to reward what were 
variously referred to as “yes men,” “pets,” and “stooges” 
of the supervisor; another supervisor was credited with 
saying that the mediocre researchers should be promoted 
because they need more help than good researchers do. 
Some of the FDA scientists complain of being kept from 
using equipment, or of having to begin work at five in 
the morning because they have no lab assistants and 
must raise, slaughter, section, prepare, and clean up after 
lab animals. One researcher who was a civil rights ac- 

tivist was asked if there was any racial discrimination 
in his division. “No,” he said, “they treat us all badly 
here.” The most often repeated comment from dissatis- 
fied scientists was that the FDA constantly interferes 
with medium and long-range research projects, making 
it almost impossible to complete them. At least part of 
the reason, they assert, is that certain results might em- 

barrass the agency either by showing a lack of scientific 
support for an already established regulatory policy, or, 
conversely, establishing scientific evidence of a hazard 
which there is no legal authority to bring under control. 

On October 17, 1969, after Food and Drug Adminis- 
tration scientists had presented a strong argument against 
the safety of cyclamates to the NAS-NRC committee 
evaluating the sweetener, Dr. Keith Lewis, chief of the 

agency's Bureau of Science, surprised the committee 
members and angered his FDA colleagues by asserting 
that the committee should remember, while considering 
the scientific evidence of cyclamate hazard, that the 
FDA’s legal authority to take action against the chem- 
ical was severely limited. (Two days later, with its 
so-called severely limited authority, the FDA removed 
cyclamates from the food market without even falling 
back upon its basic legal powers to do so, using instead 
the Delaney Clause on cancer.) Such an overt assertion 

of the proposition that scientific evidence should be 
subordinated in advance to legal restrictions confirmed 
the fears of FDA scientists that their laboratory research 
serves primarily as window-dressing for already arrived 
at administrative decisions. Several scientists in FDA 
prepared a confrontation with Dr. Lewis over his state- 
ment but called it off as unnecessary when cyclamates 
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were removed from the market two days later, after 
being shown to cause cancer in rats. Nevertheless, the 

~ episode did not improve the morale of FDA scientists. 
FDA attorneys at public hearings, trying to support 

the agency assertion that vitamin supplements are un- 
necessary for the average American, were embarrassed 

by the meagerness of the scientific support for the posi- 
tion. FDA scientists were unable to provide significant 
facts to support the regulatory decision already arrived 
at by FDA administrators. On at least four occasions 
within the past ten years, scientists who disagreed with 
an administrative decision and felt compelled to bring 
forward evidence that tended to discredit rather than 
support the policy consulted private attorneys because 
they feared that taking this kind of independent line 
would endanger their jobs. 

At his October 18, 1969, press conference announcing 
the cyclamates ban, even Commissioner Herbert Ley had 
to admit that the FDA had some problems with its 
method of handling research information and recom- 
mendations. He said, ‘I have become convinced within 

the past few weeks that we do have communications 
difficulties within FDA, as any organization has. These 
disturb me greatly. I am taking steps to solve problems 
that exist. Some of the problems have been blown up 
beyond their real status and some have not been known 

to me before. I will solve the problems.” !* 
What Dr. Ley described as a “communication break- 

down” was really a more basic failure: it is too simple 
to say that the problem at the FDA is that scientific 
facts do not routinely reach the Commissioner. The psy- 
chological atmosphere created by placing administrative 
choices before scientific facts tends to filter out and re- 
ject evidence that does not support the administrative 
position already taken, and to elevate even the most 
flimsy information that does support the administrative 
position. A striking example of this effect had come to 
light shortly before Dr. Ley referred to the communica- 
tion breakdown. It occurred in the FDA’s handling of 
evidence related to the use of monosodium glutamate 

in baby food. 
In mid-July of 1969 the Senate Select Committee on 

Food Nutrition and Health, under Senator George Mc- 
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Govern, heard testimony on MSG. The first witness to 
testify was Ralph Nader, who said that serious questions 
about the use of MSG in baby food were being raised 
by nutritionists. Why, he asked, when MSG has no 
nutritional value and babies cannot distinguish between 
tastes, take the risk of adding it to baby food without 
studying the effects first? Dr. John W. Olney, a psy- 
chiatrist at the Washington University School of Medi- 
cine in St. Louis, followed Nader with testimony that 
he had fed MSG to rats in doses comparable to the 
amounts that babies would consume in baby food, and 
that the rats he had fed suffered brain and eye damage 
from the chemical. 
MSG had been singled out by the FDA as one of the 

safest chemicals used in foods. Undeterred by the ques- 
tions raised about MSG safety, the agency set out to 

defend its regulatory position. Believing firmly that 
there was no problem with MSG, FDA administrators 
reviewed the evidence in their files and concluded that 

it supported the belief that MSG was safe for use in 
baby food. In this firm belief they prepared a staff 
paper for presentation to the McGovern Committee by 
Commissioner Herbert Ley, specifically citing four “re- 
fined toxicological” tests which they said supported their 
position. 

On July 22, 1969, Commissioner Ley read this de- 

tailed staff paper as part of his testimony, concluding 
unequivocally, “We have seen no convincing evidence 

of a significant health problem in this area.” But the 
paper he relied upon subordinated science to the agency’s 
administrative position. The four tests Ley cited as the 
major evidence of safety had been seriously distorted. 
The first study cited in the staff paper stated: “When 
MSG was injected into fertilized eggs it caused no ad- 
verse effect on the embryo.” In fact, two months earlier 
the staff that conducted the test mentioned held a meet- 
ing at which it was pointed out that only a limited num- 
ber of eggs had been used in the test and “these results, 
based on such a limited number of eggs, are too pre- 
liminary for any conclusions to be drawn.” 1* Amazed 
to see this extremely preliminary test cited by the Com- 
missioner to support his position, the investigators who 
conducted the test wrote to Dr. Edwin L. Hove, the 
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Acting Director of the Division of Nutrition. “Positive 
Statement ‘on findings with the chick embryo may not 
be warranted at this time. The investigators have re- 
quested that appropriate modification of this statement 

by the Commissioner be made.” The test if anything 
suggested some slight possibility of a problem with 
MSG.* 

The second study cited by the Commissioner did not 
take place until eight days after the Commissioner cited 
it. The staff paper states: ‘““Another of the new tests has 
to do with cytogenic abnormalities, primarily in the in- 
dication of chromosome breaks in the cells of treated 
animals or bacteria. When MSG was subjected to these 
highly critical tests, no adverse reactions were noted.” 
According to Dr. Marvin Legator (FDA cell biologist 
and expert on chromosome breakage) no FDA studies 

on MSG chromosome damage had been conducted. 
The third study cited in the paper states, “When fed 

to rats at levels of 30 per cent of the diet, MSG has 
produced no adverse effects on growth.” Dr. Hove later 
notified the Commissioner that the actual figure should 
have been 30 per cent of the protein in the diet, not 
30 per cent of the entire diet. More disturbing, when 
questioned, no FDA investigators in the protein field 
could recall that such a study had even been done 
by the FDA. 

The fourth study cited in the staff paper was incom- 
plete at the time of the testimony. The paper states: 
“When fed to pregnant rats at a level of 10 per cent of 
the diet (equivalent to 20 grams of MSG per kilogram 
of body weight) no adverse effect on the pregnancy 
occurred. The young born from those mothers were 
normal and developed normally.” Had the report of this 
experiment been accurate, it would have said the rats 
“are developing normally,” since the rats had not yet 
grown to maturity and since no rats had yet been sacri- 
ficed and autopsied. Dr. J. S. Adkins, FDA protein ex- 
pert, was surprised to see his study mentioned, since 

* While the FDA was publicly using the chick embryo test on fewer 
than 200 eggs to suggest the safety of MSG, it was ignoring the fact 

that the very same test carried out to completion on over ten thousand 

eggs had shown significant hazards from cyclamates. This is another 

example of the way in which the FDA tailors its scientific information 

to support its administrative decisions. 
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the data was preliminary and in parallel MSG tests pre- 
liminary data showed that some rats fed MSG did show 
a significant loss of weight when compared to controls. 

These four tests were relied upon by FDA officials 
to convince the Committee of the safety of MSG. Two 
of the tests had apparently not been conducted at all 
and the other two were preliminary in nature. None 
had shown safety. : 

In his zeal to defend the administrative decision of his 
agency Ley also misrepresented the nature of Dr. Olney’s 
tests on MSG by greatly exaggerating the amounts of 
MSG used and by asserting that MSG had been injected 
into rats when in fact it had been administered orally. 
The effect of both distortions was to minimize the value 
and importance of Dr. Olney’s tests and to enhance the 
FDA’s defense of MSG. When these distortions were 
pointed out, Dr. Ley wrote a letter to the McGovern 
Committee apologizing for misrepresenting the amount 
of MSG used in the Olney experiments. A later FDA 
document presented to the committee acknowledged that 
MSG had been administered orally in the Olney tests. 
Concerning the four misrepresented FDA tests, members 
of the Nader Summer Study Group mentioned the dis- 
tortions to the FDA officials responsible. When the FDA 
took no action to correct the testimony, Ralph Nader 
wrote a letter to the McGovern Committee pointing out 
the distortions. The Committee asked the FDA to re- 
spond. The same official who had drafted the original 
FDA position on MSG for Dr. Ley prevailed upon him 
to send McGovern a second staff memo that further 
distorted the facts on MSG. Dr. Ley’s cover letter apol- 
ogized for citing a test that had not been conducted 
until eight days after the testimony, but this was the 
only apology he made. The new staff paper that he at- 
tached acknowledged that the investigator who conducted 
the study on chick embryos said it could not be cited 
for any purpose in relation to MSG except as a pre- 
liminary test. In regard to the feeding test on rats, the 
new paper reiterated the conclusion that it indicated 
MSG had no ill effects; however, it included a new 

citation from FDA experiments indicating that “L-glu- 
tamic acid [similar to MSG] fed to young rats at 25 
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per cent of the total diet resulted in a reduction of growth 
rate of about 50 per cent as compared with controls.” 15 

Dr. Ley’s response to the charge that the fourth test 
was nonexistent was the most grossly distorted. He said, 
“The reference for this ‘non-existent study’ is: Hepburn, 
F. N. and Bradley, W. B. ‘The Glutamic Acid and Argi- 
nine Requirements for High Growth Rate of Rats Fed 
Amino Acid Diets,’ Journal of Nutrition 84:305—312 

(1964). FDA scientists were the source of my informa- 

tion about the study which is why I cited it in testimony. 
Neither I nor Dr. Hove were aware of any error in re- 
porting the level of feeding until Mr. Nader stated that 
the reference should have been feeding levels of 30 per 
cent of protein in the diet, instead of ‘30 per cent of the 
diet.’ Since the study does exist, apparently Mr. Nader 
was able to check it and bring this error to our atten- 
tion. Moreover, studies of this same general nature were 
in progress at FDA at least a month before I testified 
and are continuing now.” 16 Seven months earlier Dr. 
Edwin Hove, a key adviser to Ley in the preparation 
of his MSG testimony, had singled out the Hepburn- 
Bradley study as a test suggesting potential problems 
related to MSG saying, “When monosodium glutamate 
was fed to growing rats at 6 per cent of diet . . . (Hep- 
burn & Bradley; Nutrition 84:305, 1964) it reduced 
growth rate by 16 per cent; glutamic acid or glutamine 
had no effect. At 2 per cent of the diet, the salt was with- 
out adverse effect.” 17 Convincing evidence that the test 
referred to by Dr. Ley does in fact exist is still missing. 

There are other examples of major scientific failure 
at the FDA. The same subordination of scientific fact 
to other regulatory considerations has resulted in reduced 
health protection for the American consumer in the case 
of the cyclamates hazard, pesticide monitoring, the es- 
tablishment of food standards such as fat labeling, and 
the establishment of regulations to control vitamin use. 
When an organization is known by scientists to be re- 
pressive and unresponsive to scientific information, they 
tend to censor themselves. As a result important scien- 

tific questions are never asked out of the fear that the 
unwanted answer will bring down the wrath of the ad- 
ministration on the researcher. The researcher who failed 
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to report the 1950 indications that cyclamates are said 
to have caused cancer told the Commissioner in 1969, 
“T didn’t want to make any trouble.” The same attitude 
may explain the agency’s failure to follow up the im- 
portant possibility that saccharin might cause cancer. 

In 1951 three FDA scientists reported that at certain 
levels saccharin might be implicated as a cause of cancer. 
They said: 

Saccharin—no pathological effect whatever could be attrib- 
uted to saccharin at levels of 1.0% or less. At 5% only one 
effect was noted, in the latter part of the experiment, namely 

an increased incidence of the ordinarily uncommon condition 
of abdominal lymphosarcoma. In the 5% group, there were 
seven animals with lymphosarcoma; this number is not out of 
line with the incidence in comparable groups of rats, but the 
fact that in four of the seven rats abdominal as well as 
thoracic lymphosarcomas were present is unusual, since ordi- 

narily the ratio is about 1 to 15—20.'8 

It would not seem unreasonable that an agency charged 

with the responsibility for insuring the safety of food 
additives would follow results it considered “unusual” 
with tests to demonstrate more exactly the safety of the 
sweetener. However, the FDA did no such thing. In a 
1968 report on artificial sweeteners the NAS-NRC com- 
mittee reviewing cyclamates and saccharin referred to 
the 1957 FDA study: “Administration of saccharin at 
levels up to and including 5 per cent of the diet was con- 
tinued for 24 months. No pathological effects were ob- 
served with levels of 1 per cent or less. In the group 
given 5 per cent of the diet, Fitzhugh et al., observed 
seven animals with abdominal lymphosarcomas. . . 
In view of the small number of tumors this incidence 
cannot be considered significant without additional ex- 
periments.” 19 

An agency that takes more than eighteen years to fol- 
low up “unusual” findings in its field of responsibility 
—particularly on a widely distributed food additive— 
cannot be regarded as effectively scientific. 

Science is best served when ideas and information cir- 
culate freely within the scientific community. Scientists 
at the FDA should be allowed to publish their findings 
in appropriate journals without administrative restraint, 
but they are not. All writings done by FDA scientists 
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must be reviewed and approved for publication by the 
agency’s writing review committee. As a result of this 

procedure, several scientists have been unable to publish 
important scientific discoveries; others have published 
their articles without agency sanction. The agency ra- 
tionale for the writing review board is to review the 
quality of the writing and the research, but the editors 
of scientific journals are better equipped to do this job. 

In addition, FDA policy keeps certain important in- 
formation within the agency when it should be made 
public. Its internal publication, called “Interbureau By 
Lines,” has a restricted circulation, as it declares proudly 
on the cover: “Copies of By Lines and reprints of articles 
are not available to the public.” From time to time the 

publication contains information of great importance 
to the scientific community, the interested public, and 
regulated industries. For example, a recent issue included 
a complete annotated bibliography on cyclamate research 
that could have been of great value in sharpening com- 
ment on the additive but which was locked away from 

the public because of FDA policy. Another example 
is a very important speech given to FDA scientists in 
1963 by Nobel Prize-winner Hermann Muller about the 
genetic effects of chemicals. The speech was printed in 
the November, 1964, issue of “By Lines,” but public 

mention of it was withheld until the July-August, 1969, 
issue of the publicly circulated agency magazine, “FDA 
Papers,” carried a summary of the speech. The FDA 
still has not printed the full text of the speech for pub- 
lic consumption. The failure to release this speech may 
have contributed to the situation one expert described in 
1968 when he said, “Well planned systematic investiga- 
tions on existing or newly introduced chemical agents 

in our environment that could produce adverse genetic 
effects are almost non-existent.” 2° A widely circulated 
call to work by a Nobel Prize winner usually creates 
dynamic scientific exchange, but the FDA apparently 
did not feel inspired to publish the remarks that might 
have occasioned the exchange. 

Year after year since 1955 the weak, distorted and 
uncritical scientific review given by FDA to important 
public health problems has been singled out as a failing 
in need of immediate effective solution if the FDA is 
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to function properly. Reforms have been clearly spelled 
out: HEW Assistant Secretary Malec’s reorganization 
committee recommended hiring more science advisers 
and turning them into an ombudsman (complaint-inves- 
tigating) group to inform the Commissioner directly of 
scientific breakdown when it occurred. HEW has pre- 
pared a detailed report, “Improving the Environment 
for Science in HEW” (December 23; 1968), which sets 

out detailed recommendations that must be adopted if 
the FDA’s use of science is to improve. Basic to this 
report’s recommendation is this point: “More than any 
other incentive or form of recognition, the opportunity 
for the scientist to have a voice in the conduct or kind 
of research in which he is involved is of primary im- 
portance to his professional status and feeling of in- 

volvement.” 21 
Besides first opening up internal communications be- 

tween FDA scientists and the Commissioner and, sec- 

ond, giving the scientists a vote in planning research, 
the third FDA reform needed to upgrade science at the 
agency is creating more opportunities for FDA scien- 
tists to communicate their findings to other scientists 
and the public. 

So far in the new regime of Commissioner Charles 
Edwards there has been no noticeable change in the 

handling of important scientific questions by the agency. 
Instead of adopting the science adviser recommendation 

of the Malec report, Commissioner Charles Edwards 

has appointed an in-house supervisory committee for 
science. The purpose of this committee may be sug- 
gested by its deliberations on the Delaney Clause. This 
clause of the Food Additives Amendment of 1958 is 
crucial to consumer protection because it prohibits the 
use as a food additive of any chemical that causes can- 
cer in animals that ingest it. It is the only section of 
the law that has been at all effective in removing poten- 
tially hazardous chemicals from the food supply. Sec- 
retary Finch and Commissioner Edwards are both on 
record as desiring a change in the clause. Secretary Finch 
clearly desires to soften it while Commissioner Edwards 
has not specified the nature of the changes he favors. 
When the new FDA co-ordinating committee for science 
met to discuss the clause they were presented with an 
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argument justifying softening the clause. There was op- 
position to that position by FDA scientists present, and 
the issue was dropped. But the committee did not make 
a recommendation to the Commissioner that the clause 
be retained; nor did it consider strengthening it. When 
the committee met to discuss the problems surrounding 
the use of the pesticides 2-4-D and 2-4-5-T they were 
joined by representatives of Dow, Hercules, and Mon- 
santo to discuss regulation. The result was postponement 
of any government action on the pesticides for three 
months in the hopes that industry itself could solve the 
problem. The participants in the meeting were directed 
to keep the discussion secret. Clearly this kind of pro- 
cedure does not encourage the uninhibited exercise of 
scientific judgment. The FDA remains a scientifically 
unsophisticated organization. In spite of an engaging 
manner, Dr. Charles Edwards has not yet taken control 

of the agency. 



n FDA Mythology 

“The great enemy of the truth is very 

often not the lie—deliberate, con- 

trived and dishonest—but the myth— 
persistent, persuasive and unrealistic. 

Too often we hold fast to the 

clichés of our forebears.” 

—President John F. Kennedy, 

Yale University Commencement, 

1962 

“If FDA is not careful, if it moves too fast, it might 

have its budget Taberized.” In FDA jargon, this state- 
ment made to a student interviewer by an official of the 
Bureau of Medicine summarized one of the great myths 

of the FDA—the Taber beet incident. John Taber, up- 
state New York Congressman and Chairman of the 
House Appropriations Committee in 1953, disliked the 
FDA. “I have had a lot of trouble with the Food and 
Drug Administration and they have not acted in the 
interest of obtaining good food many times . . . I felt 
they were the biggest menace to the food industry and 
the getting of pure food into the people,” he told FDA 
Commissioner C. W. Crawford in a telephone conver- 
sation on February 5, 1953.' Three and one half months 
later he led a successful fight on the floor of Congress 
to eliminate $648,000 (over 10 per cent of the total) 
from the FDA operating budget. 

The FDA’s view of the incident was set forth by 
Wallace Janssen, historian of the Food and Drug Ad- 
ministration, who wrote, “Conscientious officials adopted 

attitudes and policies designed to produce maximum 

results from minimum funds. . . . In fact, the attitude 

of firm adherence to principle, necessary in effective law 
enforcement, on more than one occasion led to appro- 
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priation cuts.” 2 The facts surrounding the Taber inci- 
_dent make the FDA interpretation suspect. 

Congressman Taber’s dissatisfaction with the FDA 

began on April 19, 1948, when a man named Schuyler 
Hibbard of Macedon, New York, asked him for help 
in a controversy with the FDA. Two years earlier Hib- 
bard had patented a machine that could cut a beet into 
small round spheres and had sought direction from FDA 
on how the resulting product should be labeled. The 
official FDA opinion, that small round beets would be 
inherently deceptive and therefore under the deceptive 
packaging section of the Food and Drug Law could 

not be marketed, was difficult to defend. Without sup- 
porting evidence other than “viewing the submitted glass 

jar of the product,” * the FDA concluded that consumers 
would be misled by the product even if labeled “imita- 
tion baby beets” because restaurant patrons don’t see 
the labels and that manufacturers would not be interested 
in the machine in any case because it wasted too much 
of the beet in its trimming operation. 

Congressman Taber arranged for Hibbard and an 
FDA representative, J. Kenneth Kirk, to meet on March 

24, 1948, at which time Kirk presented the FDA’s posi- 
tion as inflexible. During the next five years the FDA 
position continued to be attacked. First the State of New 
York allowed distribution of the beet product under 
properly informative labeling. Then the Federal District 
Court in New Mexico ruled that products simulating 
other products could be marketed if labeled “imitation.” 
Finally, on March 31, 1953, John Harvey of the FDA, 

when asked by district officials if the FDA should pro- 
ceed against the manufacturers of Hibbard’s “beet balls,” 
ruled no,* saying the FDA did not have the authority 
to do so. 

Two months after Harvey’s ruling Congressman Taber 
successfully cut the FDA’s budget. His pique at the 
agency came from the fact that the FDA had exceeded 
its authority on a number of occasions and he errone- 
ously cited the baby beets incident as an example. The 
FDA responded by adopting Taber’s mistaken view of 
the incident. Winton B. Rankin circulated a memoran- 
dum of Taber’s comments on the beet situation to all 
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district chiefs, thus establishing the FDA’s version of 
the story—that a vigorous and justifiable regulatory ac- 
tion had led to the cutting of FDA appropriations by 10 

per cent. 

While Congressional retaliation against a regulatory 
agency through restricting its budget can be an offensive 
procedure, the FDA was at least as much at fault in the 
Taber incident as the Congressman. During over five 
hundred interviews with members of the Nader Summer 
Study Group, many present and former FDA personnel 
and observers mentioned the Taber beet incident and 
concluded that whatever the law might say the FDA had 
to move cautiously against violators who might have 
powerful political allies. No one cited the incident as 
a reason for moving cautiously and carefully in areas 
where the FDA’s legal authority was not clear or its 
factual evidence not strong. The Taber beet myth has 
worked its way into FDA mythology, allowing officials 
at every level of the organization to justify lethargy. 
Unfortunately, the facts cited to support the myth are 
a complete fabrication. In every year of the decade from 
1960 to 1969, the FDA failed to use all the money 
Congress appropriated for it. In that period a total of 
$7 million went unused—over $1 million in 1963, and 
nearly $3 million in 1966, much of which reverted to 

the U.S. Treasury. 
The “Trade Secret Syndrome”—the most common 

way in which FDA officials suppress or withhold infor- 
mation—is a second self-justifying deception used by 
FDA staff to explain doing a poor job. A “trade secret” 
is a plan, process, or other important part of a manu- 
facturer’s operation which is not patented but which 
receives limited legal protection, including the protection 
from being released by a government official. Govern- 
ment officials who let out a trade secret, whether inten- 

tionally or inadvertently, are subject to a fine of $1,000 

or a year’s imprisonment. FDA regulations state: “Manu- 
facturers may regard some of the data in such files [kept 
by FDA on products it regulates] as trade secrets and 
request the Food and Drug Administration to treat such 
information as confidential. The Food and Drug Ad- 
ministration will preserve the confidentiality of such 
data to the extent that it may properly do so.” (Empha- 
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sis added.) * The problem is that nobody really knows 
what a trade secret is, so the tendency on the part of 
the FDA is to treat as much information as possible 
as trade secrets. Theodore Cron, former FDA As- 

sistant Commissioner for Education and Information, 
described how the trade secret protection worked to 
suppress information: “To sum up, then, the Food, 
Drug, and Cosmetic Act says that I should do whatever 
I can to tell things to the consumer, but I should do all 
this mindful of the fact that a year in jail and a thou- 
sand-dollar fine may be my reward. This produces the 
so-called ‘Trade Secret Syndrome’ among some gov- 
ernment information fellows. Suspecting that a fact just 
might turn out to be a trade secret, the information 

officer examines the matter in painful detail, ultimately 
proving that—indeed—it is a kind of trade secret after 
all and then files it in an irretrievable folder.” © 

FDA’s withholding of information during the 1969 
MSG controversy illustrates what this attitude means 
to the public. On January 31, 1969, Dr. Marion J. 
Finkel, chief of the FDA’s Division of Metabolism and 

Endocrine Drugs, answered a request on MSG from 
Dr. Robert Byck of the Albert Einstein College of Medi- 
cine. Dr. Byck was trying to evaluate possible negative 
side effects of the additive, which is also used in certain 

drugs. Dr. Finkel replied to his inquiry saying, “The 
safety studies [on MSG] submitted to FDA in support 
of these applications [for the drug use of MSG] are 
confidential information. . . . During the nine years 
since the approval of Glutavine, the FDA has not re- 

ceived any information regarding safety that would cause 
it to withdraw approval of this application.” ‘’ The FDA 
files are filled with information on the safety and quality 
of food additives, pesticides, drugs, and other chemicals 
that is withheld from the public because it is believed 

to contain trade secrets. 
In all its information-handling the FDA runs on the 

premise that the agency staff and those they choose to 
consult are the only people who have any information 
of value about food safety. Naturally, this makes it 

privileged information, and the agency goes through 
great contortions to insure that the information is not 
freely shared. 
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Two students from the Nader Summer Study Group in- 
vestigating food additives at the FDA in 1969 obtained a 
list of the brand names of all foods containing cycla- 
mates and the amounts they contained. Shortly afterward 
a third student asked for the same information but did 
not identify herself as a member of the summer student 
project. The FDA spokesman she talked to denied that 

any such list existed. 
In a case tried against the FDA under the Freedom 

of Information Act the plaintiff sought to obtain the 
names of certain scientists who had recommended to 
the FDA that certain vitamins were not safe. The FDA 
avoided releasing the information because they claimed 
not to know the names of the scientists. It seems un- 
likely that the agency would rely on the recommenda- 

tions of individuals whose names it did not know. 
A disturbing tendency to dismiss the opinions of in- 

dividuals who disagree with official FDA policy no 
matter what their credentials or their arguments crops up 
repeatedly in the conversation of agency officials. In 
1958 Dr. W. C. Hueper, chief of the Environmental 

Cancer Section, National Cancer Institute, alerted the 
scientific world and the public to the fact that a number 

of chemicals long used in food could be the cause of 
cancer in men. His statements, which had been made 
to a specialized scientific meeting in Rome, received wide 
press coverage in the United States in papers ranging 
from The New York Times to Police Gazette, which 
ran a sensationalized analysis of Hueper’s remarks in 
several consecutive issues. Dr. Hueper is generally 
credited with having alerted scientists to the possibility 
that environmental chemicals, such as food additives, 

could be a cause of cancer. His book, Occupational and 

Environmental Cancers of the Urinary System, published 

by Yale University Press in 1969, raised serious questions 
about the danger of various food and other environ- 
mental chemicals. According to Dr. Hueper, at least one 

article he prepared while a government official was 
blocked from publication by the FDA. In a June, 1968, 
interview with James Turner and Robert Rideout, an 

FDA press officer, referred to Dr. Hueper as “the man 
who writes in Police Gazette.” It is not unusual for FDA 
officials to call critics ‘“quacks.” 
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In preparing the Generally Recognized As Safe list, 
the FDA dismissed most of the critical remarks re- 
ceived from scientists on the grounds that “common 
sense as well as scientific principle requires us to accept 
the opinions of some and reject the opinions of others.” ® 

The treatment the FDA gives the press is not much 
better than what it gives to other interested observers. 
All FDA scientists have been cautioned not to discuss 
their work with anyone outside the agency until discuss- 
ing it has been approved internally. On August 12, 1969, 
the Commissioner ordered all employees to “report all 
policy conversations with communications media repre- 
sentatives.” The vigorous efforts of Louis Rothschild, 

editor and publisher of Food Chemical News, who 
wrote to Herbert Klein, Nixon’s Director of Communica- 
tions for the Executive branch and to Congressman 
John Moss, author of the Freedom of Information Act, 

brought enough pressure against the order to cause it 
finally to be rescinded. Unfortunately, the new FDA 
administration under the leadership of Dr. Charles C. 
Edwards seems to be anxious to continue restricted in- 
formation policies. When a reorganization of the FDA 
was announced in 1969, HEW spokesmen said that it 
had been based on consultation with many consumer 
representatives. Asked which consumer representatives, 
they were reluctant to say. Not until Mal Schechter, 
Washington editor of Hospital Practice magazine, and 
other journalists telegrammed HEW asking who had 

been consulted was any information made available. 
It was so scant that Schechter and his associates con- 
cluded that little if any consumer consultation had been 
demonstrated. When Commissioner Charles Edwards 
held his first staff meeting, he invited selected members 

of the press to receive a press briefing on the subjects 
of the meeting. Again, it took an official letter of protest, 
this time from Stanley Cohen of Advertising Age, to 

call attention to the fact that news is not a commodity to 
bargain with for favors. As yet it is not clear that the 
new FDA administration under Edwards intends to 
avoid the news management habits of its predecessors. 

Although heart disease, cancer, stroke, infant mor- 
tality, and hunger are all national health problems related 
to the fact that large numbers of Americans do not get 
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enough wholesome food, the FDA persists in maintain- 
ing that there is littke wrong with the American food 
production and distribution system. In its effort to 
regulate vitamin and mineral supplements, the FDA 
sought to have all such products labeled: “Vitamins and 

minerals are supplied in abundant amounts by the food 
we eat. The Food and Nutrition Board of the National 
Research Council recommends that dietary needs be 
satisfied by foods. Except for persons with special needs, 
there is no scientific basis for recommending routine use 
of dietary supplements.” This label declaration, first 
required in 1966, represented the FDA’s optimistic view 
of the American food supply. In May, 1967, the FDA 

issued a fact sheet that said: 

FACT: Chemical fertilizers are not poisoning our soil. Mod- 
ern fertilizers are needed to produce enough food for our 

increasing population. 
FACT: When pesticides on food crops leave a residue, FDA 

makes sure the amount will be safe for consumers. 
FACT:* Dr. Goddard has often stated his view .. . “There 
are some food faddists and quacks who would have you be- 
lieve the wildest stories about the depletion of our soil, the 

loss of food values because of modern processing techniques, 

and a lot of other nonsense. Frankly, it is time we faced facts 

about our American diet. Our soil is naturally rich and the 
envy of every nation. Our ability to grow, pack, ship and sell 
food is a modern marvel because the natural value of the 
food is not lost in the process. In fact, the reverse is true: 
foods can get better in the process. 

FACT: Dangerous food preservatives were a major concern of 
the Food and Drug Administration when it began operations 
on January 1, 1907. Today’s scientific knowledge, working 
through good laws to protect consumers, assures the safety 

and the wholesomeness of every component of our food 
supply.'° 

This positive opinion of the American food supply 
undermines the FDA’s regulatory position. It is difficult 

for the agency to correct a problem that it claims does 
not exist. 

Responsible scientists have criticized every point of 
the FDA’s view of American food. Dr. Barry Com- 
moner, Washington University, St. Louis, has warned 

that the vast overuse of artificial nitrogen fertilizers may 
be leading the country into serious health dangers par- 
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ticularly for infants who are highly sensitive to poisoning 
from nitrogen by-products.11 Dr. W. H. Sebrell, Chair- 
man of the National Academy of Sciences-National Re- 
search Council Committee on Nutrition, demanded that 

the name of his organization be removed from the 
vitamin regulations because they distorted the academy’s 
view of the supplement problem. Dr. George Mehren 
of the Department of Agriculture attacked the assertion 
that the average American gets all the vitamins and min- 
erals he needs from the food he eats, saying it was not 
supported by Agriculture Department surveys showing 
a distinct deterioration in the American diet.!2 Dr. 
William C. Purdy of the University of Maryland De- 
partment of Chemistry has raised serious doubts about 
the FDA pesticide monitoring program, suggesting that 

the FDA has little knowledge about how serious the 
situation may be. Dr. Jean Mayer has said, “We can live 

perfectly well without additives.” 1% The American 
Medical Association in a joint statement with the Na- 
tional Academy of Sciences suggested that processing 
was not as positive a procedure as the FDA argues. It 
recommended that education and research be developed 
to improve food production, processing, storage, and dis- 
tribution in order to retain food’s essential nutrients and 
suggested the addition of nutrients to foods “. . . which 
have a diminished nutritive content as a result of loss in 
refining or other processing.” !4 

The FDA denies that its positions or regulations are 
controversial. This denial not only undermines the 

vigor of the agency’s regulatory action, but also reveals 

the agency’s attitude that the public is primarily an 
ignorant and hysterical mob from whom any sugges- 
tions of danger must be kept at all cost. Not only does 
the practice of avoiding bad news as long as possible 
lull the public into a false sense of confidence, it leads 
to outraged reactions when the facts about danger finally 
do become public knowledge. The FDA was unwilling 
to inform the public clearly about potential dangers from 
cyclamates as they developed. (At one point in 1965 
the director of the FDA’s Bureau of Medicine refused to 
release information on cyclamate danger to a reporter, 
and in 1968, when the agency warned the public against 
the excessive use of the additive, it listed the daily 
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recommended intake levels in terms of grams per kilo- 
gram of body weight, which was of little use to the 
average citizen.) As a result, the 1969 ban came as a 

shock to the public and cost millions of dollars to the 
unprepared food industry. If the public and the food 
industry are to be spared future shocks, the FDA will 
have to repudiate its current posture of putting a good 
face on all potential dangers. It will have to take the 
public into its confidence in deliberation of pending 
problems and publicly declare how limited science is in 
insuring the safety of chemicals. 

One of the most enduring charades played by the 
FDA is its conduct of public hearings. Allegedly called 
to protect the public interest by allowing controversial 
questions of food regulation to be resolved by careful 
public fact-finding procedures, the public hearings have 
become a gigantic maze through which the FDA tries to 
sneak its predetermined set of facts unscathed. Rather 
than using the public hearing to try to determine the 
magnitude of a possible problem and then propose a 
method for solving it, the FDA arrives at its conclu- 

sions behind closed doors and then convenes a public 
hearing only when forced to seek endorsement for its 
position. No public hearing was called when over 
seventy persons sought to oppose the promulgation of 
the regulation allowing Coca-Cola, other cola drink 
manufacturers, and Dr. Pepper to add caffeine to their 
products without declaring the fact on the label. The 
FDA dismissed the several correspondents’ requests for 
a public hearing because they were not couched in the 
proper form. Thus the FDA quietly promulgated, 
against the desires of a large segment of the public, a 
regulation allowing deceptive labeling. 

An almost incredible sample of FDA bungling began 
in 1962 when the FDA decided that vitamin supplements 
and health foods cost the American people an un- 
necessary $300 million each year. The agency then issued 

regulations to suppress the “fraud.” The most significant 
item in the regulations was a requirement that each 
bottle of vitamins be labeled to “inform” Americans 
that they got all the vitamins they needed from the food 
they ate. Over fifty thousand people sent cards and 
letters to the FDA protesting the regulation. The vast 
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majority of these communications were dismissed by the 
FDA Commissioner James Goddard as the work of 
“food faddists” and “health food” promoters. As a 
result, FDA, after going through various legal maneu- 
vers, began hearings on the regulations in the summer 
of 1968, in which the FDA took a position opposed by 
both representatives of the public and of industry. The 
vitamin hearings have become one of the notorious 
boondoggles of bureaucratic Washington. With twenty 
months of hearings, over twenty-five thousand pages of 
testimony, and with almost no scientific support the 
FDA moves stoically ahead with its effort to put the 
so-called “crepe label” on each bottle of vitamin sup- 
plements. 

The FDA’s vitamin regulations rested on the major 
premise that the FDA knows best what is needed for 
the country. In this case the FDA was basing its assump- 
tions that the food supply in the United States provided 
more than enough of the food value for an average 
American on twenty-five-year-old scientific data. The 
FDA also claimed to have the support of the National 
Academy of Sciences-National Research Council al- 
though it had changed the amounts of various vitamins 
recommendd by the NAS-NRC. Dr. William Sebrell, the 

chairman of the NAS-NRC committee that had made the 
recommendation concerning vitamins, denounced the 
vitamin regulations. In fact, FDA scientists who were 
themselves highly qualified in the field of nutrition found 
themselves in opposition to major portions of the regula- 
tions. The situation was so seriously distorted that FDA 
Commissioner Dr. James Goddard said in recalling it, 
“Tt shook me up that we didn’t have enough know-how 
to prevent the mistakes that became apparent in the 
dietary supplement regulations.” 15 He had tried to 
track down the man who had changed the NAS-NRC 
recommended amounts only to find that immediately 
upon filing the report he had left the agency. By this time 
the agency was so far down the path of pushing the 
regulations that it could not change course. 

As the issues developed, the “crepe label” denouncing 

the value of supplemental vitamins emerged as the most 
important point of controversy. Industry and consumer 
representatives wanted it off the label and the FDA 
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wanted it on. It is striking that Dr. Goddard later said 
that he “never expected the crepe label to go through” 
but rather intended it as a “trading point” with industry.1° 
Not only were the FDA’s scientific contentions over 
vitamins shoddy but its strategy became distorted. As a 
result the agency has turned a “trading point” into a 
major cause, spending over two hundred thousand dollars 
on it without hesitating to continue complaining about a 
lack of funds. Unfortunately the FDA is caught in the 
myth that unless it wins the vitamin fight it will lose face 
and thereby cause all its other regulatory positions to 
fall like dominoes. The FDA’s mishandling of the vita- 
min hearings is unusual in that it alienated both the 
consuming public and a segment of the food industry. 
Usually FDA positions are worked out enough in ad- 
vance so that industry is not subjected to excessive 
hardship. Official explanation for regulatory action from 
both industry and the FDA often sound exactly alike— 
that is they are based on the same myths. 

Both the FDA and the food industry argue strongly 
that their efforts are in the public interest. In answer to 
all critics the FDA and industry present a predictable 
set of responses. First they argue that the issue of food 

safety should be left to scientists. This overlooks the very 
important fact that, as the White House Conference on 

Food, Nutrition and Health pointed out, “It is not 

possible to determine with absolute certainty the safety 
of the ever-increasing number of chemicals added to or 
present in food.” Even the best scientific study will not 
establish perfect safety. Therefore the issue facing the 
public and Congress is how much risk the public should 

be subjected to. This is not a determination to be left 
to scientists; scientists have only the responsibility to 
point out the degree of risk that a substance might 
present. The people of the country speaking through 
Congress define whether that risk is acceptable or not. 
It is irresponsible to confuse the debate on the safety of 
individual chemicals with the question of how much risk 
is acceptable. Recognizing this fact, the White House 

Conference Panel on Food Safety urged that consumers 
not be excluded from deliberations on food safety. 

In most cases, once official spokesmen for industry 
and the FDA do admit that there is a risk in dealing with 
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a particular food chemical, they argue that the benefit of 
the chemical outweighs the risk. But again they are 

" anxious to keep that judgment within the confines of sci- 
ence. Scientists will judge the ratio and make the deci- 
sion. Often the public is not even informed that there 
has been any weighing of risks. Dr. Frederick J. Stare, 
Chairman of the Department of Nutrition at Harvard 
University, is one of the leading apologists for the food 
industry and puts the best possible construction on the 
use of any food chemical. In his February 8, 1970, 
column in the Washington Post he wrote of cyclamates 
and monosodium glutamate in terms of the risk-benefit 
doctrine. Speaking of MSG, Stare said, “Although there 
are indications that some people may have transient 
allergic reactions after eating food heavily seasoned with 
MSG, there is as yet no indication such reactions are 
widespread. . . . FDA has no intention of banning 
MSG or restricting the labeling of foods containing 
the substance. . . . If action is warranted in the future 
it will come only when and if more definitive scientific 
evidence becomes available.” 17 Stare admits that there 
may be some problem with MSG but dismisses its im- 
portance because there is little to show that the problem 
would be great. Actually, there is little evidence either 

way; MSG may be harmful or it may not; nobody 
knows. Several researchers, including Dr. John Olney of 
Washington University in St. Louis, Dr. Robert Byck 
of the Albert Einstein School of Medicine, and Dr. 

James Adkins of the Food and Drug Administration, 
have raised serious questions about MSG safety which 
must be answered if widespread use is to continue. Gov- 
ernment investigators have found that Chinese restau- 
rants often use nearly five times as much MSG as 
necessary to obtain the desired flavor-enhancing effects. 
In 1969 New York City officially ordered all restaurants 
to cut down on the amounts of MSG used in food. But 
Frederick Stare concludes that since we don’t know 
either way we should go ahead and use it until we find 

out that there is a problem. He takes the position that 
the slight allergic reaction of a few people is a risk 
worth taking for the benefit of MSG. There is no indica- 
tion that those affected would agree, nor is the benefit 

of MSG spelled out. 
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It is important to remember that Dr. Stare’s argument 
for continuing the present treatment of MSG means 
that he believes that the substance is generally recognized 
as safe and need not go through the official testing 
procedure required for substances that might cause 
harm. Like most industry apologists, Stare relies on the 
fact that the FDA has not moved against a substance 
as proof of its safety. This is either cynical or naive. 
When the FDA says a substance is safe it merely means 
that for its own reasons—usually not explained—it has 
chosen to take no action against the substance. A perfect 
example of the confusion generated by FDA safety de- 
terminations was the press reaction to a September, 
1969, study by the FDA advisory committee on birth- 
control pills. On September 5, 1969, the Baltimore Sun, 

The New York Times, and the Washington Post all re- 
ported the release of the study. The Post’s headline said, 
“Pills Called Safe, More Study Urged.” The Times said, 

“Birth Control Pills ‘Safe,’ Drug Agency Report Says.” 
And the Sun said, “U.S. Study Confirms Pill Danger.” 
FDA determinations of safety are legal conclusions, 

meaning that within the agency’s budget, manpower, 
and priorities it does not consider court action against a 
substance warranted. Such a determination does not 
mean that a substance is necessarily free of harm to 
some individuals. Stare’s reliance on the FDA ruling in 
the MSG case is also misplaced when he argues that 
no labeling restrictions are being considered by FDA. 
Currently, MSG can be added to mayonnaise, salad 

dressing, and French dressing without any label indica- 
tions. This means those people who may be affected by 
the substance are unable to know what dressings to 
avoid. In addition more and more foods now contain 
MSG. 

Dr. Stare is concerned that studies suggesting that 
MSG causes brain damage in infant rats will undermine 
confidence in the food supply. Rather than trying to 
appraise the new test result thoughtfully (no test of 
MSG on rats between birth and twenty days had been 
conducted before those in 1968 which showed the 
damage), Dr. Stare suggests that the evidence from 
them be withheld from the public. This kind of protec- 
tionism actually does more to undermine confidence in 
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the food industry than a frank discussion of the real 
. possibility of danger. When the public discovers, as it 
inevitably does, that doubts have been raised privately 

about components of the food supply, it begins to doubt 
all assertions of safety. A frank recognition of a serious 
issue when it comes up would be the best way to restore 
confidence in the many components of the food supply 
that are actually safe. 

The food additive apologists and food industry spokes- 
men argue that only scientists should be allowed to 
decide safety and risk-benefit ratio and that the public 
should have confidence in the FDA’s rulings. They attack 
the scientific methods used in tests that raise doubts 
about an additive’s safety, even though these are the 
same tests the industry relied on to establish safety. 

One major industry attack on tests with displeasing 
results is that the tests are unrealistic because the doses 
given are massive. Food industry spokesmen argue that 
any substance given in large enough doses can cause 
cancer. This is not true. In a recent study on pesticides, 
over 120 different pesticide chemicals were injected into 
infant mice in massive doses and only about 10 per cent 
caused cancer. HEW Secretary Finch, who is not a 
scientist himself, repeated the argument when he said 
that even salt injected into eggs in high enough dosages 
will cause damage. But eggs injected with salt have not 
produced embryos with teratogenic—or birth—deformi- 
ties. At high enough doses, salt can cause irritation to the 
embryos but not the kind of backbone deformity, change 
in leg length, or rotating of legs in chickens caused by 
cyclamates. Even if the food industry’s arguments against 

tests were valid, which they are not, they would only 
point up the important fact that science is limited. What- 
ever drawbacks tests for cancer or birth defects might 
have are strong arguments for limiting reliance on food 
additives which cannot be adequately tested. Thomas 
Whiteside, writing on pesticide testing in The New 
Yorker magazine, expressed the situation precisely: 
“The very coarseness of the screen used in all these 
tests—that is, the relatively small number of animals 

involved—means that the bad news that shows up in 
the data has to be taken with particular seriousness, 
because lesser effects tend not to be demonstrable at 
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all.” 18 To the extent that industry spokesmen are correct 
in doubting the validity of animal testing, they are also 
bringing into question all the tests that show the safety 
of additives and are thus contributing to the argument 
for drastically cutting down on the use of additives. 

Taken together, food industry and FDA distortions 
make accurate public information: on food safety, 

quality, and cost a rare commodity. The keystone myth 
that ties the FDA and the food industry together is 
the FDA assertion that the food industry is primarily 
concerned with advancing the interest of the food con- 
sumer. This assertion has been raised to the level of an 
article of faith as part of the official creed of the FDA. 
The agency believes that the overwhelming majority of 
the food producers in the country will voluntarily and 
without regulation insure that the quality, safety, and 
cost of the food supply are set at the level most advan- 
tageous to the consumer. It assumes that everything 
is going pretty well in the food industry. The only prob- 
lems the agency feels it has are generated by an insensi- 
tive Congress trying to protect the few small companies 
that do violate the food law. These myths, largely com- 

posed of disjointed and inaccurate fragments of scientific 
research and regulatory history, are cited in office after 
office of the FDA as justification for the lack of vigor- 
ous protection of the public interest. 



o Self-Defense 

“The FDA has been under continuous 
investigation by the Congress for 

almost a decade, and this continuous 

and contemporaneous surveillance, this 

Congressional ‘oversight’ of the 

FDA goes on, by and large, with 
little pretense to legislative purpose.” 

—R. Berles, “The FDA and Congress, 

1958-1965,” 
staff report to the Commissioner, 

October 29, 1965 

Shortly after assuming his duties as Secretary of Health, 
Education, and Welfare in January, 1969, Robert H. 

Finch sought advice from several of his predecessors. 
“What did you do for problems before HEW had such 
a large responsibility for- civil rights activity?” he asked. 
“Well,” several answered, “we always had the FDA.” 

The FDA was criticized almost constantly from 1955 
onward. Between 1955 and 1970, fourteen major studies 

of FDA were conducted by citizens’ committees, depart- 
ment task forces, and commissioner-appointed FDA 
evaluation groups. Between 1963 and 1968, the Food 
and Drug Commissioner or his selected representative 

was required to appear on the average of once every 

three weeks before one of sixteen different Congressional 
committees (excluding appropriations committees) in- 
vestigating the FDA’s involvement in thirty-seven differ- 
ent problem areas. All of the major studies and nearly 
all of the Congressional investigation focused on one 
or more of the FDA’s failures or weaknesses. The 
FDA’s response to this massive body of criticism— 
defense and self-justification rather than re-evaluation 
and reform—has increased the pace of the agency’s 
disintegration. 

The first major trauma the FDA suffered at the hands 
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of Congress was the revelation of a highly questionable 
financial conflict of interest involving an important 
FDA official. Between 1953 and 1960, while serving as 

director of the FDA Antibiotics Division, Henry Welch 
edited two private drug journals financially supported by 
antibiotic drug manufacturers like Charles Pfizer, Up- 
john, Smith, Kline and French, and Abbott Laboratories. 

A third journal designed to be edited by Welch failed, 
but not until Parke, Davis and Company had spent 
$100,000 financing it. In 1959 John Lear of the Saturday 
Review called attention to the conflict of interest in- 
herent in a situation that allowed a regulatory official to 
be financially related to the producers of the product 
he was supposed to regulate. FDA officials and the 
head of the American Pharmaceutical Manufacturers 
Association had questioned Welch about his financial 
relationship to the drug companies supporting his jour- 
nals and received assurances that he accepted only small 
honorariums for his editing work. Editors of similar 
journals, usually university professors, were then paid 
between $3,000 and $6,000 a year. Welch did not tell 

his interrogators that, as half owner of the company 
that published the journals, he had made $287,142.40 

profit from them between 1953 and 1960.1 But it came 
out at hearings held by Senator Estes Kefauver in May 

and June 1960 and seriously damaged the agency’s 
reputation. FDA Commissioner George Larrick, then 

in his sixth year of office, had personally liked and 
trusted Henry Welch, apparently accepting the division 
chief’s reassurances without a second thought. It was 
not strange for an FDA official to have a close relation- 

ship with drug companies. Commissioner Larrick himself 
viewed the drug industry as an ally, as he described to 
a former FDA official and friend: “Some strange changes 
have taken place. . . . We have good friends among 
former enemies and in fact quite a new alignment. When 
our appropriation bill got in trouble last week our 
supporters ranged all the way from the General Federa- 
tion of Women’s Clubs, American Association of Uni- 

versity Women and American Home _ Economics 
Association, to the. American Drug Manufacturers 
Association, American Pharmaceutical Manufacturers 
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Association, National Association of Retail Druggists, 
and the Proprietary Association.” 2 

~ On December 9, 1958, George Larrick received the 

Pharmaceutical Manufacturers Association’s annual 
award for “devoted service to public welfare” because 
of his “understanding of mutual problems.” 3 In 1963 the 
Commissioner was made an honorary member of the 
American Pharmaceutical Association. Commissioner 
Larrick’s own involvement with the drug industry made 
it impossible for him to understand the conflict of in- 
terests inherent in Henry Welch’s position as chief 
regulator of antibiotic drugs for the government and 
chief publicist of the same drugs for industry. But the 
Commissioner did understand lying, and Henry Welch 
had lied. Larrick was interested in building a strong 

FDA of which he could be proud. He liked having the 
FDA district office headquarters in Detroit named the 
George P. Larrick Building. But he never took money, 
and Henry Welch’s $287,000 sickened him. Welch had 
technically not broken any laws, but his action led to 
new HEW regulations outlawing this kind of conflict-of- 
interest activity. Because he had not broken the law, 
Welch was allowed to retire, much to the chagrin of 
Senator Paul Douglas and Estes Kefauver, who agreed 
that HEW Secretary Arthur S. Flemming “was derelict 
in the performance of his duty” to allow the resignation.+ 
Men who have observed the FDA closely for the past 
fifteen years claim that Commissioner Larrick was a 
broken man after the Welch incident. He retreated to 
his office where he vacillated on major decisions while 
spending hours on the detailed preparation of the new 
FDA laboratory and office building to be located at the 
foot of Capitol Hill. As a result, much of what went 
wrong with the FDA during the decade of the 1960’s 
can be traced to Welch’s dishonesty and its effect on 

the Commissioner. 
Larrick had never been a powerful leader. After 

thirty years as an FDA official, he became Commissioner 

in August, 1954. The promotion had been arranged 
through the personal efforts of Mr. Bradshaw Mintener, 
then general counsel of Pillsbury Mills. Mintener, who 
respected Larrick, had engineered the Eisenhower write- 
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in primary victory in Minnesota and had the ear of 
the President. Eisenhower agreed to appoint Larrick if 
Mintener would become Assistant HEW Secretary with 
special duties for overseeing the FDA. Mintener as- 

sented.® 
In 1955 the First Citizens Committee on the FDA 

reported on the agency’s weaknesses—including de- 
ficiencies in budget, facilities, and personnel—and urged 
the FDA to do “more educational work and seek more 
cooperation from industry.” ® As the agency began to 
gain new responsibilities and more money, Larrick en- 
gineered a reorganization to handle the growth. In 1956 

he divided the agency into bureaus, primarily to get more 
money for his staff. Unfortunately, the reorganization 
broke down clear lines of authority, made it difficult for 
operating personnel to reach the Commissioner with 
information, and set into motion “jealousies and ma- 

neuverings for positions in the hopes that... Mr. 
Larrick’s mantle . . . will fall in the ‘right’ place.” 7 
Administrative confusion became serious. The 1960 dis- 
closures of Henry Welch’s dishonesty added the Com- 
missioner’s personal despair to the administrative 
confusion he had created and killed any chance of effec- 
tive regulatory action by the FDA under Larrick. The 
jockeying of subordinates tugging at the “mantle” gained 
momentum as strand after strand of authority dropped 
from the Commissioner’s hands. 

By virtually destroying Commissioner Larrick’s con- 
fidence and will, Henry Welch wreaked havoc at the 
FDA. But his destructive legacy reached even farther. 
One of the most pressing problems facing the FDA and 
the American public today is the escalating but un- 
warranted use of many unsafe or ineffective drugs, 
particularly combination antibiotics. In 1956, as this 
market was getting started, a large drug company, Pfizer 
International Incorporated, devised the slogan “a third 
era in antibiotic therapy” to sell these suspect combina- 
tions. The same year Henry Welch organized an In- 
ternational Antibiotic Symposium which was sponsored 
jointly by the FDA and one of Welch’s economic 
enterprises—Welch being the representative of both his 
agency and his company. Welch’s welcoming address 
was submitted to copy writers at Pfizer and their slogan 
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was added to it. “It is quite possible that we are now 
in a third era of antibiotic therapy,” said Henry Welch, 

' throwing the weight and prestige of the United States 
Government behind a questionable set of drugs. They 
had been called “shotgun therapy,” raising doubts that 
such combinations “can be justified,” according to Dr. 
Maxwell Finland of Harvard Medical School.® 

The government has not yet been able to unravel the 
complex medical and legal situation that Welch labored 
long and hard to help create, and in the meantime people 
have died or been injured by the drugs Welch advertised 
and failed to regulate. In his zeal to push the use of 
antibiotics, the FDA official supported their use in 
food-producing animals both to control disease and to en- 
hance growth. Again, potential side effects received only 
minimal consideration. The drive to use antibiotics went 
so far that it took the positive intervention of another 
Senate subcommittee, this one chaired by Senator 
Hubert Humphrey, to block the use of antibiotics as a 
preservative added directly to human foods. Com- 
missioner Charles Edwards has said, “I don’t want to 

hear about FDA’s past failures. We're starting over from 
scratch. It’s a new ball game.” Unfortunately, such 
wishes have little relation to the shaping of effective 
agency policy. Unless Edwards and his crew review 
closely every decision about antibiotics—as human 
drugs, as additives to feeds, and as animal drugs—that 
was made under the direction of Henry Welch, people 
will continue to be injured and to die from the excessive 
and improper use of antibiotics. If Commissioner Ed- 
wards ignores the past the FDA will lose its “new ball 
game.” 

In 1962 the Humphrey Committee struck another 

blow at public confidence in FDA when it revealed 
the slim margin by which Americans had been saved 
from the tragic aftermath of widespread thalidomide 
use. The FDA took credit for protecting Americans from 
the kind of disaster thalidomide had caused in Europe 
and Canada, but the facts revealed by Senator Humphrey 

told another story. 
The FDA’s involvement with the possible marketing 

of thalidomide began in September, 1960, just three 
months after Henry Welch’s questionable activities were 
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made public. Dr. Frances O. Kelsey, a newly appointed 
FDA medical officer, was assigned to evaluate the new 

drug application of the William S. Merrell Company’s 
brand of thalidomide. Company plans called for market- 
ing the drug before the following spring; estimates are 
that if they had been successful in their hope, about ten 

thousand American babies would have been born with 
gross deformities.» That Merrell was not successful is 
due largely to luck. 

Dr. Kelsey’s predecessor as a medical officer at FDA, 

Dr. Barbara Moulton, had resigned seven months earlier 
in protest over the FDA’s careless regulation of drugs 
and food additives. On June 2, 1960, Dr. Kelsey attended 

a session of the Kefauver drug hearings at which Dr. 
Moulton dramatically scored FDA, saying that because 
of lax drug-control policies “people continue to be in- 
jured and even to die.” The testimony so impressed Dr. 
Kelsey that she sought out Dr. Moulton and they became 
friends, regularly discussing, in general terms, the diffi- 
culties of protecting the public from drug hazards. As a 
result of her conversations, her newness on the job, and 

her dedication, Dr. Kelsey subjected the Merrell applica- 
tion to a standard of review higher than customary for 
either the agency or the company. Dr. Kelsey held up 

approval of the drug for the next year, requiring Merrell 
to improve the quality of the test data that it had sub- 
mitted. One section had been made up of “meaningless 
pseudoscientific jargon” and none of the data had 

revealed the fact that the drug was associated with 
peripheral neuritis, which Dr. Kelsey discovered in the 
British Medical Journal in February, 1961. These facts 
suggested a problem to the new medical officer and she 
moved ahead cautiously. In spite of her caution, and 
without filing clear information with the FDA, Merrell 
arranged to have a number of doctors dispense tablets of 
the drug to patients as part of an FDA-authorized test 
of its effectiveness. At the end of November, 1961, the 
American Ambassador in Germany informed the State 
Department that the births of from 80 to 150 deformed 
children had been related to thalidomide. The FDA 
received this dispatch on January 11, 1962. FDA Com- 

missioner George Larrick did not inform Dr. Kelsey of 
the dispatch nor did he require Merrell to stop its test- 
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ing program. On December 5, 1961, Merrell had sent a 
- letter to 137 of the doctors distributing the pills warn- 
ing them not to give it to women of child-bearing age. 
On January 6, 1962, and February 3, 1962, Dr. Widu- 

kind Lenz, who had originally discovered the problem 
and warned the American Ambassador, reported over- 
whelming evidence of the deforming effect of the drug in 
Lancet, another British medical journal. 

By February, 1962, the thalidomide problem was 
clearly documented and circulated in public channels. 
In fact use of the drug had been officially criticized and 
curtailed in countries such as Australia, England and 
Germany. Still neither the American company nor the 
American agency responsible for controlling its use took 
action to withdraw the drug from testing on patients. 
Early in the year Dr. Kelsey attempted to obtain from 
Merrell a complete list of the doctors experimentally dis- 
pensing the drug. The company supplied her with fifty- 
six names. On March 20, 1962, Merrell informed its 
investigators that a cause-and-effect relationship between 
the drug and the deformities had been established. The 

FDA took no action to discover how many pills were 
already in circulation or to recall them. On April 11, 
1962, Dr. Kelsey sought to obtain from Merrell a more 
complete list of the doctors dispensing thalidomide; this 
time she received 1,070 names. The final total after a 

thorough investigation proved to be 1,276. On May 31, 
1962, Dr. Kelsey sounded the alarm directly to her supe- 
riors with a memorandum laying out the evidence of 
thalidomide’s danger and the fact of its wide experi- 
mental distribution in the U.S. 

Still the FDA took no action. It was not until after 
a July 15, 1962, news story in the Washington Post 

that George Larrick finally sent FDA inspectors around 
the country to retrieve all thalidomide tablets. On 
August 1, 1962, Commissioner Larrick appeared before 
the Kefauver Committee and tried to justify his slow 
response to the danger. After arguing that the evidence 
of danger had not been conclusive, the Commissioner 
said, “Nevertheless, the drug is off the market.” Thus 
the FDA made its first unequivocal announcement that 
the problem had been serious, simultaneous with the 

announcement that it had been solved. Even at this 
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critical stage when he admitted the need for vigorous 
action, the Commissioner could not resist the tempta- 
tion to put the best face possible on the situation. All the 
pills had not been found. On August 7, 1962, President 

Kennedy asked all Americans to remove unlabeled pills 
from their medicine cabinets. On August 23, the FDA 
again reported that all thalidomide*had been found. 
This time the agency gave a complete tally: it had re- 
covered 2,528,412 tablets, plus liquids and powders 
containing the drug (25,176 tablets unlabeled) from 
physicians. 

The drug had never been cleared for sale; it had 

reached the market through the experimental drug pro- 
gram which FDA claimed kept drugs under strict con- 
trols. Once again the agency painted a picture rosier 
than truth. Seven days later, on August 30, the FDA 

reported that substantial numbers of pharmacies had 
stocked thalidomide on their shelves, suggesting how 
far beyond the FDA’s control sale of the drug had 
gone. Ten babies were reported born with deformities as 
a result of thalidomide obtained in the United States. 
Senator Humphrey said, in answer to George Larrick’s 
assertion that the American drug control system had 
protected Americans, “It surely wasn’t a triumph of 
the system, because the system was not geared to catch 
this sort of development.” Senator Mundt added, “I 
don’t think the system was successful at that time 

because the system was permitting the use of thalid- 
omide.” 

On August 27, 1962, in response to questions from 
Senator Humphrey, the drug company Smith, Kline 
and French reported that between November, 1956, 
and December, 1957, the company tested thalidomide 
and decided not to market it because it “offered no 
clinical advantages over already available compounds.” 
This evaluation of the drug did not square with the be- 
liefs of either foreign drug companies, which were 
making thousands of dollars selling the drug, or of 
Merrell, which hoped to make a great deal of money 
from its pleasant sedative effect. A September 5, 1962, 
memorandum from Dr. Kelsey suggests a different reason 
for stopping testing: “It is now obvious that several 
cases of phocomelia [the thalidomide effect] occurred 
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during the clinical investigations of the drug in this 
~ country, One apparently occurring during the brief 
period of time that Smith, Kline and French had the 
drug under observation.” Since the case was over by 
this time, no major effort was ever made to fix responsi- 
bility for the drug company’s failure to report to the 
FDA the drug’s connection with deformity. In a brief 
follow-up investigation by FDA, two deformed babies 
born during the Smith, Kline and French tests could not 
conclusively be related to thalidomide. They had the 
appearance of thalidomide-caused deformity, but they 
had additional problems usually not related to thalido- 
mide. However, Dr. Kelsey still believes that knowing 
of those tests and the births of two deformed babies while 
she was considering the drug application might have 
been a great help in getting strong action sooner. She 
concludes her memorandum saying, “It is chilling to 
think that under the present laws, several companies 
could have suspected the teratogenic effect of the drug 
and quietly dropped their marketing plans without dis- 
closing the hazard. . . . It should be emphasized that 
the hazard of [the FDA] passing, through inadequate 
clinical testing, a drug like thalidomide, might within a 
short period of time destroy more lives than have been 
saved by so-called wonder drugs.” 1° 

Doubts about the FDA’s independence from the in- 
dustries it regulates were intensified by industry state- 
ments before the Interstate and Foreign Commerce 
Committee of the House of Representatives in August, 
1962. Industry successfully blocked FDA access to in- 
dustry records on the grounds that their secrets would 
be passed on to rival companies employing FDA inspec- 
tors in the future. 

Unable to view the mounting concern of Congress as 
a warning to change its policies, the FDA took a de- 
fensive position, claiming it was being victimized. In 

1962, as criticism mounted, the agency quietly sought to 
insert into the drug reform amendments language which 
would block Congress from access to agency files. The 
attempt had passed in the House, but failed in the 
Senate when Dr. Barbara Moulton pointed it out to 
Senator Kefauver. Instead of seeking to protect the 
public more vigorously from health hazards, the agency 
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sought to protect itself more vigorously from embarrass- 
ment. This attitude was summed up in an October 29, 

1965, memorandum to the Commissioner on the FDA 

and Congress: 

The FDA has been under continuous investigation by the 
Congress for almost a decade, and this continuous and con- 
temporaneous surveillance, this congressional “oversight” of 
the FDA goes on by and large with little pretense of legisla- 
tive purpose. The Congress is now prepared to advise and 
consent at any and all stages of executive decision-making. 
. . . It is the attempts to make headlines for their own sake, 

outside of any legislative requirements, to haze and harass 
the agency as a sort of public whipping boy, in order to cap- 
ture the attention of the news media, that does not arouse 
the sympathies of those, at least, who are aware of the neces- 
sities of the legislative process."? 

In October, 1962, the Second Citizens Committee 

Report on the FDA, though marred by a strong industry 
bias and seeking more freedom from regulation for the 
food and drug industries, documented accurately the 
serious administrative deterioration of the FDA. But 
the report argued that the FDA and industry should be 
brought into even closer co-operation. The Kefauver 
and Humphrey hearings and the Fountain hearings on 
prescription drugs (being held in the House by Congress- 
man Fountain of North Carolina) revealed that the 

FDA was in almost complete disorder. It had so lost 
sight of its obligations, was so lacking in professional 
scientific expertise, and so defensive about its failures 
that no effective regulation of major industries was 
being conducted. Some FDA “old hands” recall the 
Larrick era with a joke popular among agency personnel 

at the time. Referring to the deteriorated situation in 
agency drug-testing activities, they had said “try it on 
the Commissioner. If he doesn’t get sick, pass it.” On 
April 15, 1963, Drug Trade News reported an interview 
with Senator Humphrey in which the Senator accurately 
described FDA disintegration and its cause. “Mr. Hum- 
phrey has become convinced from evidence already 
adduced before his subcommittee that FDA is in a mess 
administratively. He -has said it needs dynamic new 
leadership. He believes Mr. Larrick has failed to provide 
this leadership and must bear the responsibility for 
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FDA’s failures. . . . He [Humphrey] believes that at 

~the appropriate time he [Larrick] should retire.” For 
the next three years the hearings into drug practices 
continued, revealing case after case of administrative 
breakdown in agency drug-control activities. 

Then in April, May, and June, 1965, Senator Edward 

Long of Missouri interjected a new issue into the 
controversy. His subcommittee of the Senate Judiciary 
Committee revealed that FDA used the most elaborate 
snooping devices of any government agency. He showed 
that in some cases convictions of offenders were based on 
violations of the law by FDA agents and directed at 
relatively minor crimes and criminals. His report made 
objective observers doubt the FDA’s maturity and 
responsibility as a law enforcement agency.!? Finally, 
in October, 1965, Commissioner Larrick resigned from 

his job, effective January 1, 1966. He left the agency 
in November, 1965, and Winton Rankin became Acting 

Commissioner. 
Solomon Friend, a well-known food and drug attor- 

ney, reports that Larrick wanted Winton Rankin to suc- 
ceed him as Commissioner. “Whatever influence I have 
Ill use for him,” Larrick is supposed to have said.!% 
Rankin rose to power as Larrick lost confidence and 
control. His ability to obscure, avoid, or confuse issues 

before Congressional committees provided the line of 
defense needed to minimize the FDA’s embarrassment at 
repeated revelations of failure. Rankin worked on the 
theory that Congress had limited time and resources 
that could be stretched to the point of ineffectiveness 
by delays and cleverly worked denials. He would delay 
the release of documents to committees seeking them, 

answer specific questions in a ponderous, rambling, and 
imprecise manner, and if necessary purposely create 
an impression exactly the opposite of the truth to gain 
time. Each hour spent with a Congressional committee 
was viewed as a trial of the moment to be gotten through 
with the least embarrassment to the agency. If embar- 
rassment could not be avoided, Rankin sought to de- 
flect it from the Commissioner and himself to some 
other person. 

Rankin’s closest competitor in the battle for the 
Commissioner’s confidence was Deputy Commissioner 
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John P. Harvey, who, like Rankin and Larrick, had 

worked his way to the top of the FDA from the ranks 
of the inspectors. Harvey was the Commissioner’s closest 
adviser until the Fountain Committee’s 1965 drug safety 
hearings caught him in a conflict of interest charge and 
his reputation was ruined. Harvey claimed to have dis- 
sociated himself from all decisions’ involving Abbott 
Laboratories because his brother was an officer of 
Abbott, but in one important drug recall case involving 
a sizable investment of Abbott’s, the Fountain Com- 

mittee discovered that at least one very important mem- 
orandum had gone directly to him.14 Harvey had the 
reputation for impeccable honesty within FDA circles 
but could not withstand the revelation of his apparent 
involvement in a conflict of interest and he left the FDA 
shortly after the hearing. His departure cleared the 
way for Rankin to become Deputy Commissioner. But 
when Larrick left the agency in late 1965, Rankin was 
blocked for the job of Commissioner, chiefly because of 
pressure from Congress. Dr. James Goddard got the 
job instead, but Rankin continued to consolidate his 
control over the agency. Goddard received the job on 
the theory that a “scientist” in the job would do more 
for the agency’s image than a “cop.” He did do a great 
deal for the image of the agency, keeping it constantly 
on the newspapers’ front pages. But he felt that he had 
to have help from someone familiar with the agency to 
keep its internal affairs running smoothly. He appointed 
Rankin as his deputy. 

As a result, the internal workings of the agency fell 
mainly into Rankin’s hands. He gained control of the 
promotion process. He administered the agency’s man- 
agement-training program, including a one-year manage- 
ment institute course, attendance at which became a 

virtual prerequisite for promotion; it gave Rankin an 
opportunity to evaluate the “students,” particularly on 
the basis of their agency loyalty. Rankin saw to it that 
known critics, particularly those who had co-operated 
with Congress, were not promoted. Maurice Kinslow 

was placed in charge of Congressional relations and 
continued the strategy of foot-dragging and obfuscation 
with Congress, performing for Rankin essentially the 
same function as Rankin had performed for Larrick. 
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The near-unanimous opinion of FDA personnel and 
observers interviewed during the 1969 Nader Summer 
Study was that the FDA deteriorated significantly and 

~ rapidly under Goddard’s leadership, largely because of 
Rankin’s iron grip over internal workings of the agency. 
Goddard left in July, 1968, and his Director of the 
Bureau of Medicine, Dr. Herbert Ley, took over the 
agency. Rankin continued to run the agency internally, 
it continued to deteriorate, and Ley left in December, 
1969. This time Rankin’s obstructions and failures were 
clearly identified and he was removed from the agency 
with Ley. 

The most striking fact about the FDA’s obstructionist 
and unresponsive attitude in Congress was its success. 
By wasting Congressional time and avoiding important 
questions, the FDA leadership was able to minimize 
awareness of the extent of its incompetence and its 
failure to protect the public interest. The Congressional 
committees looking at drug failures dealt only super- 
ficially with the problems they examined. (For example, 
the problem of antibiotic combinations is still haunting 
the FDA with reports of deaths and injury from drugs 
said by the National Academy of Sciences to be inef- 
fective for their claimed purposes.) And the committees 
failed to look seriously at anything outside of the drug 
field. In spite of the fact that a national debate raged 
over the use of pesticides in the early 1960’s, no Con- 
gressional committee seriously tried to piece together 
the extent of FDA failure to perform its pesticide con- 
trol duties. In spite of the fact that the 1958 and 1960 
additive amendments had been passed to give power to 
the FDA to control chemical additives to food, no Con- 

gressional committee sought an explanation of how 
effectively the agency was doing. In short, by dragging 
out the drug investigation, FDA spokesmen like Rankin 
were able to avoid exposure in the other areas of FDA 
responsibility. In avoiding embarrassment they also 
covered up a total breakdown of FDA food protection 
policies equal to the breakdown in the drug area. 

The FDA success in avoiding a close look at its food 
protection activities must be recognized as one of the 
great victories of bureaucratic in-fighting. The FDA 
effectively obscured for the Congress and the public 
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the fact that food protection and drug control are in- 
extricably bound together. Henry Welch’s decisions 
on antibiotics were crucial in getting those drugs into 
food-producing animals. The fact that he acted as the 
prime apologist of the antibiotic drug industry, con- 
vinced of the drugs’ value and doubting their problems, 
in itself should cause a thorough reView of the entire 
practice of adding antibiotics to animals or their feed. 
Animal feed amendments were adopted in 1968, but 
like the food additive and pesticide control laws, they 
assume that there is a need for the chemicals they are 
designed to regulate. It is this assumption which the FDA 
should be evaluating. Dr. Moulton, whose testimony 
about drug control failure before the Kefauver Commit- 
tee so damaged and enraged agency officials, left her job 
not over the question of drugs but rather over the way in 
which the agency was preparing the Generally Recognized 
As Safe list of food additives, which was supposedly 
authorized by the law but which grew to proportions far 
beyond what the law intended. Dr. Moulton complained 
to the Kefauver Committee that the list had been pre- 
pared without the serious consideration of potential 
health hazards associated with several of the items on 
it.!5 John Harvey, whose brother was an officer of Abbott 
Laboratories, did not exclude himself from a crucial deci- 

sion on cyclamates, the prime producer of which was 
Abbott Laboratories. In 1965 he reversed the long- 
standing FDA policy that sugar and cyclamates could 
not be used in the same product. This crucial decision, 
which had been sought by several small and less well- 
connected companies earlier, made it possible for the 
industry to produce food products containing cyclamates 
that were not intended solely for use as special foods for 
diabetics, causing a major economic breakthrough in the 
diatetic food business. Harvey probably made his deci- 
sions with the best and most honest intentions. But they 
did raise serious questions. All of these indications of 
flaws in the FDA’s actions in the food field came out 
simultaneously with the breakdown of the FDA’s drug- 
control activities, but none was actively pursued by the 
Congressional committees investigating the FDA. They 
had their hands full trying to pry information on drugs 
loose from the reluctant and slippery FDA bureaucracy. 
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Unfortunately, Commissioner Charles Edwards, in 
.charge of the agency since the middle of December, 
1969, seems unable or unwilling to change the pattern 
of the FDA relationship with Congress. Too many of 
the old Rankin-trained bureaucracy are still in key 
agency positions. In the agency’s first Congressional 
appearance after Edwards took over, the same old 
diversions, denials, and distortions studded the testimony. 
Maurice Kinslow was one major FDA spokesman on 
that occasion. 

Commissioner Edwards seems determined to ignore 
the past mistakes of the agency, calling them ancient 
history not important in his “new ball game.” But 
perpetuating the old FDA attitude toward Congress 
will destroy any hope of effectiveness the agency still 
has. It must convince Congress that it is responsible 
if it is going to receive support for the additional au- 
thority that it must have to be effective. As part of its 
campaign to impress Congress with its new vigor and 
responsibility, the FDA should seek a vigorous and 
responsible expansion of its authority. In the field of 
labeling it should propose legislation to require the 
labeling of all chemical additives to food and prepare 
a consumer dictionary of food additives so that con- 
sumers can be meaningfully informed of what they are 
eating. All foods should be labeled grade A, B, or C, 

for example, so that consumers know when they are 
paying for quality and when they are paying for ad- 
vertising. They should also be labeled so that the per- 
centage of the most valuable constituent present in the 
food is clearly identifiable. This would mean labeling 
30 per cent meat in frankfurters, 10 per cent orange 
juice in orange juice drink, or 10 per cent beef in 
Beef Stroganoff, if that is the case. This kind of labeling 
would enable the consumer to use his food dollar 
effectively. 

In addition to comprehensive additive labeling laws, 
the agency should seek more control over additives. 
The Delaney Clause should be expanded to exclude 
from the food supply any substance that causes birth 
defects or genetic damage, as well as cancer in animals, 
until it is established that such additives will not ad- 
versely affect people. Senator Gaylord Nelson of Wis- 
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consin has introduced a bill to accomplish that goal. 
This Nelson bill also abolishes the Generally Recog- 
nized As Safe list in accordance with the observation 
of the White House Conference on Food, Nutrition and 
Health Food Safety Panel that long usage is no longer 
a sure proof of safety. (The panel did not go as far 
as the Nelson bill but did call for much stronger review 
procedures of the GRAS list.) A second Nelson bill 
seeks to set up an FDA testing facility for all drugs. 
The concept of this bill could well be applied to both 
pesticides and food additives. The FDA would have 
a laboratory that conducts evaluation testing of chemi- 
cals but whose cost is paid for by the industry seeking 
the test. 

An alternative plan, perhaps more acceptable because 
it is less bureaucratic, would be legislation developing 
a chemical testing referral board. Such an organization 
could be established within the FDA and have the 
authority to refer requests for testing from the chemical 
industry to independent laboratories. For example, a 

company like Abbott seeking to get an evaluation of a 
chemical like cyclamate would contact the board with 
a request for testing. The board then would refer the 
chemical, according to a set of clearly defined guide- 
lines, to an independent laboratory. As the system now 
stands, the company goes directly to the laboratory; 
the result is that an unhealthy business relationship 
tending toward bias builds up between the test lab and 
the company that retains it. The referral board would 
avoid this close business contact. The guidelines for 
operation should include a rotation system that blocks 
any single laboratory from testing all or even a majority 
of a given company’s chemicals. Also, the guidelines 
should include accreditation for the laboratories. Pre- 
sumably, the application presented by FDA-accredited 
and policed laboratories would be in the proper form 
and be submitted by the proper procedure. (Currently, 
approximately one half of all food additive petitions 
are rejected because they are in improper form or lack 
proper support.) The referral board would actually 
benefit the development of the chemical industry and 
would help, not hinder, the marketing of products that 
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are safe and effective and necessary for their announced 
~purpose. 

Information that accurately describes the safety and 
quality of food products should be available to the 
consumer. Therefore, in accordance with the recom- 
mendation of the White House Conference Food Safety 
Panel, all TV or radio food advertising that makes 
claims of safety or nutrition should be filed with a 
Federal agency (the FDA would be appropriate) prior 
to broadcasting. This would enable the regulatory 
agencies to enforce laws against false advertising already 
in existence and to head off possible violations before 
advertisers have gone to the tremendous expense of 
buying and using broadcast time. 

There are important methods for informing and 
protecting the public from potential dangers related 
to food. The frozen food industry, for instance, could 
add to its package a device which has now been de- 
veloped to indicate whether or not the package has 
been thawed since packing. A small button on the 
package changes color when the food inside thaws 
and does not change back if it is refrozen. Some scien- 
tists are concerned about the spoilage of baby food if 
it is opened prior to the time of purchase. A cover 
which indicates food that has been opened after packag- 
ing but prior to purchase has been developed but is 
not now in widespread use. All drug and vitamin 
bottles should have the now available cap that cannot 
be opened by children. These kinds of safety and 
information devices should be required to give more 
protection to the consumer and his pocketbook. The 
FDA should seek additional legislative authority to 
make such requirements. 

In the pesticide area, the FDA should seek legislation 
to shift the current burden of responsibility for pesticide 
control. At present, the Pesticide Regulation Division 

of the Department of Agriculture certifies and registers 
pesticides on the basis of its judgment as to whether the 
pesticide will actually work; the division then seeks an 
advisory opinion from the FDA about the safety of 
the pesticide, an opinion which it is not bound to 
follow. Now that the concern about pesticides has 
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shifted from doubts about their effectiveness to doubts 
about their safety, the authority to certify and register 
pesticides should be given to the FDA. It should make 
the determination on the basis of safety, with an ad- 
visory opinion from the Department of Agriculture 
about the effectiveness of the pesticide—an opinion 
that the FDA should not be bound.to follow. In this 
relatively easy way Congress can legislatively recognize 
the important concerns about pesticide safety which 
have until now been minimized. 

In the field of enforcement, the FDA needs the 
authority to conduct much more thorough and vigorous 
inspection of food-producing facilities—including the 
authority to inspect plant records showing what in- 
gredients and additives are used. The legal subcommittee 
of the Food Safety Panel of the White House Confer- 
ence recommended that the drug plant inspections 
system be applied to foods. This would require register- 
ing the plant with FDA, allowing complete access to 
all records, including complaint files, batch formulas, 
and quality control records, and a regular inspection 
every two years in addition to a number of other im- 
portant requirements. The recommendation was not 
adopted by the full panel but should receive further 
consideration. 

These legislative goals are a modest beginning which, 
if achieved, could open the possibility of serious consid- 
erations of the more fundamental problems of food 
protection and FDA failure. Each of the steps will be 
vigorously opposed by the food-producing industries 
which have a vested interest in the current legal arrange- 
ments. The FDA could make a grand contribution to 
its credibility and effectiveness if it forthrightly and 
vigorously embraced these goals. Unfortunately, the 
current attitude of the agency is the safe, stand-pat, de- 
fensive caution that has led it into repeated mistakes. 
Unless the new Commissioner seeks new advisers knowl- 
edgeable about consumer concerns in the food and 
drug field (at present he seems unwilling even to make 
the attempt), the next decade will be a repetition of the 
last. 



no The Commissioner 

“There are perhaps few men who can for 

any great length of time enjoy office 
and power without being more or less 

under the influence of feelings 

unfavorable to the faithful discharge 

of their public duties. Their integrity 
may be proof against improper consid- 

erations immediately addressed to 
themselves, but they are apt to acquire 

a habit of looking with indifference 

upon the public interest and of 
tolerating conduct from which an 

unpracticed man would revolt.” 

—President Andrew Jackson, 

First Inaugural Address, 1828 

FDA Commissioner Charles C. Edwards is rapidly be- 
coming a practiced man. In three interviews with the 
author conducted on December 22, 1969 (one week 

after he took office), January 26, 1970, and February 2, 

1970 (the date a major FDA reorganization became 
official), it was possible to watch the Commissioner’s 
admirable determination to whip the FDA into shape 
dissolve. The erosion of conviction that results from 
constant interaction with a professional bureaucracy 
that values effective self-defense above sacrifice in the 
public interest has begun to take hold of the “new” 
FDA. The three interviews were disturbingly like a 
similar set of interviews, also conducted by the author, 
with Dr. Herbert Ley while he was Commissioner of the 
FDA. 

The disintegration of resolve that grips each successive 
FDA Commissioner is best described against this back- 
ground of bureaucratic insensitivity. The insensitivity 
has very practical causes. Though charged with the duty 
of public protection, even the best-intended FDA official 
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must respond to the realities of everyday life at the 
office. These realities discourage public-spirited action. 
Two weeks after being ousted as FDA Commissioner, 
Dr. Herbert Ley told Richard Lyons of The New York 
Times that he had been under “constant, tremendous, 

sometimes unmerciful pressure” from drug companies 
regulated by the FDA.! : 

In August, 1969, former Associate Commissioner 
Kenneth Kirk told Life magazine writer Jack Newfield 
that both the White House and the office of Georgia 
Senator Richard Russell called the FDA in 1965 to 
express “interest’’ in the outcome of the Atlanta-based 
Coca-Cola Company’s campaign to avoid labeling caf- 
feine on its cola product. The campaign succeeded 
despite nearly unanimous opposition from the FDA 
staff members. The various FDA food standards and 
exemptions now in force read like a catalogue of favors 
to special industrial interests. The red coloring used in 
maraschino cherries is excluded from all other foods. 
The presence of MSG must be listed on all products 
except mayonnaise, French dressing, and salad dressing. 
Altogether, the fine tailoring of food standards in re- 
sponse to special pleaders has allowed the use of 485 
food chemicals and other ingredients without their in- 
clusion on product labels. Pressure from special interests 
and its results are a constant reality-which all FDA of- 
ficials must routinely consider. 

Hundreds of conferences between FDA officials and 
industry representatives take place every month. The 
participants decide on pesticide tolerances, determine 
the use of food additives, exempt certain food chemicals 
from the usual regulations, and establish food standards. 
Never is an interest other than that of industry pre- 
sented to the FDA officials in these conferences. Thou- 
sands of decisions are made quietly, confidentially, and 
without any direct supervised reference to consumer 
desires. Hearings on the regulation exempting colas and 
Dr. Pepper from caffeine labeling were never held in 
spite of over fifty letters (an unusually high expression of 
interest on a food standard) opposing the exemption. 
Dozens of items were added to the Generally Recog- 
nized As Safe list in spite of specific objections from 
one or more scientists. In one meeting representatives 
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of the G. P. Scheerer Corporation, which sold food to 
the Sears, Roebuck Company, argued that the GRAS 
list should be expanded because of “the attitude of Sears, 
Roebuck. That firm does not want anything but GRAS 
items on its private-label products.” Little was said by 
the company about safety. In 1961 Fred Mack and Ed 
Harding, attorneys for General Foods and Kellogg, re- 
spectively, met with FDA official M. R. Stevens to discuss 
a certain labeling requirement. Stevens’ memorandum 
of that meeting suggests the nature of these closed-door 
encounters. “He, Mr. Harding, frankly stated, however, 

if we were going to have a negative viewpoint about the 
whole affair and felt we could not give them a favorable 
answer, he would rather just reach his own decision 
without asking for a formal opinion and go ahead and 
declare it in that fashion with the feeling and the hope 
we would do nothing about it. He asked which approach 
I felt was desirable.” 2 

Meeting after meeting with industry attorneys and 
representatives are recorded in FDA files. Rarely is 
there an indication of meetings with consumers. Rarely 
is there a statement supporting the consumer interest. 
Rarely is there a record of consultation with a critic of 
the FDA or the food industry. As a result of this mas- 
sive and routine interaction with industry, FDA officials 
are well informed about industry problems, particularly 
aware of industry strength, and organized to cope 
with industry dissatisfaction. The FDA cannot effectively 
protect a public interest that it does not routinely at- 
tempt to discover and therefore is unable to define. 

An instinct for protecting the bureaucratic flank 
against probable pressure and a familiarity bred by con- 
stant awareness of potential industry opponents leads 
most FDA bureaucrats away from strong regulatory 
action. The stick of possible conflict with industry is 
accompanied by the carrot of a possible job in industry. 
Their bias is against strong action because it invariably 
causes big problems—particularly for the bureaucrat. 
An easy to understand but self-defeating rationale is 

used to justify this purely practical caution. The FDA 

staff constantly tell themselves that theirs is the primary 

consumer-protection agency in the country, and that 

anything that injures the agency injures the consumer. 
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Therefore, they argue, their first job is to protect the 
agency. Using this rationale, they are led to weigh the 
importance of the public interest against the power of 
those who oppose it. The public interest then becomes 
a token to be bargained in negotiation rather than a 
standard to be protected against all violators. 

When Dr. Edwards took over as Commissioner all he 

knew about were the failures, he knew nothing of their 
causes. Like Dr. Ley before him, he vowed to clean up 
the place. In their first encounters with a Nader investi- 
gator both were eager, confident, and willing to risk a 
great deal in a major effort to get an obviously misguided 
agency back on the right track. Dr. Ley spoke of “‘find- 
ing where the bodies are buried,” and getting all the 
facts that could lead to a cleanup. Dr. Edwards said, 
“There are a lot of guys behind the drapes waiting to 
shoot my head off,” and insisted he was eager to engage 
in battle. Both men were well aware that they were in a 
tough spot where competent and well-intended men had 
failed before them. By the second interview, each man 
had been subject to several weeks of eroding interaction 
with the bureaucracy. Dr. Ley, less secure though still 
eager for reform, asked Kenneth Kirk, Associate Com- 
missioner for Compliance, to sit in on the interview to 
gain the advantage of Kirk’s more than thirty years ex- 
perience with the FDA. Each endorsement of reform 
Ley suggested during the interview was blunted by Kirk. 
When the Commissioner agreed that a freer public infor- 
mation policy could easily be followed, Kirk reminded 
him that all FDA files contain “trade secrets” and there- 
fore cannot be made accessible to the public. When Ley 
showed interest in the fact that certain food additives 
had been unnecessarily exempted from regulation, Kirk 
dampened that interest with all the soothing arguments 
that have issued from the FDA since 1907. Finally, when 
warned that food and not drugs could possibly be the 
major problem facing the administration, Ley agreed, 
saying that he had, at the urging of his staff, planned a trip 
to each district and would probably look at several food 
plants. Such a gesture is typical of bureaucratic super- 
ficiality. It gives the appearance of looking while assur- 
ing that nothing will be discovered. A brief visit to offices 
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manned by bureaucrats practiced in disguising problems 
is unlikely to reveal basic flaws. 

In his second interview, Edwards was already as much 
a captive of the bureaucracy as Ley had been at his 
second interview. He announced that he intended to 
appoint Maurice Kinslow, Rankin’s protégé and a long- 
time apologist for FDA failure, as his Assistant Com- 
missioner for Program Co-ordination. Kinslow had 
served as special assistant to the Commissioner and 
chairman of the Commissioner’s reorganization com- 
mittee during the six weeks of change-over. Edwards, 
inexperienced in the treachery of bureaucratic Washing- 
ton, had been impressed by the ease with which the 
old hand had led him through the perils. “Three times 
in the last two weeks I had important decisions I wanted 
to announce and each time Kinslow pointed out some- 
body hiding behind the curtain waiting to shoot me 
down. He’s too important, I need him.” It would be 
interesting to know what major decisions Commissioner 
Edwards had thought so important, what arguments 
were used to change his mind, and what interests were 

sacrificed by that change. 
In one subsequent interview with Edwards and sev- 

eral with Ley, both men showed the onset of the final 
stages of bureaucratic paralysis. Each man had lost the 
ability to distinguish his own personality from that of the 
agency. Any critic of the agency was a critic of the man 
leading it. Any failure of the agency was a personal 
failure which had to be justified and not merely acknowl- 
edged as an honest agency mistake requiring immediate 
attention and correction. So Dr. Ley acknowledged that 
the evidence he had presented to prove that MSG was 
safe had, in large part, not really existed, but he still 

insisted that his conclusion had been correct. He pub- 
licly claimed not to have seen the chicken embryos de- 
formed by cyclamates, but privately said he’d seen them 
but “didn’t understand their significance.” And he justi- 
fied the fact that he had not issued a fat labeling regula- 
tion, in spite of urging such regulations as head of the 
FDA’s Bureau of Medicine two years earlier, because 

“things look different from the Commissioner’s office.” 
By his seventh week in office, Dr. Edwards had begun to 
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move in the same direction. Presented with a serious 
indictment of the present caliber of science in FDA dis- 
trict offices, including strong evidence to support the 
charges, he vigorously repeated his public statement of 
a few days earlier saying, “I am not interested in dwelling 
on alleged past failures of this agency.” He repeated sev- 
eral times, “These are my decisions and I will have to live 
with them. If I don’t make it then I don’t make it.” And 
finally he pointed out that at the urging of his staff he 
did plan to make a trip to the various district offices to 
see their condition. If he continues in the direction in 
which he has started, some time in the next twelve to 

eighteen months, between the middle and the end of 
1971, Dr. Edwards will go the way of Dr. Ley. 

Such a tragedy should not be allowed to happen. Dr. 
Edwards’ early resolve must be restored. Some of the 
intolerance of the unpracticed man that causes outrage 
at the violation of the public interest must be allowed to 
triumph over bureaucratic caution. This can only be 
doneuf the FDA is opened up to the expression of senti- 
ment from the public so that its future decisions can be 
arrived at by the joint effort of consumers and producers, 
citizens and scientists. If the agency is allowed to remain 
the closed preserve of an isolated Commissioner, privy 
only to the counsel of Kinslow-type bureaucrats, it, the 
Commissioner, and the public interest are doomed. Dr. 
Edwards has made halting steps toward salvation of the 
organization. He has announced his intention to ap- 
point a consumer advisory group to the Commissioner 
and has begun looking for people to serve on it. (For 
some reason even this beginning step may be in danger. 
A plan to establish two advisory committees, one for 
drugs and one for foods, is being suggested by some 
advisers. Such a division would be an unfortunate waste 
of resources and energy. The same representatives of 
consumer opinion can easily serve in both areas.) Pri- 
vately, Dr. Edwards has indicated a willingness to ap- 
point a special assistant for consumer affairs, a person 
with the confidence of the consuming public, but he has 
made only limited efforts to find such a person. As slight 
as these moves toward citizen involvement in the agency 
are, they do provide at least some hope that under its 
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new Commissioner the FDA might place defense of the 
public interest ahead of protection of the food industry. 

’ But there are far clearer indications that the change 
will be superficial. The crucial focal point of the FDA 
reorganization ordered by Secretary Finch at the end of 
1969 was the removal of Deputy Commissioner Winton 
Rankin and Associate Commissioner Kenneth Kirk. 
More than any other aspect of the reorganization, their 
removal from office suggested that HEW, embarrassed 
by the declining prestige and continuous failure of FDA, 
seriously intended to reform the agency. Therefore it 
was with shock and dismay that FDA observers both 
inside and outside the agency learned that as one of 
his first acts newly appointed Commissioner Edwards 
had recalled Rankin to his job. “I’ve got to have some- 
body,” Edwards said in the December 22, 1969, inter- 

view. Only after members of the HEW reorganization 
team were informed of this attempt, however unwitting, 
to undermine their major reform, was Rankin perma- 
nently moved out of the FDA. 

Although Rankin is gone, Dr. Edwards’ reliance on 
Maurice Kinslow continues. Depending on Kinslow’s 
advice will insure short-term bureaucratic survival at the 
cost of long-term public interest. And Commissioner 
Edwards’ choice of Larry Pilot for special assistant re- 
veals how slender are the hopes that he will institute 
real change at the FDA. A twenty-nine-year-old lawyer 
and pharmacist who came from the job of special as- 
sistant to Assistant HEW Secretary Egeberg, Pilot pre- 
viously spent three years on the staff of the American 
Pharmaceutical Association and three years with the 
Pharmaceutical Manufacturers Association. While this 
former association with the major drug industry lobby 
groups should not disqualify him for service with the 
FDA, it is not unfair to assume that he does not come 

to the agency with a consumer bias. He represents a 
familiar career pattern in which the final goal and re- 
ward is a high-paying job in the drug industry. Kinslow’s 

and Pilot’s backgrounds, combined with the Commis- 

sioner’s own record of several years’ service in the 

American Medical Association, cause justifiable appre- 

hension for consumer welfare, particularly when the 
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agency is part of a national Administration which, in 
two bruising battles, has allowed the drug industry and 

the AMA to block Secretary Finch’s choice of Dr. 
Warren Knowles for Assistant Secretary for Health and 
Science, and former Commissioner Ley’s choice of Dr. 
John Adriani for Director of the FDA Bureau of Medi- 
cine. Perhaps Dr. Edwards was making a keynote re- 
mark in his first public statement, when he said that the 
FDA should work more closely with industry. 

The first regulatory decision signed by Dr. Edwards 
was ominous, too. During Christmas week of 1969 he 
delivered a present to the producers of food containing 
cyclamates by signing into the regulations new labeling 
requirements that paved the way for foods with cycla- 
mates to reach the marketplace labeled as “drugs” in 
spite of their unproved safety and in spite of the Delaney 
Clause, under which cyclamates were withdrawn. So 
the Commissioner who promised to work more closely 
with industry as his first regulatory action laid the 
groundwork to save part of the food industry $100 mil- 
lion in already packaged goods by allowing a substance 
which has caused cancer in animals to continue in our 
food supply. 
When it is also realized that as part of the HEW re- 

organization the FDA was removed from the Consumer 

Protection and Environmental Health Service (CPEHS), 

which had exposed some of FDA’s most gross distortions 
of fact and law, the future of the consumer interest be- 

comes more bleak. It is true that CPEHS intervened far 
too much in the day-to-day operations of the FDA. How- 
ever, it was not necessary to remove the FDA from 
CPEHS to eliminate their duplication of work. As bad 
as CPEHS might have appeared, it did force review of 
the FDA’s pesticide monitoring program. It did force 
a NAS study of cyclamates. It provided an opportunity 
for routine questioning of FDA decisions at a level below 
that of the Secretary. The relationship of the two agen- 

cies could have been redefined, allowing the FDA to 
report directly to the Secretary of HEW but requiring 
CPEHS to oversee and co-ordinate FDA activities with 
other environmental agencies under its control. This 
arrangement would have had the significant advantage of 
subjecting significant problems to varying points of view, 
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providing the Secretary with more than one set of infor- 
mation and one outlook upon which to base his decisions. 
The removal of the FDA from CPEHS supervision—a 
move Winton Rankin had campaigned for—has serious 
negative implications for consumer protection. 

The HEW reorganization included the removal of two 
CPEHS information officers, Thomas Williams and Paul 

Schutte, for political reasons, who were both knowledge- 
able about FDA operations and who had steered the 
FDA away from several policy blunders. The elimination 
of any meaningful HEW overseeing of the FDA shows 
with deadly accuracy the direction of the much-touted 
reorganization. 

The next twelve months of the FDA’s life will be per- 
haps the most telling in its confused history. More than 
once in this century the agency has been the focal point 
that made and broke powerful political interests; now, 

with the battle for a clean environment underway, with 
President Nixon already singling out the agency for 
specific attention in his consumer message (something 
rare in Presidential messages), the FDA is clearly going 

to be at the center of major political battles once again. 
In this context, the beginning of the “new” FDA is 

ominous. 
Fortunately, Dr. Edwards’ current entrapment by old 

bureaucrats and old bureaucratic ways is not neces- 

sarily permanent. During the next twelve months it will 
be well within the Commissioner’s power to make deci- 
sions that can reverse the course of FDA history. Of 
course he will have to have the support of his political 
superiors, HEW Secretary Finch and President Nixon. 

But if the active leaders of the movements to clean up 
the environment and protect the consumer recognize the 
crucial role the FDA plays in their campaigns, they 
can bring the kind of public pressure on the President 
and the Secretary that will cause them to support the 
proper decisions of the FDA Commissioner. 

The FDA is charged with the enforcement of the most 
potent set of laws designed to control the input of chemi- 
cal pollutants into the environment. It regulates drugs, 
cosmetics, pesticides, and food additives. Any effort to 

clean the dangerous chemicals out of the environment 
must focus in great part on cleaning up the FDA. Too 
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often the agency has expended its limited resources in 
untangling the details of a complicated regulatory deci- 
sion that deals with a single specific problem such as the 
safety of individual GRAS-list items, the evaluation of 
food additives petitions, or the setting of a specific pesti- 
cide tolerance. What is needed is a basic reorientation of 
the agency’s approach to its major programs, particu- 
larly those affecting food. 

Specifically, the FDA should face up publicly to what 
it knows privately about food additives regulation—that 
the program is a mess. It should establish as its basic 
guideline the observation of the Food Safety Panel of 
the White House Conference on Food, Nutrition, and 

Health: “It is essential that the chemical environment be 
controlled as completely as possible. The traditional or 
long-continued use of any additive can no longer be 
considered to be sufficient evidence of safety.”’ With this 
statement as its guide, the agency should move to gain 
control of food additives. It should recommend that 
Congress abolish the Generally Recognized As Safe 
concept and the list that goes with it. In the meantime, it 
should by regulation drastically decrease the number of 
items on the present list, removing each chemical about 
which there is even a single doubt. Next, it should explore 
procedures to decrease the current rate of food additive 
petitions submitted by industry which do not meet re- 
quirements (almost 50 per cent), and break down the 

close relationship between developers of food additives 
and the laboratories that test them. This could be ac- 
complished by establishing a referral board within the 
agency. Similar procedures could easily be developed for 
color additive and pesticide testing. Of course the FDA 
must recommend the extension of the Delaney Clause 
principle to those chemicals that cause birth defects or 
genetic damage in animals. None should be allowed in 
human food until proven safe. 

The food standards program must be treated in the 
same over-all way if any meaningful reforms are to be 
achieved. Again, the White House Conference provided 
the basic guideline for labeling, the prime function per- 
formed by food standards. In addition, the current quib- 
bling about what consumers think a good chemical name 
on the label means should be eliminated by the simple 
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expedient of creating a food chemical dictionary or 
compendium—also recommended by the White House 
Conference. Made easily available to consumers, the 
compedium could list in alphabetical order all the chemi- 
cal names that appear on any can of food and explain 
their functions and any possible dangers in consuming 
them. 

The most important general policy that the FDA must 
adopt was also enunciated by the White House Confer- 
ence: “Inasmuch as the consumer is the primary con- 
sideration in deliberations on the safety and adequacy 
of the food supply, the consumer must be represented on 
panels convened to examine these problems.” 3 

In everything the FDA does, whether it be re-evalua- 
tion of the food additive program, reorientation of the 
food standard procedure, preparation of a food additives 
manual, or establishment of a board of referral, the con- 

sumer must be part of the decision-making process. To 
assure that consumers are not bypassed in the rush of 
day-to-day activities, the Commissioner must immedi- 
ately appoint his Consumer Council and with their aid 
and the aid of external consumer advocates find a suit- 
able special assistant for consumer affairs. In addition, 
the FDA should make available to the press and the 
public the memoranda currently prepared by agency 
officials after each of the dozens of meetings every 
day with special-interest representatives trying to influ- 
ence agency actions. 

All of this activity must be undertaken immediately if 
the direction of deterioration at the FDA is to be re- 
versed. The Food and Drug Administration has not 
effectively protected the food supply from pollutants 
which are potentially dangerous to the American con- 
sumer. In addition, it has not begun to fulfill or even 
to recognize its role in combating the alarming effects of 
hunger and malnutrition that stem from the economi- 
cally limited availability of a safe and wholesome food 
supply. The first three months of Commissioner Edwards’ 
administration indicate that the new Commissioner’s 
philosophy is “business as usual.” The same mistakes, 
made for the most part by the same people, appear to 
be the future of this crippled regulatory agency. If the 
agency is effectively to meet the challenge posed by the 
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need to provide better, safer, and more abundant food 
to the American public, it will need additional resources 
—legal, economic, and scientific. However, it is impos- 
sible to carry additional sand in a torn sack. Without 
new imaginative leadership, giving the FDA additional 
resources will be throwing good money after bad. 

Dr. Barbara Moulton pointed out at the Kefauver 
hearings: “No amount of increased budget will com- 
pensate for the gaps in the law, nor will any conceivable 
appropriations of millions of additional dollars do the 
job unless it is administered by individuals capable of 
understanding the real public health significance of the 
problems with which they must deal, willing to look at 
scientific fact and able to understand and evaluate them, 
and interested more in the public welfare than in the 
financial gains of the industries which they regulate.” 

The FDA has many dedicated, qualified people at 
every level, all of whom have enemies within the 

agency. The dedicated personnel should be singled out 
and supported; their opponents should be opposed and 
removed if necessary. But so far Commissioner Edwards 
has shown an inability to distinguish those advisers who 
are concerned with the public interest from those who 
are not. In the classical bureaucratic pattern, he has made 
the judgment that if they support the Commissioner they 
are good and if they do not they are bad. As long as 
protecting the Commissioner and not the public assures 
success for FDA officials, disintegration will continue. 



concLusion Lessons from a 

Summer Study 

“T’ve just told you a great deal of 
information which I’ve never told 

anyone else. Can you tell me why?” 

—FDA official to a group of Nader 
student investigators, August, 1969 

The 1969 Ralph Nader Summer Study of the Food and 
Drug Administration’s food protection activities was 
based on the conclusions of a preliminary report pre- 

pared during the summer and fall of 1968. Two students, 
James Turner, of the Ohio State University College of 
Law, and Robert Rideout, of the Princeton University 
Woodrow Wilson School of International Affairs, had 

been assigned by Ralph Nader to prepare the 1968 
report. Based on interviews with present and former 
agency personnel, the preliminary report highlighted 
major problem areas in the FDA structure, including the 
control of cyclamates and other food additives, the fail- 
ure of decision-makers to use scientific information 
effectively, and the misuse of food standards. In 1969 
sixteen students or recent graduates (some of the 110 

students who worked on the Nader Summer Studies that 
year) were divided into teams of two and assigned to 
research in depth each of the ten identified problem areas, 
with two groups researching two related areas. This 
book, The Chemical Feast, developed out of research con- 
ducted by these students during the summer and by the 
author throughout 1968 and 1969. 

The procedure of the Nader Summer Study Project 
was unique for a research effort. While the students 
spent many hours in the traditional library search for 
academic explanations of the problems they had dis- 
covered, the real heart of the project was the interviews 
with responsible agency officials and the collecting of 
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official documents from them. In their four months of 
activity the sixteen members of the Nader team conducted 
over five hundred separate interviews, collected over ten 
thousand documents, and became regular fixtures in 
FDA libraries, reading rooms, and offices. Because of 

their daily presence at the agency, the students had an 
almost immediate impact upon FDA activities. The 
agency itself was eager to help. Commissioner Herbert 
L. Ley, Jr., and C. C. Johnson, his immediate superior 

in the Department of Health, Education, and Welfare, 

directed all employees to aid the investigation, and the 
Commissioner and his staff made themselves available 
whenever possible to discuss information as it became 
available. They were glad to co-operate for their own 
reasons as well as simply to be helpful. In June, 1968, 
Theodore Cron, then Assistant FDA Commissioner for 

Information and Education and key adviser to Commis- 
sioner James Goddard, said in an interview that he wel- 

comed the Nader investigation because he felt that 
several divisions of the agency were functioning badly 
and either intentionally or out of incompetence were 
providing the agency leadership with inaccurate or in- 
complete information. Many officials of the FDA who 
served under Dr. Ley seemed to share this view. The 
facts uncovered by the students supported it as well. 

For the most part, the students who worked on the 
FDA investigation, both in 1968 and in 1969, began 
with faith in the quality of the American food supply but 
also with some skepticism, inspired primarily by (1) 
Ralph Nader’s revelations in 1967 and 1968 that meat 
and poultry quality was not as high as had been widely 
assumed and (2) the realization that the FDA was a 

regulatory agency and therefore probably afflicted with 
the same bureaucratic density, inefficiency, and self- 

justification uncovered in other regulatory agencies 
brought under close scrutiny. It is fair to say that none 
of the students expected to find in the FDA the shocking 
disarray and appalling failure of responsibility that their 
investigations revealed almost daily. As the number of 
altered documents, misrepresented facts, and suppressed 
studies began to mount, the students’ initial skepticism 
changed to a deep doubt about all the agency’s activities 
and finally ended in the conviction that most agency 
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efforts were a failure. The fact that most of the distortion 
and failure related directly to the safety or quality of 
food served to heighten their concern. 

The first specific study the group completed con- 
cerned the Coca-Cola—Dr. Pepper fight to obtain a regu- 
lation that allowed the addition of caffeine to cola drinks 
and the Dr. Pepper drink without announcing the addi- 
tion on the label. Agency documents showed that the 
overwhelming sentiment ot the FDA officials involved 
in the decision was to require labeling. The record also 
showed strong reasons for following such a policy. But 
the first act of Commissioner James Goddard, taken 

four days after assuming office, was to sign a regulation 
that allowed the addition of caffeine without requiring 
that it be listed on the label. After spending ten days 
going over all the agency documents concerned with 
the decision, the student investigator involved spent the 
next days conducting interviews with all the responsible 
individuals, after which he said, “I will never be able 

to trust another government official again. Every one of 
these men lied about their involvement in the decision to 
one degree or another. If I hadn’t had the records, I 
would have never known there had been any disagree- 
ment with the final regulation.” The experience of many 
other students was similar if less dramatic. 

Two students discovered that in a January, 1969, 
memo from Dr. Marvin Legator to Commissioner Ley 
a recommendation that the marketing of cyclamates be 
stopped had been deleted from the original memoran- 
dum by an intermediary without informing either the 
sender or the receiver of the memorandum. This dis- 
covery was immediately communicated to all parties con- 
cerned and was largely responsible for Dr. Ley’s ac- 
knowledgment on October 18, 1969, that he had a com- 

munication problem in his Bureau of Science. Similarly, 
after Dr. Ley testified to a Congressional committee that 
his agency had conducted a number of studies, all of 
which showed that MSG was safe, a student contacted 

the FDA researchers mentioned and found that two of 
the four studies cited had not been undertaken and that 
two others had not been completed. These discoveries 
were then relayed orally to the individuals responsible. 
Six weeks later, after no effort had been made by the 
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FDA to correct the erroneous testimony, a report of 
the incident was prepared for Ralph Nader to send to the 
Congressional committee involved, calling attention to 
the errors. 

In December, 1968, the preliminary investigators dis- 
covered that FDA studies showed that a very high pro- 
portion of deformed chicken embryos came from eggs 
injected with cyclamates and cyclohexylamine, tending to 
confirm dangers suggested by studies showing genetic 
deformities in rats injected with cyclamates. For the 
next nine months scientists both inside and outside the 
FDA as well as the study team members tried to get the 
FDA to conduct some kind of official evaluation of 
these studies. At the end of September, 1969, Paul 
Friedman, an NBC news reporter from Washington, 
specifically asked a member of the study team about 
the state of cyclamate research at FDA and was informed 
of the chick embryo study along with other studies. He 
then arranged to interview the FDA personnel respon- 
sible for the studies and broadcast the results on the 
local Washington news and the Huntley-Brinkley net- 
work report. The result was nationwide concern, which 
eventually led to the banning of cyclamates.* 

In various ways the results of the Nader group study 
were constantly communicated to the responsible offi- 
cials within HEW. The purpose of the study was and 
is to contribute the effort of a group of concerned indi- 
viduals to the solution of a major American problem— 
how to provide the highest quality, safest food at the 
most reasonable price to the American people. For this 
reason the students attempted at every opportunity to 

point out problems in need of attention and work to- 
ward solutions with agency personnel. In the course of 
this effort they discovered a kind of defeatist attitude 
which permeates every level of the FDA bureaucracy. 
There is little belief among the agency personnel that 

* It is interesting to note that in an interview with Secretary Finch 
on October 2, 1969, Ralph Nader, James Turner, and Harrison Well- 
ford of the Nader Summer Project discussed FDA problems, including 
cyclamates, and did not recommend the total banning of cyclamates. 
What was recommended, based on the research of the students, was 
suspension of the use of cyclamate until review of the substance could 
establish its safety. Such an action might have created less confusion 
than the one taken. 
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the FDA can really make any difference. Comments of 
various people associated with the FDA during the past 
ten years suggest how much frustration and despair grip 
the agency. Theodore Cron said, while still in office, 

“We have no idea what is going on in the food standards 
area. We keep asking them for information and we keep 
getting nothing in reply.” Julius Cohn, chief counsel to 
Senator Hubert Humphrey’s 1960 committee investi- 
gating the FDA, said, “I have never seen a bureaucrat 
take a strong principled stand without being retaliated 
against for it.’ One formerly high-placed FDA official 
who remains within the Federal bureaucracy said, “I 

am ashamed of the five years I spent at FDA.” The 
successive failures of Commissioners Larrick, Goddard, 

and Ley, all of whom left the agency (accompanied by 
a significant number of their high-level advisers) within 
the past five years, were both the result and cause of 
rapidly deteriorating agency morale. Their failures sug- 
gest that more is wrong with the FDA than its top 
leadership. Faced with the depressing history of FDA 
failure and little real prospect for positive change, the 
students spent much of their time suggesting alternatives 
to the general situation they found. 

It was obvious that the FDA could not be considered 
in isolation from the politics of HEW and the executive 
branch, or from Congressional or industrial influence. 
It would be useless to focus attention solely on a single 
regulatory agency without also considering the system 
of which it was a part. In the course of weekly meetings, 
numerous small discussions, and an almost constant 

effort to explain the group’s activities to curious re- 
porters and other observers, a general plan of how the 
uses of government could be improved began to emerge. 

Any effort at change in this society depends on the 
faith that there is substance to widespread expression of 
concern about the way people live. Today more people 
seem to say more often than they have in the past that 
something must be done about the quality of American 
life. There have been other powerful movements di- 
rected at curbing the destructive activities of unchecked 

corporate power, most notably the Progressive move- 
ment of the early 1900’s. Unfortunately, the current 
state of disintegration in the food-protection effort— 
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as well as every other regulatory activity of government 
—underlines how seriously the earlier movements failed. 
Simon Lazarus, executive director of New York City’s 
Department of Consumer Affairs, wrote in 1969: “The 
problem is not simply with the present incumbents of 
the .F.T.C., of thé F.C-C.3 the LC.C. the GAGE. -and 
others. The problem is not merely that incumbent offi- 
cials will not or cannot carry out the grand design of 
Progressives and New Dealers In large measure, the 
problem is with the grand design itself. Something is 
fundamentally askew about the whole regulatory system 
which the nation adopted to control corporate power in 
the public interest. Many of the regulatory agencies 
were doomed to fail from the start.”’ } Clearly, more than 
good intentions are needed if the current efforts to 
ensure corporate responsibility are to succeed where 
their forerunners failed. But without good intentions 
there cannot be even an effort. 

The vast majority of students participating in the 
Nader Summer Project expressed the desire to continue 
the work for change that the project represented to them. 
This sentiment is not noticeably different from that of 
large numbers of students in law school, business schools, 

medical schools, and most other educational institutions 

across the country. Their belief is that much more is 
askew than the regulatory system. The failure of the 
grand design touches all American: institutions—regu- 

latory agencies, Congressional bodies, courts, corporate 

entities, universities—none has been successful in in- 

suring the highest quality of life possible for the most 
number of people. All have fallen far short of their 
professed goals. Now new efforts must be made. The 
urgency of the problems presented by environmental 
deterioration, regulatory breakdown, and massive social 
unrest, combined with the determination of many peo- 
ple (especially students) to solve these problems, pro- 
vide the reason and the means for the fundamental re- 
structuring necessary. 

Once the FDA’s regulatory failures are seen as part 
of a general failure of protection for the public, reform 
of the FDA becomes only part of a more general prob- 
lem. The public-interest activities of professionals sup- 
ported by the activities of large groups of people are 
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examples of actions to be taken as part of an over-all 
campaign designed to make government more respon- 

“sive to the real needs of the public. Legislative and regu- 
latory actions will have to be undertaken in conjunction 
with the private activities of concerned citizens. One of 
the major failures of previous reforms was the belief 
that passing laws solved problems: this is rarely the case. 
However, it is often necessary to pass new laws as part 
of a more general attempt to solve a given problem. 
The same is true of the reorganization of all regulatory 
agencies. There will have to be new legislation passed 
to define more accurately the role to be played by the 
government in the food regulations area. The FDA will 
have to be reorganized so that it represents the public 
interest. The most important lesson learned during the 
Nader Summer Study of the FDA was the futility of 
trying to treat the FDA as an isolated organization. If 
the nation is going to be provided with the safest, highest 
quality, least expensive food supply possible, all the 
public-interest activities necessary in every other area 
of consumer protection will have to be developed in 
the food area. 

A spirit of concern about the future of America lives 
among a large segment of American youth. Many are 
trying in numerous and diverse ways to harness this 
spirit to the practical tools of change so that life for all 
Americans can be better. They have great hope, great 
energy, and with support from others a good chance of 
success. 

Currently, the Food and Drug Administration is try- 
ing to get drug manufacturers to organize their manage- 
ment structure so that quality control engineers report 
their findings, particularly their warnings of danger, di- 
rectly to high-level management. This attempt to upgrade 
the awareness of potentially hazardous manufacturing 
conditions, or low-level decisions which endanger the 
quality and perhaps the safety of a finished product, is 
the FDA’s effort to rely on the important role that qual- 
ity control engineers should play in protecting the public. 
But more is needed. It might be more in the public 
interest if quality control engineers explored the possi- 

bilities of organizing themselves as a quality- and safety- 

auditing profession independent of big business manage- 
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ment. Firms could be organized for the purposes of 
inspecting and evaluating corporations on the basis of the 
quality and safety of their products, on how effectively 
they control the pollution their manufacturing processes 
produce, and on the cost of their products to the public. 
Quality control auditors could be organized in a way 
similar to the accounting profession. This is merely one 
example of the way in which the raw spirit can be har- 
nessed to the task of making fundamental change. Sim- 
ilar public-interest activities can be undertaken in other 
professions. Advertisers, mass media communicators, 
doctors, scientists, and other professional groups have 
begun to organize themselves into societies and organiza- 
tions for the defense of the environment, for social re- 

sponsibility, and for general efforts to protect the public 
interest. Many law, advertising, and medical firms are 

making arrangements to allow their associates a fixed 
percentage of time, perhaps 10 per cent, to work on 
public-interest projects. Expansion of all of this activity 
and more is essential to replace the fabric of the failing 
grand design referred to by Simon Lazarus. 

However, none of it will succeed without the support 
and participation of the consuming public. Each indi- 
vidual consumer and every organization of consumers 
must make their dissatisfaction known from the local 
shop level to the national level of corporate managers 
and government officials. So little is now known about 
the particular abuses to which American people are sub- 
jected daily that it is often impossible to take corrective 
action. The Consumer Federation of America is organ- 
izing consumer chapters for the express purpose of find- 
ing abuses and planning action to correct them. Any 
group of local citizens, effectively organized, can pro- 
vide a great deal of defense for themselves against the 
abuses of corporate insensitivity. Cities across the coun- 
try are beginning to establish consumer-protection agen- 
cies which can be a focal point of effort on behalf of 
the public. Public action must be the primary part of 
the campaign to restore concern for the public interest 
in major American power centers, or the campaign will 
fail. 
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