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This Month

A cupuncture.

.t"\..

You've been reading about it ever
since President Nixon's historic trip last year to
the People's Republic of China. The trip aroused interest
in how Chinese medicine, particularly the ancient art of
using thin needles in the treatment of disease, may
benefit Americans. In March, the Food and Drug Ad
ministration published a proposed regulation on acu
puncture to protect American patients. FDA concluded
that acupuncture in this country is an experimental
technique whose safety and efficacy has not been
established. Our color story on acupuncture, "Acu
puncture: Past and Present," describes what acupunc
ture is, and what FDA has done to protect the public.
The authors are Joseph B. Davis, M.D., and Lillian
Yin, Ph.D .. both from FDA's Office of Medical Devices.
How safe arc the food additives that occur in our
foods? Where do food additives come from? What re
quirements docs the law place on them? These ques
tions, and others like them, arc answered in our story,
"A Primer on Food Additives." It traces the history of
the regulation of food additives since the turn of the
century, and tells what FDA is doing today to make
sure that the foods you cat are safe and wholesome. The
story was written by G. Edward Damon, a writer in
FD A's Bureau of Foods.
Did you ever hear of someone working himself out
of a job? That's what smallpox vaccine has done. It has
been so successful in eradicating smallpox worldwide
that the Public Health Service. of which FDA is a part,
has recommended that Americans no longer be routinely
inoculated. "Smallpox Vaccination-Who Needs It?"
was written by Margaret Morrison, a writer on FDA's
Consumer Education and Information Staff. Also this
month, we present the third part of our series on FDA's
consumer perception survey. This month's article is
about how consumers perceive the safety of medicines.
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founded, because I think together we have de
veloped an approach, a procedure, and a philos

ophy that benefits everyone concerned with the
proprietary drug field, those who make and sell
OTC drugs and those who buy and use them.

"When this review is over—and it is now

possible to think in those terms—the producers
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those

when public safety was left to the tender mercies
of the profit motivation. In this technological age,
the individual must have help where he cannot
fully protect himself from the sea of technology
that surrounds him.

"So, Government regulation of the food supply
seems here to stay.
"But how much? How much do we need? How

much does the public want? And whatever the

answers to these questions, how much is the public
willing to pay for?
"There can be no doubt that regulation implies
restriction. The more we regulate, the more we
restrict both the individual's and society's choice.

"Where do we draw the line between regulation

of over-the-counter drugs will have greater assur

ance that their products are safe, effective, and
properly labeled.
"As a result, of course, consumers will have

greater confidence in over-the-counter drugs be
cause the products themselves and their labeling
will have come through an objective review by

groups of well qualified scientists whose sole

motivation was responsible consumer protection."
Mark Novitch, M.D., deputy associate commissioner for
medical affairs, at the Proprietary Association Annual
Meeting, Palm Beach, Florida, April II, 1973.

Consumer Forum

necessary to give the individual protection he

wants and needs from Government, and protection
that he should provide for himself?
"Where do we draw the line between positive
regulation that improves our lives, and negative
protection that interferes with industry incentive
and with social and scientific progress?
"I have no clear-cut answers. But we in FDA

are faced each day with decisions embroidered
with such delicate questions."
John T. Walden, deputy assistant commissioner for public
affairs, before a seminar for food editors of the School of
Journalism of the University of Southern California,
Beverly Hills, California, February 25, J973.
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a page we are calling CONSUMER FORUM. It
gives you, the consumer, the opportunity to have
your views published in FDA Consumer.
Letters of any length are acceptable, depending
on content and interest, but letters of 150 words or

less have a better chance of being published. Let
ters must be signed, but we will withhold the name
upon request and for valid reason. We will, how
ever, use initials if we don't use the name. We

I n terms of output and results the OTC

JL drug review is just getting started. But I

reserve the right to condense letters to a suitable
length for publication.

think you would agree that we have learned a

Letters to CONSUMER FORUM can be on

great deal from what has happened so far, and

any topic of concern to FDA—foods, drugs,

the road ahead, if not easy, is at least pretty
clearly in view.
"But we have learned something else that is

a good deal more important than a knowledge of
the procedural ropes. We have learned that this
kind of process can work to the advantage of
both the proprietary drug industry and the public.
"It might have been easy for some to take a
cynical view, to decide in advance that if the pub
lic stood to gain from the OTC review then the
industry had to suffer, or vice versa. But that
kind of cynicism would have been—and is—un
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cosmetics, household chemicals, toys, vaccines,
radiation, medical devices. But remember—if you

have a complaint about a specific product, or you
feel a product is hazardous, you should channel
your comments to the FDA District office near

est you. You will get the quickest action on a
consumer complaint by going directly to the Dis
trict.

Send letters to CONSUMER FORUM, FDA
Consumer, PA-25, Food and Drug Administra
tion, 5600 Fishers Lane, Rockville, Maryland
20852.

Caspar W. Weinberger
Secretary, U.S. Department of
Health, Education, and Welfare
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News Highlights

FDA CONSUMER was previously known as
F D A PA P E R S .

Section 705 [375] of the Food, Drug, and
Cosmetic Act:

Regional Reports

(a) The Secretary shall cause to be published
from time to time reports summarizing all
judgments, decrees, and court orders which

have been rendered under this Act,-including

State Actions

the nature of charge and the disposition thereof.
(b) The Secretary may also cause to be

disseminated information regarding food, drugs,
devices, or cosmetics in situations involving, in

Seizures and Postal Service Cases

the opinion of the Secretary, imminent danger
to health, or gross deception of the consumer.
Nothing in this section shall be construed to

prohibit the Secretary from collecting, reporting,
and illustrating the results of the investigations
of the Department.

Notices of Judgment
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Smallpox

\kccmadon:
AW ) r l d w i d e
Success
by Margaret Morrison

How a worldwide disease

the vaccine itself could be more of

areas. In 1966 only 28 countries

a threat than the chance of contract

were endemic. In 1970, after the

unnecessary today what was

ing the disease.
The conquering of smallpox by

smallpox eradication program moved
into high gear, only 14 countries

once a routine vaccination.

mass vaccination is one of the great

were considered to be endemic.

est public health success stories of
this generation. Today, the prob

nine countries; and by the end of

control program has made

ore
another,
Rem
m
berhethat
an
rig,someone
atonem
ithad
e
"worked himself out of a job"?

Well, that's just what the smallpox

vaccine has done in the United

States, and almost in the rest of the
world.

Fifty years ago, smallpox was one

of the most dangerous and dreaded
diseases. But then came widespread
immunization programs using a vac
cine first discovered nearly 200 years

ago. School children, families, and
entire communities and cities came

ability of contracting smallpox in the

United States is extremely low. There
has not been a documented case
since 1949.

The chances of importation from
other countries is almost as small.

the disease would not spread rapidly.
Our surveillance system identifies

endemic areas in the world.

A smallpox-endemic area is one
a country. It is these endemic areas

their people.

The time has come, in fact, when

4 /May 1973 jFDA Consumer

States.

in the number of cases of smallpox
and in the number of smallpox-

brought about a significant decrease

gious disease came under control.
Today, smallpox has been elimi

any incidence of smallpox among

This rapid decrease has greatly
reduced the probability of travelers'
bringing smallpox into the United

gram of smallpox eradication has

under the needle—and the conta

few countries of the world—in
Africa and Asia—are still reporting

1972, only six countries in the world
were considered to have smallpox.

Analysis of what has happened
over the past 20 years indicates that
even if smallpox should be imported,

The World Health Organization pro

where the disease is continually

nated in this country, and only a

In 1971, smallpox was endemic in

spread from person to person within
that represent the threat to the small
pox-free areas of the world, because
travelers from endemic areas may

carry and spread the disease.
In the mid-1940's about 80 coun

tries reported smallpox-endemic

suspected cases of smallpox and

their contacts. Quarantine inspectors

are stationed at all airports to ob
serve travelers for signs of illness
and check vaccination certificates of
travelers from smallpox-infected
countries.

In a suspected case, the person
would immediately be placed in iso
lation until a definite diagnosis was
made. If the case were confirmed.

L

State and Federal health agencies
would quickly be mobilized to trace,
vaccinate, and keep under observa

tion the patient and all of his con
tacts.

Since the program of nonselective
immunization has been so successful

in controlling this dread disease, it
would seem logical to ask; Why not
continue it? The answer is that there

is a risk of complications following

Service's Advisory Committee on
Immunization Practices reported in
1971 that "the practice of routine
smallpox vaccination is no longer
indicated in this country."

see that all adverse vaccine reactions

are reported. It will also make sure

that vaccinations are not given to
people with eczema and other forms

of chronic dermatitis, to pregnant

Basing its policies on recommend

women, or to a person whose im

ations of the Advisory Committee,

munity has been altered by disease
or therapy.

the Public Health Service—of which

FDA is a part—believes vaccina
tion programs of the past should be

Thanks to worldwide health serv

ices, smallpox is no longer a threat;

discontinued. PHS will devote its

the vaccination that made this con

efforts to assuring adequate immuni
zation of health services personnel
who come into contact with patients

trol possible does have hazards; and

and again in 1968, national studies

and of all travelers to and from

were conducted to determine the in

countries where smallpox has not

your family to the complications
vaccination might bring. If your

smallpox vaccination.
Vaccination has a definite risk of
adverse reaction and death. In 1963

cidence of complications connected

been eradicated.

with smallpox vaccination. In 1968,

The Public Health Service en

more than 14 million people were

courages State public health, medi
cal, and other responsible organiza

vaccinated, and 9 deaths were as
sociated with the vaccination. In

both years, the complications were
higher among people being vacci
nated for the first time than among
those being revaccinated.
After reviewing the evidence of
risk in vaccination, and the practical
ly nonexistent risk of contracting the
disease itself, the Public Health

now that there is no threat, there is
no reason to expose yourself or

physician recommends smallpox
vaccination, ask him to explain why

he thinks it is necessary, then make
your decision accordingly. If every
family keeps in mind that vaccina
tion is no longer routinely needed,
we will be able to conquer not only

tions to assist in the smooth transi

tion to such a policy.
The Public Health Service will

the disease but the harmful effects
which sometimes occurred in the

regularly evaluate worldwide small

pox eradication, which will provide
a basis for future planning of vac

vaccination to prevent it.

cination practices in the United

States. It will encourage physicians
and public health agencies to help

Margaret Morrison is a writer on
FDA's Consumer Education Staff.
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FDA Listens: A Survey Of
Consumer Opinion On
The Safety Of Medieines
Which is safer—a medicine your doctor prescribes, or a
nonprescription medicine that can be bought by any one in any
drugstore? Questions such as this were posed to a sampling of
Americans in an FDA survey of how consumers perceive the safety
of products they use. Some responses, particularly in the area of
medicine, were surprising. This story is about consumer.';' beliefs on
the safety of medicines. Earlier stories in FDA Consumer dealt with
other types of products covered in the survey.
by Mary Ellen Simon and Philip G. Kuehl, Ph.D.

Amebericaless
n co
knowledgeable
nsumers apabout
pearthe
to
safety of medicines than any of the

about how the safety—and safe use
—of all medicine is achieved.

to place each of the five categories—
food, toys, cosmetics, prescription
medicines, and nonprescription med-

other categories of products about

How Safe Do People

cines—on the thermometer in terms

which they were questioned in the

Consider Medicines?

FDA national survey. Their answers
to survey questions indicate a num

People interviewed in the survey

of safety. Overall, foods were rated
safest; prescription medicines were
second, followed by cosmetics, toys,
and nonprescription medicines,

ber of misconceptions about the rela
tive safety of prescription medicines
compared to nonprescription ones,
as well as some incorrect beliefs

were shown a "safety thermometer"

diagram, with 100 degrees labeled
as "most safe" and 0 degrees as
"most dangerous." They were asked

w h i c h w e r e r a n k e d fi f t h s a f e s t . T h e

results of the responses about medi
c i n e s a r e i n Ta b l e 1 .

Table 1. Placement of prescription (Rx) and nonprescription (OTC) medicines on the safety thermometer.
Prescription Drugs

Nonprescription Drugs

Most Safe

Most Safe

100°

' 142%

18%

80-99°

60-79°

11 3 %

1 2 %

J

: ■ ' . s 124%

1 2 %
40-59°
^8%

2 1 %

20-39°

.^21%

14%
0-19°
M o s t

Dangerous

(J

10

20

30

40

M o s t

Dangerous

o

10

20

30

Percent of public that would place confidence within the indicated interval
3% don't know, in both cases
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40

Table 1 shows how prescription

about the safety of nonprescription

medicine was placed on the safe end
of the thermometer scale more often

medicines. Nonetheless, about half

than nonprescription medicine, in
dicating a lesser degree of confid
ence in nonprescription medicine.

medicines somewhere on the "safe"

Additional evidence confirms con
sumers' lower level of confidence in

that people have ambivalent feelings

nonprescription medicines. Consum

medicines. This conclusion is sup

ers were shown a scale labeled from

ported by the fact that twice as
many people were unable to choose

"Very Safe" to "Not Safe at All."

They were asked to choose points on

the people placed nonprescription
side of the scale.

From this, it may be concluded
about the safety of nonprescription

a point on the scale for nonprescrip

the scale which best described their

tion medicines as were unable to

feelings about the safety of non
prescription medicines and prescrip
tion medicines. Most people consider
prescription medicines very safe,
while indicating they are less certain

choose for prescription medicines.
Insight into why consumers have
these feelings about medicines was
gained when they were asked to give
their reasons for placing the products

as they did. The reasons given for
their statements are shown in Table2.

The responses concerning non
prescription medicines show a wide

range of opinions—13 percent of
consumers believe these drugs are
safe when used properly; 8 percent
believe they are safe if bought care
fully; and 8 percent indicate a sort
of "blind faith" that such products
could not be sold if they were not
safe.

But 12 percent of the public said
OTC medicines are unsafe because

people make mistakes and use them

improperly, while another 11 per

cent said they are unsafe because of

possible side effects or allergies.

Table 2—Reasons Why Medicines are Safe or Unsafe

Reasons

Percent of Public Who Would Give Indicated Reasons

For Nonprescription Med. For Prescription Med.
Confidence in doctor

When used properly

Confidence in druggist
Government regulation

Personal experience has been good
Confidence in manufacturer
"Blind faith"

Careful buying

Unsafe

Side effects, allergies
Doctor error
Patient error

Drugs of unknown safety are sold
Druggist error

Bad personal experience
Can't rely on manufacturer

Other

People should not use OTC

medicines

Va g u e

or

^

Don't

Know

5
11 4 . 5 *

]

2i

9
108.6*

*Totals more than 100% due to multiple answers.
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Surprisingly, 15 percent of the con
sumers say that people should not

they gave overwhelming evidence of

take over-the-counter medicines at

cian.

confidence in the role of the physi

all!

FDA believes consumers should

One of FDA's primary functions
is that of assuring the safety and ef

know that all medicines are power
ful and have a potential for harm

fectiveness of all medicines in Amer

as well as good. Prescription drugs
are the more powerful, and therefore
they can be more dangerous if not
used properly. Also they may be
more likely to cause adverse side ef

ica, and the Agency is now engaged
in a program to assure even greater
safety than ever for over-the-counter
medicines. The past several decades
have been a period of significant ad
vances in scientific knowledge, in
cluding the field of medicine. We
now know a great deal more about
body functions, and how they are
affected by drugs, than we knew
even a few years ago. To assure that
all drugs on the market are safe and
effective, FDA is reviewing OTC
drugs to re-evaluate their safety and
effectiveness in the light of today's
advanced knowledge.

the consumers said this happens a
lot, and more than half of them said
it happens a little.
The truth is, of 580 new drugs
approved by FDA in the past ten
years, only 16 have been taken off
the market. Of that 16, only three
drugs were removed from the mar
ket because of safety reasons. The
other 13 were removed for technical

fects than over-the-counter medi

reasons, such as failure to report to
FDA periodically as required by new

cines. No matter how expert the doc

drug regulations.

tor, each consumer shares the re

sponsibility for safe and proper use
of medicines prescribed for him.
In another, quite separate, ques
tion concerning reasons why con
sumers believe medicines in general
are unsafe, it was surprising to see
how many of them believe unsafe

Opinions About Labels on
OTC Medicines

When people take nonprescription
(over-the-counter) medicines, the
label is their only source of informa
tion about correct use. Since the in

formation on the label is so impor

about their reasons for believing in

products reach the market. When
asked how often they think medicines
are put on the market and sold, and
then judged unsafe and taken off the

sumers' opinions about how well
labels serve their purpose. Results

the safety of prescription medicines,

market, one-third to one-fourth of

a r e s h o w n i n Ta b l e 3 .

When

consumers

were

asked

tant, FDA was anxious to learn con

Table 3—Opinions About Nonprescription Medicine Labels

Question

Percent

of

Public

Who

Agree

1.

Do

OTC

labels

Would

Say:

Disagree

provide

No

To t a l

Opinion

enough information to
tell consumers how to

the

drug

safely?

Many or Most
People

72.2%

Some

23.8%

4.0%

People

Hardly Any
People

All of the

Most or

Hardly Ever

N o

Time

Some of

or Never

Opinion

N o

Opinion

How many people read
OTC labels for safety
information?

How often do OTC labels

correctly state all
the ingredients of the
medicine?
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the Time

100.0%

A large number of people—72
percent—said nonprescription drug
labels contain enough information to
tell them how to use the product
safely, but only about 48 percent be

Table 4—Opinion About Who Does the Most to Make Medicine Safe

Question

Different groups work to make products safe. Which of the
groups listed do you think does the most to make medicines

lieve many or most people read the

as safe as thev are?

information.

A common misconception, one
held by 18 percent of consumers, is
that over-the-counter drug labels

Percent of Public Making

Group

Indicated Choice
Government

46.6%
23.4

Actually, manufacturers are required

Companies that make medicines
Consumer organizations

by law to list only the active ingredi
ents in OTC drugs; inactive ingredi

Doctors

11 . 0

list all the ingredients in the product.

ents are listed only if the manufac
turer chooses.

A significant part of FDA's cur
rent review of all OTC medicines is

the evaluation of the labeling of these
products to see that labels contain
complete, clear, and accurate in
formation, to assure wiser use by the

public. New labels will be required
where necessary.
At the same time, consumers
should be aware of their own re

sponsibility to be more careful about
reading and following directions on
labels, and about reporting bad ex
periences. Adverse reactions to
medicines should be reported to the
nearest FDA District Office and—in

the case of prescription medicines—
to the physician.

Pharmacists

6.0

Companies that sell medicines
to the public
Individual people

2.5

Don't know

5.4

2.0

109.1%

can be sold, 30 percent of the con
sumers say this happens all the time,

34 percent say it happens most of
the time. Only 2 percent believe the
Government does not test medicines,
and 11 percent say they don't know.
The fact is that testing of medi

cines in the United States is done by
manufacturers. Before a new drug is

they are of the proper potency.

All of these procedures combine
to produce a very high level of safety

in the American drug supply, and
this system for assuring safety is so
highly regarded throughout the
world that it is being copied by other
countries.

put on the market, the manufactur

Conclusions

er must submit a New Drug Appli
cation to FDA for complete review

1. Consumers' answers to survey

and approval. This application in

questions indicate a certain amount

Beliefs About the Role of the

cludes data on studies as to the safety
and efficacy of the product, the

Federal Government

chemicals and other materials used

Table 4 shows consumers' opinion
on the question of who does the
most to make medicines safe. Nearly

12.2

in the processing, and the conditions
under which the drug will be made.
After the product is approved, the
manufacturer continues to batch test

of confusion and misconception
about medicines.

2. Consumers perceive a difference
in the safety of prescription and non
prescription medicines, with pre
scription medicines regarded as
s a f e r.

half the consumers—47 percent—

it regularly. And once a drug is mar

3. In a number of areas, better com

believe Government contributes

keted, FDA samples it from time to

munication between FDA and con
sumers seems indicated. Consumers
need to know more about how the

more in this area than other groups.
A little less than one-fourth—23

percent—believe drug manufactur
ers contribute more.

Adds up to more than 100% be
cause of multiple answers.

time to make sure it is being proper
ly made and meets standards.
FDA does test all antibiotics and

insulin before these products can be
marketed. The law requires that they
be tested, batch by batch, to assujfe

safety of medicines is assured, yet
alerted to the fact that they have a
responsibility, too, in the safe use
of medicines.

Most of the public—95 percent—
knows that the Government does

have the authority to stop the sale
of any drug on the market which is
found to be unsafe.
On the matter of Government test

ing of medicines, consumers are not
so knowledgeable. When asked how

often medicines arc tested by the
Federal Government before they

Mary Ellen Simon, project officer for the survey, is a program analyst in
FDA's Office of the Assistant Commissioner for Planning and Evaluation.
Philip G. Kuehl, Ph.D., is Assistant Professor of Marketing at the College
of Business and Public Administration, University of Maryland in College
Park. Dr. Kuehl designed the questionnaire for the survey and participated
in the analysis of the results.
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FRMEROVFOQD
by G. Edward Damon

Consumers today are wry concerned
about what's going into their food.
This primer on food additives
describes what they do and why

modern food technology has made
them necessary, and recounts how the
Congress and the Federal Government

have responded to consumer demands
for tight controls.

101 May 19731 FDA Consumer

C 4 T aimed at the public's heart

L and by accident I hit it in the

stomach."

These words were written by

Upton Sinclair after spending many
months with the mid-European
immigrants who found work, and

mistreatment, in Chicago's packing
houses at the turn of the century.
His book, "The Jungle," revealed
that dangerous filth accompanied
the production of meat and meat
products and that plant owners
were callous toward the welfare of
their workers.

The book disgusted and angered
its readers. Their loud reactions be

came a powerful, moving force that

helped persuade Congress to pass
the Pure Food and Drugs Act of

1906 as well as the Meat Inspection
Act of the same year.
The First Food Revolution

Today's hindsight may find no
excuses for legislators who were slow
to act to protect consumers against
impure foods, but some reasons
could be advanced: Before the Civil

War people raised most of what they
ate and processed it themselves, and

food additives were limited mostly
to home-grown colorings and
substances needed for preservation
in storage—vegetable and fruit
juices, salt, spices, smoke.

Our system of food supply

changed after this war. Thousands of
rural people flocked to the cities to
work in factories; they now needed ■

food grown and preserved by
someone else. Manufacturers of

food products sprang up almost
everywhere.

Food purity as such was not a
major consideration. Cheap and
handy methods of preserving foods
were important to profits, and
scientific knowledge of food
chemistry was practically
nonexistent.

Dangerous adulteration of foods
was commonplace. Chemicals to

keep products looking good until
they reached the consumer or just to
hide the smell and look of spoilage
were used without much restraint.

The problem of food additives

was especially acute. Supplying the

"Before the Civil War people raised most of what they ate and
processed if themselves."
rapidly growing urban population
required constantly expanding
facilities, and speed of production
took precedence over both quality

what became known as "Dr. Wiley's
Poison Squad." Twelve young

and safety. For example, copper

to eat nothing except what Dr.

sulphate, a powerful emetic also
known as blue vitriol, was added to
canned vegetables to give them that

healthy men, recruited from the

Department of Agriculture, pledged
Wiley prescribed.
Dr. Wiley explained later: "I
wanted young, robust fellows, with

fresh, green look, and salicylic acid,

a maximum resistance to deleterious

borax and formaldehyde were used

protection an operating function of

effects of adulterated foods. If they
should show signs of injury after
they were fed with such substances
for a period of time, the deduction
would naturally follow that children
and older persons, more susceptible
than they, would be greater sufferers

the Federal Government. Dr.

from similar causes."

Harvey Washington Wiley, chief
chemist for the U.S. Department of
Agriculture in Washington, D.C.,

Over a period of five years. Poison
Squad members were fed measured

generously—and carelessly.
Along Came Wiley
The strong leadership of one man

finally made food and drug

said publicly that the American
people were being steadily poisoned
by the dangerous chemicals that
were being added to food with
reckless abandon.

doses of many kinds of commonly-

used food additives. Dr. Wiley was
not only concerned about

determining the effects of these
additives, he was also interested in

to learn more about the reactions

stirring up the public about the need
for a pure food law. His dual efforts
were highly successful.

of the human body to ingestion of
these chemicals, he formed, in 1902,

signed the Food and Drugs Act into

To dramatize the problem, and

President Theodore Roosevelt
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law on June 30, 1906, and
enforcement of the Act began
January 1, 1907.
Factory conditions began to
improve. Now that there was a law,
complete with inspections and
penalties for convicted transgressors,
the food additive situation began to

their Congressmen.

change, as did attitudes toward

program.

Under the 1906 Act the

Government had to prove in each
case that the residues present would

relatively simple; it was no great

be injurious—a difficult burden. And

problem to prove in court that they

when funds for research on the

were harmful. The big problem was

toxicity of sprays were cut off, FDA

the host of substances which had not

was forced to discontinue the

been sufficiently tested to show that
they were safe.

tolerance led to hundreds of seizures,

During the quarter century after
1906, great changes were taking
place in food technology. Stronger
controls were needed—compulsory
inspections of food plants, for
example.
Under the 1906 Act, inspectors
could enter a plant only if allowed
to do so by plant management.
Penalties were too light to bring
about significant changes in
sanitation and labeling practices,
and official standards were urgently
needed to define the composition of
basic food products. The deficiencies
of the original Act were becoming
increasingly evident.

but caused great opposition from the

President Franklin D. Roosevelt

sanitation. The 1906 law defined

as adulterated foods containing
"any added poisonous or other
added deleterious ingredient which

may render such article injurious to
health." Many toxic materials were

kept out of the food supply by this
law but it failed to work in the case

of pesticide residues.
Pesticides were necessary, but
there was no legal authority to
determine and set safe tolerances for

residues. Lead arsenate, used in

those days for the coddling moth on
apples, was a major problem.
Efforts to enforce an informal FDA

apple growers who sought help from

gave new backing in 1933 to the
reforms the Food and Drug officials
had been calling for. After five years
of trying, the 1938 Food, Drug, and
Cosmetic Act was passed. It stands

the use of chemicals in foods. Death

ended the career of Congressman
Keefe, and Representative James J.
Delaney of New York was named
chairman of the investigating
committee. The "Delaney Hearings"
became the platform for a long
parade of scientific, legal,
agricultural and medical experts
who gave their advice on how the
chemicals-in-food problem should
be handled.

Early in the deliberations it
became clear that "chemicals in

added to improve food products or
to facilitate processing or packaging.

pesticides, which were used on raw
agricultural commodities, and "food
additives," which were substances

The Pesticide Chemicals Act

became law in 1954, the Food Ad
ditives Amendment was approved
in 1958, and the Color Additive
Amendments in 1960. In all these

laws, the intention of Congress was

that such substances were safe

not to ban the use of food chemicals

before they were introduced into
the food supply.
FDA attempted to set a tolerance
for a necessary pesticide, but after

but to insure their safety when

protracted hearings and an adverse

properly used. All these laws put
upon industry the responsibility to
prove by scientific research
acceptable to the FDA that the

court decision it became clear that

substances would be safe as used.

the procedure required by the 1938

Three basic definitions will help
explain the provisions of the 1958

By this time FDA's problem with
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it with the late Congressman Frank
B. Keefe of Wisconsin, a strong
advocate of pure foods.
On May 9, 1949, Mr. Keefe
introduced a resolution calling for
a special committee to investigate

pressing needs for the stronger Act
of 1938. The new law prohibited the
addition of poisonous or deleterious
substances to food, but provided for

chemicals in foods had become

the world."

Crawford that he decided to discuss

foods" would have to be regulated
in at least two separate categories—

Act also was unworkable.

by the most stringent food laws in

The total situation so concerned
F D A ' s C o m m i s s i o n e r C h a r l e s W.

today, amended many times as
changing conditions have been
brought to the attention of Congress.
Sufficient power to insure safe
use of pesticides was one of the most

exemptions and safe tolerances for
substances that were necessary in
production or unavoidable. It did
not require any showing to the FDA

"American consumers are protected

and packaging. Some were so
acutely toxic as to require emergency
action by FDA. Such cases were

unmanageable. Literally thousands

of new compounds were being used
in crop production, food processing

law:

1. Food additives are components
of food. They can be added directly
to the food or get into the food from
its surroundings, its packaging, the

machinery used, or from any other
source.

The law goes even further: If
there is a possibility or "reasonable
expectation" of a material becoming
a food component when used in a
particular manner, then it must be
considered a food additive.

counterparts of natural products. To
say that natural products as such

In vegetable soup, "the raw
agricultural products would be

are safer or more desirable than

classed as 'GRAS substances'."

synthetic products is to make a
statement that is just not so.
Shortly after the enactment of the

1958 Amendment, FDA published a
list of GRAS substances as part of >

2. Other ingredients added to food,

its regulations. As of June 30, 1972, ^

while considered as food additives

approximately 560 substances for
direct use in food for humans, 108

in laymen's terms, are not legally
classed as food additives.

Certain substances added to food,

which qualified scientists generally
recognized as safe under the
conditions of their intended use, are

substances for use in food packaging,
and 46 compounds for adding trace
minerals to animal foods were listed
as GRAS.

3. The Delaney Clause is also a

not "food additives," and are exempt
from the premarketing clearance

part of the 1958 Amendments.

requirements. This classification of
"generally recognized as safe"
(GRAS) may be made either on the

food additive can be approved if the

basis of data derived from scientific

when ingested by man or animal.

procedure or, in the case of

substances in use prior to January 1,
1958, on the basis of experience

Sponsored by Congressman Delaney
(D-NY), the clause requires that no

additive is found to induce cancer

This clause is binding on
Government agencies and food
manufacturers alike, regardless of

drawn from common and safe use

the amount of the additive planned

in food.

to be consumed over the lifetime of
either man or animal. The enactment

Thus, the term "food additive"
or the term "GRAS substance" is
mot limited to the artificial or

synthetic chemicals that people so

r

of this clause was an expression by
the Congress about the degree of
risk to cancer to which the public

often associate with it. "Food
additives" or "GRAS substances"

could be exposed; as far as the

include all raw agricultural products

of risk was acceptable.

Congress was concerned, no degree

i i m
lli '

as well as components of fabricated
foods.

It is easy to wonder how a

substance, commonly known as
"food," such as a potato or a carrot,
for example, could also be
considered a "food additive" or a

"GRAS substance." If they are used
as components of a food, however,
they fall in one of these two

classifications under the Food, Drug,
and Cosmetic Act.

A good example of this might be
vegetable soup. The raw agricultural
products would be classed as
"GRAS substances," while other

possible ingredients would either have
t o b e c l a s s i fi e d a s " G R A S " o r b e

subject to a food additive regulation.
The reasoning for the two

classifications is fundamental. There

is nothing about a natural product
that is inherently more safe than a
synthetic product. Many synthetic
products are simply chemical

How Are Food Additives

Approved?

4!K^

The requirements for approving
food additives are not as complicated
as they sound.

Any substance newly proposed
for addition to food must undergo
strict testing. Information must be
presented to FDA showing the
identity of the new additive, its
chemical composition, how it is

than that reasonably necessary to

manufactured, and the methods to
be used to detect and measure its

establishing that the additive is safe

presence in the food supply at the
levels of expected use. Data must
establish that the proposed testing
methods are of sufficient sensitivity
to determine compliance with the
regulations.
There must also be data

establishing that the additive will
accomplish the intended physical or
technical effect in the food, and that

the amount proposed is no higher

accomplish this effect.

Finally, data must be provided
for its intended use. This requires
scientific evidence ordinarily
obtained from feeding studies and
other tests using the proposed
additive at various levels in the diets

of two or more species of animals.
Can You Really Test for Safety?
In a very real sense, you cannot test
for safety; you can only test for the
presence of known hazards. If the
hazards are not found, the additive
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"A t} pical testing sequence involves
at least two animal species and often
more."

would make the earlier approach
unacceptable; we no longer allow
human subjects to be used for such
tests.

certainty that no harm will result
from their normal, allowed use over
a lifetime.

The permitted amounts of
additives vary depending on the kind

A typical testing sequence
involves at least two animal species

of food, the safety limits of the

and often more. FDA realizes that

additive, and the least amount

no animal reacts exactly like man

needed to accomplish the desired

and that a multiple-species testing
program, often running through two
generations or more, is far more
productive of dependable results

result. FDA laboratories can

than is the testing of one species

measure these in amounts so small

that they are commonly expressed

in parts per million, and sometimes
parts per trillion.

alone for a brief time.

Even this careful testing is not
considered enough. FDA uses a

"Information must be presented to

measuring stick which might be
called the philosophy of the

will accomplish the intended effect

minimum. These are the essential

proposed is no higher than that
reasonably necessarj' to accomplish

factors:
• A tolerance or limitation will not
exceed the smallest amount needed,

even though a higher tolerance may
be safe.

• After determining the maximum
amount that will not produce any
undesirable effect on the test animals

used, 1 /100th of that amount is

normally the maximum allowed for
use by man. Of course, man might
react differently from the test
animals; when we know something
from human experience or human

studies, it is possible that a smaller
safety factor than 1 /100th can be
is assumed to be safe. If someone

used. On the other hand, if it is

discovers a new hazard, the testing
must be done again.

proved that even a smaller amount
than 1 /100th will do the job, that

This pattern has been repeated
many times in FDA's history as
scientific knowledge increases. Of
course, a new food additive cannot

be legally used unless, in addition to
being safe, it will accomplish some
intended effect in the production,
manufacture, or storage of the food.
How Safe Is Safe?

Testing food additives to determine
their degree of hazard, or safety,
obviously cannot be done with
humans as the primary testing

smaller amount will be used instead.

• It is quite human to think of
desired safety—in anything—in the
realm of 100 percent only. Such

''perfection'' is literally impossible.
It helps here to realize that the risks
are minute and the benefits, more

often than not, are highly desirable
and in many cases essential for the
maintenance of an adequate,
nutritious and safe food supply.
Just How Much Is Allowed?

A logical compromise between

agents. The young men who made
up Dr. Wiley's Poison Squad would

normal concern and test results

today be required to sample
additives numbering in the
thousands, and today's standards of
measurement accuracy, plus our
modern concepts of human safety.

Much?" After all. we need salt in
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seems to lie with the question, "How
our diet, but we could die from

eating too much salt.
FDA allows food additives to be

used only if there is a practical

FDA showing ... that the additive
in the food, and that the amount

this effect."

to something more easily
understood, let's take two commonly

This proportion may be easier to
grasp if you consider:
• 4 ppm equals one-eighth of one

9 salts, 7 acids, 3 pigments, 7
enzymes, 18 vitamins, 6
nitrogenous compounds and 3 gases

used additives. BHA and BHT are

ounce for each ton of food.

—and the chemical names of these

frequently listed on labels of
baked goods, cereals, and other foods
using oils and fats in their
manufacture. Their complete names
are butylated hydroxyanisole and
butylated hydroxytoluene. which
not only take up a lot of space on a
small food label, but might
frighten anyone who is not a

• A large needle in a 1-ton haystack
could be 4 ppm by weight.
• 4 ppm in all the food a person

would take another page, at least.

chemist.

sugar into the pool—and stirred

To r e l a t e t h e s e m i n u t e a m o u n t s

BHA and BHT are preservatives
and antioxidants—without them,

many foods would turn rancid in a
short time. In the average American

might eat in a normal lifetime would
equal about four mouthfuls.
• Parts per trillion? This is more
difficult to describe. If you filled an
olympic-size swimming pool with
iced tea and dropped one grain of

the mixture thoroughly—you might
have one part per trillion. And an
FDA scientist could determine just
how much sweetening you used.

diet both BHA and BHT are

consumed in amounts slightly less

Can We Get Along Without

than 4 ppm—four parts per million.

Additives?

We can get along without food
additives, but not as well. Were it
not for food additives, we would

have to go back to the old concept
of bakery freshness—good today,
s t a l e t o m o r r o w.

Many of us remember when the
cottage cheese separated, cookies
dried up in two days, any food with

Milk is a formidable chemical, but

hardly poisonous to most Americans.
Where Do Food Additives Come
From?

Many allowable food additives are
derived directly from food itself.
For example, lecithin is found in all
living organisms, both plant and
animal. It is obtained primarily from
soybeans and is used mostly as an
emulsifier to keep ingredients in a

processed food from separating.
A large number of laboratorycreated additives are also found

naturally in foods. Calcium and
sodium propionate, for example, are
produced during fermentation in the
production of Swiss cheese. The
propionates are mold inhibitors,
used primarily in baked goods. The
vitamins used to improve the
nutritive value of many foods are
identical to the vitamins found

vegetables and fruits were soft and
mushy, and marshmallows got too

naturally in food.
Actually, all additives are
chemicals, regardless of their source,
and the body does not distinguish

hard to toast. Without additives the

between them.

fat or oil in it became rancid, canned

variety and quality of foods would

The cost of an additive usually

return to those familiar to

adds "next to nothing" to the final

grandmother.
The quantities available would

cost of a food. For example, enough
calcium propionate to help protect

definitely be less, and convenience

1,000 loaves of bread from

foods would be nonexistent. FDA

becoming moldy costs less than ten

believes that its work assures the

cents.

safe use of food additives.

Incidentally
T h o s e ' To i s o n o u s c h e m i c a l s "

In addition to the intentional

Some people have expressed their
feelings by coining a term that
doesn't actually exist,

additives you have been reading

'^poisonouschemicals." If all
chemicals are poisonous, then
people should stop eating, because
all foods are chemicals. Some

familiar additives are pure chemicals,
such as the potassium iodide in table
salt and many familiar vitamins—
all essential to man's health.

Expressing foods in chemical
terms can be a lengthy job. For
example, milk is made of water, 12

fats. 6 proteins, lactose (milk sugar).

about, there are also incidental

additives, which have no planned
function in food, but become a part
of it during some phase of
processing, packaging or storing.
Good examples are substances

that might migrate from a packaging
material to the food. The safety of
incidental additives is scientifically
controlled by FDA to the same high
degree as are the intentional additives.
The Many Uses
A food additive must be of some
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benefit to a food or its production.
Some additives are regulated with a
specific group in mind—children,
say, or diabetics.

impetus for Federal control involved
Dr. Wiley and his Poison Squad.

Nutrient supplements are the

hundreds of new chemicals were

vitamins and minerals added to foods

suddenly tried and then used to

to improve nutritive value and
sometimes to replace those that are

protect and enhance food,
particularly for military purposes.

The second strong push came during
and after World War II, when

lost during processing, as in

Some of these were subsequently

enriched bread. Vitamins A and D

taken off the market when there was

are added to margarine and vitamin

time for adequate testing with newer
machines and techniques for

D to milk. Potassium iodide is added
to salt to furnish the iodine necessary

detection and measurement.

to prevent simple goiter.

Today, there are thousands of

Nonnutritive sweeteners are the

tested and approved food additives.

sugar substitutes.
Preservatives. There are many kinds,
some effective for a particular type

Many are approved only for certain
products and in exact amounts. New
techniques and improved machinery
keep pace with new additives which,
if approved by FDA, will further
improve our food supply.

of food or against a particular
spoilage organism. They are called
antioxidants, inhibitors, fungicides,
and sequestrants.

Food technology came first; then

came Federal regulation. The path

Emulsifiers improve the uniformity,
fineness of grain, smoothness and
body of such foods as bakery goods,
products.
Stabilizers and thickeners give that

From FDA's standpoint, "protection

desired smoothness of texture and

of the American consumer has

from the original USDA's Bureau
of Chemistry to FDA's Bureau of
Foods has been long and full of
technical, legal and scientific
changes. Its general direction,
however, has never varied;

uniformity of color and flavor to
confectioneries, ice creams and other
frozen desserts, chocolate milk and
artificially sweetened beverages.
Commonly used are pectins,

always been dominant."

protection of the American

ice cream and confectionery

vegetable gums and gelatins.

Flavors and flavoring agents

represent our largest group of food
additives. We are familiar with

many, including the spices and liquid
derivatives of onion, garlic, cloves
and peppermint.

agents speed up the aging process
which improves the breadmaking
quality of flour. Freshly milled flour
is yellowish in color and makes very
poor bread.
Colors are considered highly

important although they do not

Some agents enhance flavor, such
as monosodium glutamate, made

improve eating qualities. We are so
used to a certain color in a specific
food that we would refuse to buy

from corn. Our natural flavor

and eat it if some other color was

sources, however, have not been
enough to satisfy our flavor
demands for at least the past 80

present, or the expected color was
too pale to look "healthy."

years. To meet the demands,
industry has developed synthetic
flavorings which not only resemble
accurately natural flavor but have
the advantage of stability.
Many artificial flavors cannot be

Additives have many other
uses, including hardening, drying,
leavening, anti-foaming, firming,
crisping, anti-sticking, whipping,
creaming, clarifying, and sterilizing.
Without these many aids to food
processing, today's grocery stores

told from the natural ones, and

would need a lot less room to sell

many added flavors are derived
from natural sources, such as amyl

what foods would be left.

acetate—banana flavor extracted

The Job Is Never Done

from bananas, and methyl salicylate
—oil of wintergreen from the

Food additives are a part of today's
modern food technology. The first
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consumer has always been dominant.
leaves of the wintergreen plant.
Bleaching agents and maturing

G. Edward Damon is a writer in
FDA's Bureau of Foods

Acupuncture:
Past And Present
President Nixon's trip to the People's Republic of
China last year resulted in an unexpected side
effect: an interest by Americans in Chinese
medicine, particularly the ancient art of
acupuncture. As a result, the Food and Drug
Administration has developed regulations on
acupuncture in this country to protect A merican
patients.
by Joseph B. Davis, M.D., and

x

^ m

Lillian Yin, Ph.D.
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Nixon visited China last year,
newspapers have been filled with reports
of Chinese who have undergone surgery, without pain,
while awake, with acupuncture needles. Still other re
since President

EverAmerican

ports of people whose intolerable pain has been allevi
ated completely by acupuncture have focused addition
al attention on this ancient art.

According

to

the definition

of Chinese

traditional

is the treatment of disease —
acupuncture
not just alleviation
of pain — by inserting very fine
needles into the body at specific points called loci.
The practice of acupuncture dates back to 2500 B.C.,
and is described in the oldest Chinese book on medicine,

medicine,

Huang Ti Nei-Ching.
In old Chinese culture, the acupuncturist is a man to
be respected and trusted. His techniques stem from the
ancient Chinese philosophy of life, which teaches that
the entire universe works in perfect harmony between
Nature and man.
According to this philosophy, man is subject to uni
versal laws. The forces behind life and death are in the
form Ch'i (Vital Energy). The general flow of Ch'i
through the body is controlled by the interplay of two
opposing forces, the Yin and the Yang.

Yin represents negative: night, cold, dark, female
and the interior of the body. Yang is the opposite: posi
tive, day, hot, light, male and the exterior of the body.

In the universe, the philosophy says, the harmon
ious workings of Yin and Yang express themselves in
the rising and setting of the sun, the sprouting and rip
ening of the crop, and other Nature cycles. Storms,
earthquakes and natural disasters are the result of an
imbalance between Yin and Yang.
In man, health results from the balance of Yin and
Yang. All diseases, the philosophy says, are due to an
imbalance of these forces.

Ch'i circulates through the 12 organs of the body by
of 12 hypothetical
primary channels (merid
ians), which correspond to the 12 months of the year.
means

These

12 channels have a direct connection
with every
part of the body, and thus furnish the best access to the
seat of any disturbance. The acupuncture loci are along
the 12 channels through which acupuncture
needles
can be inserted. The loci, 360 in number, correspond

of days in the lunar year.
acupuncture
practitioner first locates the energy
imbalance by taking the patient's pulse. He then seeks
to restore the balance by insertion of needles into one
or several loci, and by leaving them in for a designated
to the number

An

period.

The equilibrium of Yin and Yang

is then

ex

pected to be restored and the disease is then cured. If
the disease cannot be cured by acupuncture, herbs are

This ancient Chinese chart shows some of
and acupuncture

the meridians

points on the human body.

prescribed.

Acupuncture is based on the premise that any disease
has two main phases, the invisible and the visible. The
first represents an energy imbalance or disturbance be
fore it has shown

itself in body tissues or processes

as

symptoms.

The highest art of

the

traditional

acupuncture

prae-
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is to treat the energy imbalance at that point
to prevent the disease from ever occurring. The second
phase of a disturbed energy balance comes when the
unchecked first stage imbalance begins to manifest itself

titioner

in outward symptoms.
Modern Chinese medicine is marked by a fusion of
traditional
medicine with extensive Western scientific
research and clinical studies.
Acupuncture to produce analgesia for surgical opera
tions was first used in China only in 1958. Several
operations
using this technique were observed by a
number of eminent physicians and journalists who ac
the President on his trip. One journalist,
companied
James Reston of the New York Times, underwent an

in Peking and acupuncture
emergency appendectomy
was used successfully to relieve postoperative
pain. His
and others' reports on the use of acupuncture in surgery,
during which time the patient is awake, cooperative
and free of pain, are indeed exciting.
Acupuncture anesthesia purports to permit patients
to undergo surgery while they are completely conscious.
To obtain the analgesic action, the acupuncturist inserts
needles in the specific loci 20 to 30 minutes before
the operation. It is important that the patient experience
the Teh Ch'i sensation — the feeling of soreness, swell
needle in
ing, heaviness and numbness accompanying
sertion. This sensation in the patient has to be main
tained throughout the operation by twirling the needles.
The patient senses pressure at the site of the operation
but is without pain.
There are other exciting aspects of acupuncture that
involve underlying physiological concepts. The perform
ance of open-chest surgery without the lungs collapsing
cannot be explained in the light of our present under
Yet physicians who accom
standing of physiology.
panied the President brought back motion pictures of

This Chinese chart identifies the loci for treatment of
the lungs. The lung meridian runs along the inner arm
and into the shoulder. Acupuncture practitioners use

patients undergoing such open -chest surgery with
obvious respiratory or other physical distress.
Several recent theories have been propounded

charts like these to determine how to treat a patient
for specific diseases. Similar charts exist for other

how

organs of the body.

by Dr. Ronald Melzack of

no
on

and why acupuncture

The "Spinal-Gate"

works.
theory was

advanced

in

1965

McGill University

and Dr.
Patrick Wall of University College, London, both of
whom were concerned with the general mechanisms

of pain rather than with acupuncture itself. Their theory
holds that stimulation of the large, so-called "A-delta"
fibers in the sensory nerves closes a hypothetical
gate
in the spinal cord. This would block pain impulses which
travel along a different set of smaller nerve fibers from

is,

traveling up the cord to the brain.
But this would block only pain traveling along periph
eral nerves leading to and from the spinal cord, that
from the neck down. The theory does not explain
how acupuncture needles stuck in the face reduce pain

in

a

in

surgery of the abdomen. Recently, Dr. Pang L. Man
of Wayne State University School of Medicine and Dr.
Calvin H. Chen of Northville State Hospital, Michigan,
have suggested there may be
second gate (Two-Gate
the thalamus of the brain that closes to
Theory)
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The acupuncture model at upper right shows the
meridians which correspond to internal organs of the
body. These models are made of rubber and they are
available for sale in some parts of the United States.

The one shown here is about 26 inches high from head
to foot and costs about $60. A close-up of the head
at lower right shows the meridians in detail.
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This chart shows the meridians in the body, just

as

the model on the previous page does. A meridian
runs along one of the major parts of the body and
ends at the tip of the fingers or toes. There are
specific meridians to treat specific organs. For
example, an acupuncturist who is treating angina
pectoris, a heart disease, would insert needles
along the heart meridian, which runs along the
inside of the arm. Other meridians are associated
with the lungs, large intestines, small intestines,
stomach, spleen, diaphragm, gallbladder, liver,
kidneys, bladder, and circulation, and with the
functions of nervous energy and warmth.
Individual charts spell out in greater detail where

each of these meridians

is and at what part the
needles should be inserted. The photo above
shows a model of the meridians located on the ear.
The model is superimposed on an acupuncture
chart.

On this page are shown some acupuncture needles. They come in all sizes,
ranging from a fraction of an inch to seven inches long, plus the handle, and
from one seven-thousandth to one eighteen-thousandth
of an inch in diameter.
Today, these acupuncture needles are made of steel or copper. In the past
gold, silver, wood or bamboo have been used. The photo at left, in addition to
needles, shows other instruments used by some acupuncture practitioners.
the top of the photo is an herb, which is burned on the skin to irritate it and
stimulate the nerves. Below that is a hammer-like instrument with fine
pointed needles which the acupuncturist can use to tap patients as part of a
treatment. The scalpel shown just below that can be used to lance wounds.

At

The small needle with a rounded head, shown close up in the photo below,
center, is called a "stay" needle. It can be inserted in the body to stay for a
while, covered by a bandage. Generally, acupuncture needles cost about $1
each in the United States. They can be used 20 or 30 times, and should be
sterilized before each use.
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Acupuncture practitioners in the United
States and China use electric equipment
for two purposes. First, electric
equipment can be used in conjunction
with the charts to locate the specific
points in the body where needles should
be inserted. These points, or loci, have
20 times less electric resistance than other
places. The Chinese discovered these
points 5.000 years ago. In photo at lower
right, a physician uses an ohmmeter to
determine the loci on a patient's arm. The
second use of electrical equipment is to
stimulate the needles once they are
inserted in the body. This can also be
by twirling. The machine
(above right) was adapted for this
purpose from standard American
electrical equipment. The needles are
attached to the prongs shown in the
bottom of the photo. The prongs are color
accomplished

coded so that the acupuncturist can
control the current to each needle. The
Chinese-made machine above can both
detect the acupuncture points and
stimulate needles. The typed card on this
machine points out it is being used under

FDA

regulations, and because of the
experimental nature of acupuncture,
should not be used on humans.

. . . This
medical or dental practitioners.
device to be used only under conditions designed to
protect the patient as a research subject and where
has been re
the scientific protocol for investigation
viewed and approved by an appropriate institutional

prevent pain sensations from reaching the cerebral cor
tex from below or above the spinal cord.
Dr. George Wald, Harvard Nobel Laureate, has re

censed

at Shanghai's
that Prof. Chang
Hsiang-tung
Academy of Sciences has a similar theory that there
appears to be at least "four gates" that control and
channel pain impulses. This theory holds that in the
central nervous system the activity of the larger nerve
fibers depresses the activity of the smallest nerve fibers,
including those that transmit pain, and that this happens
at all levels of the central nervous system, in the spinal

The doctor should explain to

cord, the brain stem, the thalamus,

cedure is, what the discomforts

ported

and in the cerebral

cortex.

There are several other less involved

theories

based

that the effects are due to some form
of hypnotherapy,
needle hypnosis, or autosuggestion.
In some hospitals in China, up to 80 percent of the
on the hypothesis

surgical

operations have been performed with the use
Patients are given a choice of under
the operation
under the conventional
Western

of acupuncture.
going
anesthesia

or under acupuncture.

Recent developments in acupuncture in China have
emphasized treatment of the deaf-mute and the blind.
Many new loci have been found for treating these
patients, but the prime therapeutic value of acupuncture
is for functional disturbances,
alleviation of pain and
reduction

of muscular spasms.
In this country a number of individuals,

review

committee

or where conditions

for such use

are in accordance with state law."
This means, according to the proposed FDA label
ing, that a physician should receive from a patient an
"informed consent" before using acupuncture on him.
patient what the pro
and risks are expected
to be, what benefits are anticipated, what alternate pro
cedures are available, and advise the patient that he
can withdraw at any time.
This "informed consent,"

the

oral or written,

cannot

include

any language through which the patient waives
any of his legal rights or releases the physician or the
institution from liability for negligence.

This labeling proposal is designed to provide a means
for experimental use of acupuncture medical devices
under conditions which would protect the patient. All
investigational
an institutional

plans must be approved in advance by
committee and must comply with State

laws.

FDA

is concerned

that acupuncture

does not fall into

of "quackupuncture." FDA believes those
sponsoring the modality should be given the opportunity,
the category

institutions

and medical centers have embarked on research programs
to evaluate the technique in relief of pain or as an
anesthetic. In an effort to control the use of acupuncture

through

and keep it in its proper research perspective, several
States, including New York and California, have placed
restrictions on its use. These States have taken the posi
tion that acupuncture can be performed only by licensed
and that the use of acupuncture
medical practitioners,

FDA opposes the clinical use of acupuncture by
poorly trained practitioners who have indulged in short
crash courses or arc self-taught. The practice by licensed
medical practitioners
of hiring Eastern-trained, unli

for the relief of pain or for surgical

a surgeon

anesthesia

is

an

experimental procedure that should be restricted to re
search to determine whether it is safe and effective.

The Food and Drug Administration

is

involved

in

because the needles and other parapher
acupuncture
nalia come under the authority of the Food, Drug, and
Cosmetic Act as medical devices. The law requires that
such products be properly labeled, in this case, as pre
medical devices.
view, in this country acupuncture
is an
experimental
technique whose safety and efficacy has
not been established. A group of Chinese acupuncture
practitioners recently pointed out in Shanghai that acu
puncture cannot be used for all patients and all diseases.
scription

In FDA's

They urged American physicians to approach
tice of acupuncture cautiously.
In an effort to provide appropriate labeling

the prac

for acu
notice on March

puncture materials, FDA published a
9 that the label for this equipment bear, in addition to
the usual information such as name and address of the
manufacturer, this statement:

"Caution: Experimental device limited to investiga
tional use by or under the direct supervision of li

valid

scientific

research

petent, trained investigators,
safety and efficacy.

censed practitioners
he

collects

hiring
the

by com
evidence of its

conducted

to produce

to treat patients is comparable to
to do his operations while

a technician

fees.

Arthritis sufferers who have tried many things for
relief of pain, and migraine victims whose chronic head
aches are not relieved by drugs, are desperate for relief.
The publicity given to acupuncture in this country tends
to make them gullible victims for the so-called acupunc
ture clinics run by medical practitioners of dubious ex
pertise and medical ability. Some of them are less con
cerned about establishing
the safety and efficacy of
acupuncture as a possible valuable adjunct to the prac
tice of medicine than they are about the patient's pocketbook and his ability to pay for the costly office visits.
At the present time, we in the United States need in

formation and concepts which will permit us to distin
guish between competent and incompetent pursuit and
practice of this particular form of medicine in our efforts
to protect the consumer-patient.

Joseph B. Davis, M.D., is director of the Division of
Scientific Review in FDA's Office of Medical Services.
Lillian Yin, Ph.D., is in the Division of Classification and
Research in the Office of Medical Services.
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HEWMaife

20th Anniversary

A

of Health, Education, and Welfare,
Food and Drug Administration is a
its 20th anniversary during the month

^he Department

of which

the

part, celebrated

of April.

HEW Secretary Caspar W. Weinberger, in comment
ing on the anniversary, said, "HEW's basic mission re
mains one of helping people to help themselves."
During the 20 years of its existence, HEW has grown
In 1953 it had 70 programs, 35,408 em
dramatically.
ployees, and a budget of $7 billion. Currently, there are
114,000 employees, and a
more than 300 programs,
budget of $83.6 billion.

In

fiscal 1973, for the first time in history, HEW ex
will exceed those of the Department of De

penditures
fense.

HEW

was created on April 11, 1953, under a re
plan that abolished the 1 4-year-old Federal

organization

Security Agency and transferred all its functions to the
new department.
HEW thus became the first new Cabinet-level depart
ment since the Department of Labor was founded in
1913.

A major aim in creating HEW was to improve the
in health,
administration
of Federal responsibilities
education, and social security, and to assure that these
functions were represented in the President's Cabinet.
is the tenth person to head
Weinberger
1953. The earlier Secretaries were Oveta
Hobby, 1953-1955; Marion B. Folsom, 1955-

Secretary
since

HEW
Culp

HEW

Secretary Caspar W. Weinberger

1958; Arthur S. Flemming, 1958-1961; Abraham
Ribicoff, 1961-1962;
1962Anthony J. Celebrezze,
1965; John W. Gardner, 1965-1968; Wilbur J. Cohen,
1968-1969;
Robert H. Finch, 1969-1970; and Elliot
L. Richardson, 1970-1973.

HEW's
were

traditional

responsibilities in human concerns
and elevated when President

further broadened

that Secretary Weinberger would
announced
serve also as his Counsellor for Human Resources.
HEW employees celebrated the 20th anniversary with

Nixon

a ceremony April 1 1 at HEW headquarters in Washing
ton, D.C. During the anniversary month of April 11display in the
May 11, there was a commemorative

lobby of the HEW building.
Secretary Weinberger said: "In the short time I have
been Secretary, I have been impressed with the quality
and the character of HEW's people. They care. And

they have the energy and the talent to master the new
activities HEW will launch in its third decade — our
broaden our ap
plans to streamline our programs,
proaches, and decentralize our decisions — so that better
services can be delivered
who need them."
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Vews Highlights

D r . E d w a r d s C o n fi r m e d A s

HEW Assistant Secretary
Charles C. Edwards, M.D., has been confirmed as Assistant

Secretary for Health of the Department of Health, Edu
cation, and Welfare, by the U.S. Senate. Dr. Edwards was
Commissioner of Food and Drugs from 1969 until his con
firmation as assistant secretary.
Sherwin Gardner, Deputy Commissioner of Food and
Drugs, has been named Acting Commissioner.
In his new position, Dr. Edwards will oversee the three
health agencies within HEW: the National Institutes of
Health, the Health Services and Mental Health Adminis
tration, and FDA.

Mr. Gardner was with the Chicago management con
sulting firm of Booz, Allen and Hamilton, Inc., before be
coming assistant commissioner for planning and evaluation
at FDA in October 1970. He holds a Bachelor of Mechan

ical Engineering degree from the City College of New York
and is a licensed professional engineer in New York State.

The BNDD report to FDA for medical evaluation, re
ceived March 15, 1973, presents the current picture of
abuse, including data indicating the extent of diversion and

use of methaqualone with other depressant drugs.
For the four-month period from September to December,
1972, BNDD's Drug Abuse Warning Network tabulated
1,373 instances of methaqualone abuse from reporting
units throughout the nation. This was sufficient to place
methaqualone among the top ten drugs of abuse in the
United States, along with the amphetamines and
barbiturates.

Methaqualone frequently is used with other depressants,
particLdarly alcohol. The drug combined with a quantity of
alcohol, even a quantity the user is accustomed to, can
prove fatal.
Legitimately manufactured methaqualone is easily di
verted from licit drug channels because methaqualone is not
currently controlled under the Controlled Substances Act.
At tills time, evidence does not show that methaqualone is
clandestinely manufactured.

FDA Urges Tight Controls
On Methaqualone

FDA Revokes Approval of
Vi o l e t N o . 1 a s C o l o r A d d i t i v e

FDA has recommended tight controls over methaqualone, a
sedative now widely misused as a "downer" by young
people who believe it relatively harmless.
Based on its own studies of methaqualone abuse and a
study by the Bureau of Narcotics and Dangerous Drugs,
FDA has recommended to the Department of Justice that
the drug, already limited to prescription use, be placed un

Based on evaluation of preliminary data from two Japanese
studies, the FDA announced April 5 that it is revoking its
provisional listing and, therefore, approval for the use of
Violet No. i as a color additive in food, drugs, and
cosmetics.

Violet No. 1 has been used for 22 years and has been

der Schedule II of the Controlled Substances Act, which is

provisionally listed by FDA since the 1960 Color Additive

administered by BNDD.

Amendments to the Food, Drug, and Cosmetic Act. Pro

This means the drug would become as tightly controlled
as amphetamines, morphine, and other drugs that have a
high potential for abuse yet also have legitimate medical
uses. The controls on such drugs include limits on quanti
ties that may be manufactured each year; one time refill
limits on prescriptions; and accurate records of sales or use.
Methaqualone is marketed in the United States under five
trade names: Optimil (Wallace Pharmaceuticals), Barest

visional listing means tiiat additional studies are required to
remove all question as to safety.

Certification of some color additives, including Violet
No. 1, is also required by law and entails mandatory sub
mission to FDA of batch-by-batch samples to determine if
the product meets government specifications.
The order terminating provisional listing and all outstand

ing certificates for Violet No. 1 was effective April 10. Use

(Parke, Davis & Company), Quaalude (Rorer Incorporated),
Somnafac (Cooper Laboratories) and Sopor (Arnar-Stone

of the color in any food, drug, or cosmetic after that date
will cause the product to be considered adulterated and

Laboratories). The drug is not currently listed under any

subject to regulatory action.

schedule under the Controlled Substances Act.

Non-medical use of methaqualone in significant amounts
has been relatively recent in the United States, as compared
to more familiar and long abused sedatives such as the
barbiturates.

The nvajo'! potnt in most reports of methaqualone abuse
to date is the widespread availability in junior high schools,
high schools, and colleges.

At least 30 percent of all Violet No. 1 is used by the U. S.

Department of Agriculture in marking meat for grade and

wholesomeness. USDA is providing for alternative methods.
As a food color, Violet No. I was widely used in bever
ages and in otiier products including candy, bakery goods,
ice cream, sherbert, dietary supplements and pet food. It
was also used as a coloring agent in some drugs and
cosmetics.
(continued)
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FDA has accumulated and evaluated a number of studies

will allow 90 days for public and industry comment on the

on Violet No. 1 over the years. These data have not sup

expert findings before developing and implementing the

ported a finding that Violet No. 1 is unsafe for human use.
An advisory committee nominated by the National
Academy of Sciences and composed of pathologists and
other experts reconfirmed this position as late as Novem

final monograph.
FDA expects that five proposed monographs will be pub
lished within the next year.

ber, 1972.

milestone in our goal of assuring the safety and effective
ness of over-the-counter products," said Sherwin Gardner,
Acting Commissioner of Food and Drugs.
"The task is formidable, but this first panel has shown

More recently, however, the Agency has been informed
of unpublished data from two Japanese studies in which
rats were fed Violet No. 1 at a level of five percent of their
diet. Although these data are preliminary, they nonetheless,
suggest that the material fed may be carcinogenic.
In one of the studies, the color used was not certifiable

FD&C Violet No. 1. In the other study, however, FDA's
preliminary analysis indicates that a certifiable color was
used.

"Completion of the work of this first panel is a major

that the program is workable. Furthermore, it has given us
the experience necessary to expedite review of other drug
classes."

Mr. Gardner reaffirmed FDA's commitment to the pro
gram. "The American consumer has a clear right to self
treatment. He has an equal right to expect that any OTC

"In view of these preliminary findings, we have con
cluded that prudence dictates the precautionary removal of
the color additive from food, drug and cosmetic use. The
prohibition will remain in effect until and unless all ques
tions of safety can be resolved," said Sherwin Gardner, Act

drug he buys is safe, well labeled and that it will do what

ing Commissioner of Food and Drugs.

FDA's antacid panel found that 28 acid reducing ingredi
ents now used in OTC antacid products appear safe and

Mr. Gardner emphasized that further FDA evaluation of

the Japanese data will take place as the data become avail
able. In addition, FDA is undertaking its own study to
parallel the Japanese investigations.
FDA has concluded that delisting and decertification of
the color is adequate to protect the public health. No recall
will be requested of products in wlrich the color additive
was used before April 11.

the manufacturer claims it will do for the relief of minor

illness and discomfort. We believe more firmly than ever

that this OTC review program will provide the consumer
with such assurance."

potentially effective. To assure effectiveness, the panel re
commended that all acid reducing ingredients be required
to conform with a uniform laboratory test that measures

ability to reduce acid in the stomach in a specific time.

FDA Panel Recommends

The panel also identified nine ingredients used in some
antacid preparations for which there is inadequate evidence
of effectiveness. None of these ingredients are acid re
ducers. All are secondary or supportive ingredients used as
coating agents, absorbants or for other purposes.
For these nine ingredients the panel proposes that manu

Improved Labeling for Antacids

facturers using them be allowed two years to develop data

FDA has made public a report of scientific experts who

have completed an intensive review of all antacid prepa
rations in the U.S. market.

The panel concluded that ingredients used in most ant
acid products now on the market are safe and potentially
effective, and devised a test procedure to assure effective
ness. If finally adopted by FDA, however, the panel's re
commendations would result in improved labeling for
nearly all antacid products currently on the U.S. market.
Antacids are the first class of over-the-counter (OTC) pro
ducts to be subjected to an unprecedented FDA review
designed to upgrade the safety, effectiveness and labeling
accuracy of all such products. When the review program is
complete, projected for the end of 1974, all of the hun
dreds of thousands of OTC drugs sold in this country will
have been evaluated on a product-class basis by scientific
panels of non-government experts.
From this evaluation will come an FDA monograph for
each basic class of OTC drugs. Each monograph will stipu
late the safe and effective ingredients and dosages which
can be used and how the products are to be labeled.
With antacids as with all other OTC product classes, FDA
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demonstrating that the agents merit continued use in com
bination with acid reducing ingredients.
Under panel recommendations, labeling for antacid pro
ducts could claim relief from "heartburn," "sour stomach,"
and "acid indigestion." The panel proposed eliminating la
beling claims for indications such as "nervous emotional
disturbances," "nervous tension headaches," "cold symp
toms," "consumption of alcoholic beverages," or "food
intolerance."

This recommendation would require labeling changes
for most currently marketed products.

The panel also proposed that all active ingredients must
be listed and the recommended daily dosage must be quali
fied with a warning against use of more than the maximum
daily dosage in any one day, or for more than two weeks
without consulting a physician.
The panel further determined that several combination
products currently on the market should not be allowed.

These products include antacids combined with anti
cholinergics (ingredients designed to calm the stomach) or
proteolytic enzymes (ingredients which aid in digestion).
The panel recommended that products which combine an
antacid with an analgesic should be allowed. However, la-

beling must specify that the product should be used only
when relief is sought from both a headache and acid indi
gestion, or a headache alone.
All other over-the-counter drugs will be reviewed by 16
scientific review panels, using the same basic procedures as
the antacid panel. Five scientific panels are now actively
reviewing data. Three are developing data in preparation for
r e v i e w.

3. In addition to those antibacterial products covered
by the final order, FDA is proposing to extend the testing
requirements to the nitrofuran class of drugs. Thirty days
are allowed for public comment on the proposal to include
the nitrofurans.

Drugs failing to qualify for low-level use in animal feed to
promote growth and control disease, but which are effec
tive for treating sick animals, will be restricted to shortterm use by a licensed veterinarian.

FDA Seeks Additional Data
On Antibacterials in Animal Feeds

FDA has ordered manufacturers of antibacterial drugs used
at low levels in animal feed to submit additional safety and
effectiveness data, or withdraw the products from the
market.

The FDA action of April 20 finalizes a proposal originally

Because there is extensive trade in drugs and food be
tween Canada and the United States, FDA has worked
closely with Canada's Health Protection Branch in devel

oping the final stages of the implementation. The two
Agencies have reached agreement on general policy and re
quirements for implementation.
FDA's statement of policy was published in the Federal
Register of April 20, 1973.

made on February 1, 1972. That proposal was based on
r e c o m m e n d a t i o n s o f a 1 6 - m e m b e r Ta s k F o r c e e s t a b l i s h e d

by FDA to study the implications to human and animal

FDA Asks Recall of Pap Chek;

health of the use of antibiotics in animal feed.

C a n c e r " Te s t " P o s e s H a z a r d

The major recommendation of the Task Force was to
remove some antibacterials from low-level use in animal

feeds unless data was developed which showed conclusively
that there was no hazard to man.
Tlris recommendation was based on the determination

that certain antibiotics used in feed may cause bacteria in
the animals to become resistant to the antibiotics used. The

bacteria may then be transmitted to man and establish
resistant bacteria in man which might be more difficult to
control with antibiotics.

In addition, food-producing animals are a major reservoir

Female Laboratory Testing, distributor of Pap Chek, a doit-yourself mail order test kit designed to detect cervical
cancer, has been asked by FDA to discontinue marketing
and begin a nationwide recall of its product.

Pap Chek is sold only by mail and requires that a sample

of cervical cells be sent to a laboratory for diagnosis. The
results are then returned by mail to the purchaser or desig
nated doctor.

FDA has never approved Pap Chek for marketing and
considers it a significant hazard in that its design and direc

of certain bacteria, such as salmonella. These bacteria are

tions for use can cause a high incidence of false negative

capable of causing illness in man. Some drugs may promote
an increase of salmonella organisms in animals.
FDA's proposal would have required manufacturers to
prove safety and effectiveness for all antibacterial agents
which are also used in human clinical medicine. Progress
reports would have been required every six months, and
FDA would have withdrawn approval on the basis of a
negative report. The proposal did not include a cut-off
point for completion of testing.
The FDA action essentially finalizes the proposed course
of action, with three major additions:
1. The Agency has added a requirement that all tests
designed to demonstrate the absence of hazard or prove

results which could delay an accurate diagnosis of cancer. It
is estimated that niorp than 1,000 tests have been sold. Any
woman who has used this product should see her physician
for retesting.
Pap Chek is advertised nationally in women's magazines
with the slogan "Millions of women find it easier to face
cancer of the cervix than face a Pap test in the doctor's

effectiveness must be completed within two years. Reports

equivalent to the Pap test. The ad also erroneously implies

every six months will still be required, and a negative report
will result in immediate removal of the product from the

that the product is approved by the Department of Health,

office." The full page ad states that this product is a Pap
smear test, which is a generally accepted method of detect
ing early cervical cancer.

Pap Chek depends on aspiration of cells from the vaginal
area, rather than scrapings from the cervical area. The test,
therefore, is not a Pap test and is not considered by FDA

Education, and Welfare.

market.

2. Sponsors of those drugs recommended for highest
priority attention by the Task Force (tetracyclines, strepto
mycin, dihydrostreptomycin, sulfonamides, and penicillins)
will be required to submit studies on the impact of their
products on the salmonella reservoir in food animals within

one year. If these tests show the products cause an increase
in salmonella, they will be withdrawn.

FDA Proposes Regulation
For Safer Infant Cribs

FDA has proposed a regulation which would make cribs
safer for infants.

The Agency said death certificates show 133 children
have died in accidents related to crib structure since 1970.
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Most of these were due to strangulation or suffocation
caused by the child being wedged between the mattress and
the crib frame or by the child slipping through the vertical
slats and being caught by the head.
The proposed regulation would require that space be
tween vertical slats not exceed 2 3/8 inches and would
insure that there would be no excess space between the
mattress and the side of the crib.

In addition, the regulation would require that cribs have
safe locks for drop sides, that all mechanical hazards be
eliminated, and establishes specific tests to enable manu
facturers to comply with the requirements. The regulation
would apply to full-size, portable, and undersize cribs.
Additional requirements for portable and undersize cribs
and mattresses will be proposed in the near future.
Interested persons may comment within 60 days of pub
lication in the Federal Register of April 13, 1973, by writ
ing the Hearing Clerk, DHEW, Room 6-88, 5600 Fishers
Lane, Rockville, Maryland 20852.

Human Prescription Drugs
Must Be in Safety Closures
FDA has ordered human prescription drugs in oral dosage
form to be dispensed in "child-resistant" safety packages.
In one exception to the order, the Agency excluded ni
troglycerin preparations for oral use because of patient
need to obtain rapid access to the drug for the management
of angina pectoris in times of stress.
Testing protocol for special packaging requires that 85
percent of a test group of 200 children (ages 41 to 52
months) be unable to open the container in a 5-minute
period and that 80 percent fail in another 5-minute period

after a demonstration of how to open it. Ninety percent of
a test group of 100 adults must be able to open and close
t h e c o n t a i n e r.

The Poison Prevention Packaging Act specifically recog
nizes that elderly or handicapped persons may encounter

difficulty in using safety packaging and allows the pharma

cist to dispense any drug in ordinary containers on specific
request from the purchaser or the prescribing physician.
The oral, prescription drug packaging regulation is the
tenth product category for which final orders have been
issued under the Poison Prevention Packaging Act.
Since a sufficient quantity of special packaging is not
presently available, the order will become effective in one

year following publication in the Federal Register, April 16,
1973.

Other categories for which final orders have been issued
are aspirin and all aspirin products, liquid furniture polishes
containing 10 percent or more petroleum distillates, prepa
rations containing more than 5 percent methyl salicylate

(wintergreen oil), controlled abuse drugs, lye preparations
containing sodium or potassium hydroxide, turpentine,
methyl alcohol, illuminating and kindling preparations, and
sulfuric acid.
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FDA, BNDD Announce Recall

Of Appetite Suppressing Drugs

A nationwide recall of two kinds of appetite depressing
drugs used to treat overweight persons was announced April

3 by the Food and Drug Administration and the Bureau of
Narcotics and Dangerous Drugs.
In a letter to more than 300 firms, Acting FDA Com
m i s s i o n e r S h e r w i n G a r d n e r a n d B N D D D i r e c t o r J o h n F.

Ingersoll urged the firms to cease marketing more than
1,500 injectable amphetamine products and products com
bining amphetamines with other drugs such as sedatives,
tranquilizers, or vitamins.
FDA, BNDD, and State drug officials will visit manu

facturers, distributors, wholesalers, retail and hospital phar
macies to assure that the products are effectively removed
from trade channels by the target date of June 30, 1973.

This action is based on FDA's conclusion that the inject
able form is unsafe and that all the combination
are no more effective in reducing weight than
amines used alone. Combination amphetamines
are believed to represent 72 percent of the

products
amphet
currently
appetite-

suppressing drugs prescribed by doctors.
On January 18, 1973, FDA recommended for the second
consecutive year reductions of amphetamine production in
any form. Based on FDA recommendations, BNDD has re
duced amphetamine production quotas by a total of more

than 90 percent in two years. This reduction was imposed
by BNDD on amphetamine makers under terms of the Con
trolled Substances Act of 1970.

Underlying the latest FDA and BNDD actions is the Na
tional Academy of Sciences/National Research Council re

view of amphetamines for effectiveness in causing weight
loss.

On the basis of this and other evidence FDA has deter
mined that:

1. Amphetamines overall have a trivial effect in treating
obesity plus a potential for dependency;
2. Injectable amphetamines are unsafe; and

3. Combinations of amphetamines with drugs such as sed
atives, tranquilizers, rauwolfia derivatives, and vitamins, are
no more effective than amphetamines alone.

(For further background on FDA's actions regarding
amphetamines, see *Wew Restrictions on Diet Pills," FDA
Consumer, April 1973.)

Regional Reports
REGION I

During February 1973, the Boston Field Office detained
approximately $120,000 worth of imported foods,
drugs, and devices which were not in compliance with
the Food, Drug, and Cosmetic Act. The device detention
consisted of a shipment of 150,000 acupuncture needles
that did not bear adequate directions for use.
A prosecution against B. Rothstein and Co., Inc., of
Dorchester, Massachusetts, and against Joseph Roth
stein, treasurer, ended in Federal Court when the firm

pleaded guilty and the individual nolo contendere to
four counts of permitting contamination of flour and
cornmeal with rodent excreta pellets, rodent hairs, and
rodent urine, and storing the foodstuffs under conditions
whereby they may have been contaminated with filth.
The corporation was fined $500 on each count and the
individual $250 on each count.

Wingold Macaroni Manufacturing Co. of Lawrence,
Massachusetts, pleaded guilty on five counts of shipping
macaroni products contaminated with insects in inter
state commerce and manufacturing the goods under
insanitary conditions. The corporation was fined a total
of $3,250. An individual defendant, Thomas A. Cosco,
pleaded nolo contendere on two counts and was fined

$200. A second individual has not yet been arraigned.
A Federal marshal seized 354 cases of fresh lettuce,

each containing 24 heads, on a complaint by the U.S.
Attorney that the lettuce was contaminated with the
pesticide Phosdrin. The lettuce had been shipped by

Bruce Church, Inc., Yuma, Arizona, to the New Eng

land Produce Center in Chelsea, Massachusetts. Since

no claim to the lettuce was entered, the lettuce was de
stroyed by being buried in Brockton, Massachusetts.
REGION II

When a consumer telephoned the Buffalo District to re

port finding a mold-like substance floating in a bottle of
Coca Cola, an FDA inspector was dispatched to the
bottler's warehouse. He found mold in various size bot

tles of both Coke and Sprite. Laboratory tests confirmed
the inspector's findings. Advised of the results, the bot
tler recalled and destroyed all bottled stocks of products
containing sugar, an estimated 25,000 cases.
Extra effort by an inspector in the New York District
paid unexpected dividends. A 3-day follow-up inspec
tion was made of Hostess Products, a Brooklyn firm that
makes salad dressing and repacks edible oils, to check

for compliance with sanitary practices. The inspector

found conditions were sanitary. But he noticed that the
contents of a five-gallon can labeled ''peanut oil" did
not smell like peanut oil. He asked the owner, who ad

mitted the containers could not have held peanut oil
because his supply was exhausted and promptly blamed
an employee who, he said, had applied peanut oil labels
to containers of soybean oil. The entire inventory was

then relabeled "soybean oil" in the presence of the in
spector.

When bootleg shellfish harvested in polluted waters
threatened to contaminate the New York marketplace.
Region IPs shellfish consultant met with industry rep
resentatives and local, county, and State officials. New
York State enforcement officials agreed to increase their

night patrols and buy new enforcement tools including
radar, parachute flares, two-way radios, and larger out
board motors. Shellfish bootleggers are willing to risk
arrest because they can harvest $300 worth of polluted
shellfish in 30 minutes. State officials have requested
20 additional men to provide continuous patrols.
The San Juan District has a new consumer specialist.
Mrs. Minerva Sanchez has been granted a half hour a
month for in-depth programs on FDA on television
station WKBM.

In the Newark District, the Sobering Corporation of

Kenilworth, New Jersey, was faced with the problem of
disposing of 47,000 gallons of a shampoo and 46,000
pounds of an ointment containing hexachlorophene.

Environmental considerations precluded dumping.
Finally, after a number of meetings and consultations, a
plan to destroy the material by incineration was devised.

Inspection of a large processor in Secaucus, New Jersey,

turned up 11,500 pounds of moldy filbert nuts. The firm
contemplated converting them to animal food, but FDA

analysis revealed several types of mold, at least one of
which could harm animals. Advised of the findings, the
firm buried the nuts in a landfill under the supervision
of an FDA inspector.

Some 2,304 oxygen cartridges and 576 inhalers, first
seized in Atlantic City in July 1970, were destroyed
when the shipper and claimant. Universal Cryogenics of
New York, was unable to bring them into compliance.
FDA charged they were misbranded because the label
ing failed to bear adequate directions and the units con

tained insufficient oxygen for emergency use.

Consumer specialists from the New York and Newark

Districts manned an FDA exhibit on consumer protec
tion at the All-Eastern Consumer Education Conference

held in East Brunswick, New Jersey. More than 620
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teachers, administrators, and other professionals at

eral Executive Board, Georgia State University, and the

t e n d e d . Te a c h e r s w e r e a b l e t o e x a m i n e c o n s u m e r e d u

Georgia Consumer Services Division of the State De
partment of Human Resources. More than 300 people
from all eight states in Region IV attended.

cation material developed by Consumers Union under a
grant from the Office of Education, Department of
Health, Education, and Welfare.

One of the stiffest penalties ever assessed in an FDA
case in the Nashville area was levied in a U.S. District

REGION III

Judith Guinan, Philadelphia District consumer special

ist, spoke to students in a consumer education class at
Penncrest High School, Philadelphia, on FDA activities.
The speech was taped in all consumer education classes
at the school.

Miss Guinan attended a meeting of the Bucks County
Consumer Protection Committee and discussed recent

FDA regulations.
Seizures effected by Philadelphia District:

A total of 40,000 pounds of nonfat dry milk valued
at $13,600, in the possession of Holt Warehouse, Phil
adelphia. Charges were rodent defilement and insanitary
conditions.

A total of 715 gallons of honey valued at $2,300 in

Dutch Gold Honey Warehouse, Lancaster. Charges were
contamination with rodent hairs and insects.

A lot of 2,000 pounds of Ultra Eat feed grain, valued

at $224, containing illegal feed additives. The dealer
was R. A. Milling Company, Northampton, Pennsyl
vania. The manufacturer was Ultra Life Labs, St. Louis,
Missouri.

A lot of 13,700 pounds of adulterated lima beans in
the possession of Breckinridge and Wheeler Corpora
tion, Wheeler, Michigan. Introduced in interstate com
merce by Wertz Warehouse, Philadelphia.
Skin Gym body suits and Chin Gym chin strap. The

shipper was True Form Foundations, Darby, Pennsyl

Court in Memphis against the Caradine Company, a
wholesale grocery warehouse, and its executive vice

president, secretary, and treasurer, John C. Patton. The

fines originally totaled $37,500, but later were reduced
on appeal to $7,500.
The firm had a history of rodent and insect problems.
It was fined $1,000 in 1963 for insanitary conditions. In

ten FDA inspections up to 1970, the warehouse received
a clean bill of health only once. In April 1971, Con

sumer Safety Officer Danny D. Horner resumed inspec
tions and found rodent contamination of food products.
Subsequent inspections later in the year revealed the
same conditions, and both the company and Patton
were charged with five counts of violating the Federal
Food, Drug, and Cosmetic Act. They pleaded nolo con
tendere and the fines were assessed.

Robert W. Becker, Jr., consumer safety officer in FDA's
Mobile Resident Post, oversaw the destruction of $35,000 worth of drugs and other merchandise after fire
destroyed a drugstore in Pascagoula, Mississippi. Within
a month the Mobile post was notified by the Jackson
County Health Department that all liquid drugs were
poured down the drain, capsules and pills emptied into
garbage cans and crushed at the dump, bottles, labels,
and literature burned, and other goods denatured and
destroyed.
Consumers in the Orlando area can now get up-tothe-minute FDA information on a new Consumer

vania. The devices were in the possession of F and R
Lazarus Company, Inc., Columbus, Ohio. Charges were
false and misleading claims for toning and shaping the
body and firming the chin and neckline.

Phone. The service in the FDA office will provide

REGION IV

REGION V

Mildred Huff, a consumer specialist in the Atlanta Dis
trict, served as program chairman for the annual con
ference of the Georgia Nutrition Council. Titles of
papers delivered there included "The Sensuous Pizza"

The first corporate cooperative quality assurance pro
gram agreement has been signed in the Minneapolis
District. FDA and the Green Giant Company signed
the agreement, which includes 14 Green Giant vege
table processing plants in Minnesota, Wisconsin, Wash
ington, Idaho, New Jersey, and Maryland, in the cor
poration's Bloomington, Minnesota, headquarters.
Representing FDA were Dr. Virgil Wodicka, director
of the Bureau of Foods; Donald Healton, Regional
Food and Drug Director in Region V; and Henry P.
Roberts, Deputy Regional Food and Drug Director.

and "Apples and Eve." Another Atlanta consumer spe

cialist, Ana Rivera, was featured in "What You See Is
What You'll Get," a discussion of FDA's new nutrition

labeling requirements. Miss Huff will become chairman
of the council in 1973-74.

Wilhelmina M. Lombardi, Atlanta consumer special
ist, has also been active in the council. She is a past

nominating chairman, has been a speaker, and carried
out a state-wide research project.

A two-day conference on "Consumer Problems: Indica
tors for Change" was conducted in Atlanta by the Fed
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recorded messages daily on foods, drugs, cosmetics,
household products, and vaccines. The number is 8555861.

Chicago District Consumer Specialist Marie Ekvall took
part in a youth conference at Broadlands, Illinois. Prod
uct Safety Consultant Albert Limberg fielded questions
from 125 students covering all areas of FDA activity.

Another Chicago District consumer specialist, Mar
guerite Robinson, moderated a panel for industry pub
l i c r e l a t i o n s m e n f o r t h e F e d e r a l Tr a d e C o m m i s s i o n . T h e

Amana, Iowa, to discuss the company's Quality Assur

ance program and to review its procedures for imple
menting the program and record-keeping. Several

session was conducted to explain the functions of the
various federal agencies to the industry group.

microwave ovens were inspected during the visit.

Detroit District detained a shipment of Japanese acu

of five 20-minutc TV tapes on Life Protection to be
used by the Shawnee Mission, Kansas, School District.

puncture kits offered for import at Indianapolis, Indi
ana. The kits were labeled as battery testers and were
found during an examination of the packages by a
Customs Service Inspector.
The American Academy of Pediatrics has arranged to
distribute FDA and Material Planning Council poison
prevention publications through its members in Mich
igan to their patients. In cooperation with Regine Aronow, M.D., accident prevention chairman for the Acad
emy, Diane Place, Detroit District consumer specialist,
arranged for the doctors to select and order the poison
prevention materials, which stress the use of child-resist
ant packaging.
REGION VII

FDA's Kansas City District reported two secondary
shipments of mushrooms into its region during Agency
actions which followed findings of Clostridium botidiniim
in mushrooms canned by an Ohio food processor. One
shipment, consigned to a firm in Ames, Iowa, was re

turned intact to the shipper. The second shipment was
to a tavern in Monroe City, Missouri, but was not of a
suspect code. As a further precaution, Stoufler's Food

Company has recalled four frozen food products con
taining mushrooms that may have been contaminated
with C. botiiliniim. Those products included frozen
escalloped chicken and noodles, frozen tuna and noodle
casserole, frozen green beans with mushrooms, and
frozen cream of mushroom soup.

Seizure of 129 50-pound bags of popcorn valued at
$800 was made by a U.S. marshal in St. Louis be
cause the product was held under insanitary conditions
after receipt in interstate commerce by the processor.

Lorcna Meyers, consumer specialist, produced a scries

They arc to be stored in the school system's audio-visual
library for use by any of the 65 schools in the district.
They also will be shown on cable television.

Miss Meyers also taped an interview for KAKE radio
and television stations concerning nutrition labeling
and FDA Consumer magazine.
REGION VIII
FDA's Denver District has recommended seizure of a

health supplement called "Chlorella Growth Factor,"
being sold in Montana. Based on a complaint to the
Montana Health Department of illness from use of this
product, an FDA investigation disclosed that the liquid
had been shipped from Taiwan in one-liter bottles and
then repackaged in two-ounce bottles by a distributor in
Billings. Bacteriological analysis showed the contents
of the two-ounce bottles to be heavily contaminated with
Klebsiella, fecal streptococci, and aerobic bacteria, al

though the contents of the one-liter bottles had little

or no contamination. However, since the large bottles
were misbranded, they, in addition to the two-ounce

bottles, were placed under embargo by the Montana
Health Department at FDA's request.
Charles L. Riley, consumer safety officer at FDA's
Helena, Montana, Resident Post, along with a U.S.
Customs Service Agent and a U.S. Postal Inspector, have
confiscated a large amount of chloramphenicol smuggled
into Montana from Canada by a veterinarian in Kali-

spell, Montana. The veterinarian admitted smuggling
the drug into this country for resale to other veterinar
ians to be used in the treatment of cattle and swine. The

Inspection by FDA disclosed evidence of rodent activ

smuggling and resale operation was discovered when a
shipment of the illegal drug was mailed to two veteri
narians in California. The packages were not stamped,

ity in the plant, resulting in adulteration of the popcorn.

a n d i t w a s a s c e r t a i n e d t h a t t h e r e t u r n a d d r e s s w a s fi c t i

Chivas Regal Scotch, valued at $11,000, was detained
in St. Louis because of water-damaged cases and con
tainers.

A firm in St. Louis was promoting the sale of a soap con
taining hexachlorophene for use in schools by requesting

schools to forward a blanket prescription authorizing
shipment. FDA's Bureau of Drugs took exception to this
sales approach and requested the issuance of retraction

to the customers. The company has voluntarily retracted
its statements in this area.

Region VIl representatives accompanied personnel from
the Compliance Branch of the Bureau of Radiological
Health on a visit to Amana Manufacturing Company,

tious. Postal officials opened the cartons and found the
chloramphenicol. After notifying Customs and FDA
authorities, they decided to deliver the packages to their
addressees. When the recipients took possession at
their destinations in California, the packages were con
fiscated by State officials. An attempt is now being
made to identify the purchasers of 228 units which are
u n a c c o u n t e d f o r.
South Dakota State authorities advised Denver District

of several complaints concerning burn and blister-type
injuries of the mouth and intestinal and stomach illnesses
of consumers as a result of consuming contaminated
Starkist canned tuna. The tuna was packed in American
Samoa, and the injuries are a result of histamines formed
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through the decomposition of the tuna. Effectiveness
checks are in progress on the recall of the two codes
originally involved. The tuna was distributed through
a facility in Minneapolis, and it is reported that there
are a number of injuries in other States besides South
Dakota.

REGION

IX

Service Foods, Inc., Los Angeles. The lot, with a value

of $560, had been held in proximity to rodent and insect
filth, including a dying mouse.
Seizure was made of a lot of 34 drums of candied

pineapple, valued at about $3,000. The fruit had been
stored in unlabeled open tanks and was found to con
tain insects and human hair. The lot was in possession of
California Processed Fruit Co., Montebello, California.

Los Angeles District effected seizure of a lot of Italian
peppers manufactured by Allen Estillette Pepper Co.,
Inc., New Iberia, Louisiana. The lot had a total value
of $4,000. The action originated with a complaint re
ported by the Orange County Health Department in
California. On subsequent inspection and sampling it
showed fly filth visible through the product jars. Labo
ratory analysis confirmed the presence of whole flies, fly
fragments, and a rodent hair in the finished product.
Three seizures were made during the month of February,
reflecting the activity of Los Angeles District in the area
of sanitation inspections.
Some $2,500 worth of macaroni products were seized
in possession of Giancola Brothers, Inc., Santa Monica,
on charges that the surface of the immediate containers
was contaminated with bird droppings while in storage.
A lot of pistachio nuts was seized in possession of

REGION X

The Seattle Field Office is working to involve more con
sumers in the Federal Register process of rule making.
Consumer Specialists Joanne Emrick and Joan Bergy
write lay-language news articles on Federal Register pro
posals of high consumer interest. The articles describe
the current regulations, what the proposed change is,
how it would affect consumers, and where comments
should be sent. Each article, under the headline "Com

ments Are Invited," is sent to 25 newspaper editors in
Washington, Oregon, Idaho, and Alaska. About 60 per
cent of the newspapers have returned tear sheets, in
dicating they are using the articles. The project will be
evaluated by counting the number of consumer com
ments received on each Federal Register proposal from

the area served by each participating newspaper.

F D A O f fi c e s

Phone numbers listed are those of the consumer specialists. District offices are indicated in large type. Cities that have both regional
and district or field offices are indicated by one asterisk. Two asterisks indicate other cities with consumer specialists.

♦ATLANTA 880 W. Peachtree St., N.W.
Atlanta, Ga. 30309
(404) 526-5265 and 3162
** Tampa, Fla. 33607

♦DALLAS Suite 470-B, 500 S. Ervay
Dallas, Tex. 75201
(214) 749-2383 or 2384
♦DENVER New Customhouse Bldg.

(813) 228-7494

Rm. 500/20th & California Sts.

B A LT I M O R E 9 0 0 M a d i s o n A v e .

Denver, Colo. 80202
(303) 837-4917
DETROIT 1560 E. Jefferson Ave.

Baltimore, Md. 21201
(301) 962-3396 and 3397
♦♦Falls Church, Va. 22046
(703) 557-0389
♦BOSTON 585 Commercial St.

Boston, Mass. 02109
(617) 223-3171
B U F FA L O 5 9 9 D e l a w a r e Av e .

Buffalo, N.Y. 14202
(716) 842-6925
♦♦Albany, N.Y. 12207
(518) 472-6045
♦CHICAGO Main Post Office Bldg.
R m . 1 2 2 2 / 4 3 3 W . Va n B u r e n S t .

Chicago, 111. 60607
(312) 353-7126
C I N C I N N AT I 11 4 1 C e n t r a l P k w y.
Cincinnati, Ohio 45202
(513) 684-3500
♦♦Cleveland, Ohio 44114
(216) 522-4802
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Detroit, Mich. 48207

(313) 226-6260 and 577-3315
♦♦Indianapolis, Ind. 46204
(317) 633-5730
♦KANSAS CITY 1009 Cherry St.
Kansas City, Mo. 64106
(816) 374-5623
♦♦St. Louis, Mo. 63101
(314) 622-4137
L O S A N G E L E S 1 5 2 1 W. P i c o B l v d .

Los Angeles, Calif. 90015
(213) 688-3771
M I N N E A P O L I S 2 4 0 H e n n e p i n Av e .
Minneapolis, Minn. 55401
(612) 725-2121
NEW ORLEANS U.S. Customhouse
Rm. 222/423 Canal St.
New Orleans, La. 70130

(504) 527-2420 or 2401

♦NEW YORK 850 3rd Ave.

B r o o k l y n , N . Y. 11 2 3 2
(212) 788-5000 Ext. 1265
NEWARK Rm. 831, 970 Broad St.
Newark, N.J. 07102
(201) 645-3265
♦PHILADELPHIA U.S. Customhouse
Rm. 1204/2nd & Chestnut Sts.

Philadelphia, Pa. 19106
(215) 597-4374 and 0837
♦SAN FRANCISCO Federal Office Bldg.
Rm. 544/50 Fulton St.

San Francisco, Calif. 94102
(415) 556-2062 or 7672
S A N J U A N P. O . B o x 4 4 2 7
Old San Juan Station

San Juan, P.R. 00905
(809) 723-6130
♦SEATTLE Federal Office Bldg.
Rm. 5003/909 First Ave.
Seattle, Wash. 98104

(206) 442-5258

State Actions

Pennsylvania Briefs

ucts, or if it exceeds one million

The Pennsylvania Drug, Device and
Cosmetic Board is formulating regu

organisms per gram in cooked,
smoked, or otherwise heat-treated
meat food products. The current
standard is 10 million per gram for
all types of meat.

lations under the state's new Con

trolled Substance, Drug, Device and
Cosmetic Act. State officials say the
regulations are being modeled on

those of the Federal Comprehensive

Dotto Agreement Signed

Drug Abuse Prevention and Control

The Commonwealth of Pennsylvania

Act of 1970.

A supervisory consumer safety of
ficer from FDA's Philadelphia Dis
trict conducted a two-hour training
session for the Defense Personnel

Support Center staff in Philadelphia.
Good Manufacturing Practices for
drugs were discussed.

A Philadelphia FDA District super
visory consumer safety officer, Rob
ert J. Haarmeyer, attended a meet
ing sponsored by the Pennsylvania
Governor's Council on Drug and
Alcohol Abuse, which is responsible
for formulating laws and regulations
on drug matters. The meeting was

and Mr. Gianni A. Dotto have signed
an agreement in court that will end
use within the state of an alleged
cancer-curing device called a Dotto
Ring (see FDA Consumer, Febru

ary and April). The agreement pro
hibits use of the device by Mr. Dotto,
the Hunza Valley Health Clinic, and
the Bio-Physics Research Founda
tion of Pittsburgh.

analysis and identification of Sal
monella in animal feeds and micro

biological analysis of frozen pre
pared foods.

and drug abuse. It is directed by E.
Erank Wilson.

The Health Facility Services
Bureau, directed by Eugene Sprott,
will handle public health laborato

ries, hospitals, and nursing homes.
The Medical Care Services Bu
reau will coordinate all services di

rectly involving the health care of

the individual. Dr. Rex C. Ramsay
i s d i r e c t o r.

The Bureau of Administrative

Billy J. Hogue will head this bu
r e a u .

The Food Inspection Division of

the Michigan Department of Agri
culture, acting on a consumer com
plaint about short-measure con
tainers of half-and-half, found shortmeasure milk and milk products at

two markets and at the dairy plant.
Some 22,000 pounds of products
were seized. The company president
agreed to fix the apparent problem,
worn parts in the filling machine.
When a second and third check

revealed continued short measure,
Meat Standards Raised
No objections were filed at an

the firm president was prosecuted,
pled guilty, and paid $44 in a fine

Oregon Department of Agriculture
hearing on a proposed strengthening

and court costs.

of bacterial standards for retail

New Arkansas Lineup

meats.

The Arkansas State Health Depart

Under the new regulations, meat

laboratories, occupational health

his products seized after repeated

measured.

microbiologist. The training included

Services

dairy was fined and $2,400 worth of

posed state methadone control regu

the district's Federal-State liaison

Environmental

The president of a Flint, Michigan,

Michigan Milk

inspections found the firm's milk and
milk products consistently short

A microbiologist from the Pennsyl
vania Department of Agriculture
received training in FDA's Phila
delphia microbiology laboratory by

The

Bureau will deal with pharmacy,
radiological health, environmental

Service will encompass public
health education, personnel, ac
counting, vital statistics, building
maintenance, and data processing.

called to obtain comments on pro
lations from clinic sponsors.

ings, plumbing, and vector control.
Glen T. Kellogg is director.

ment has been reorganized into five

products would be considered adul

bureaus.

terated if the microbaclerial level ex

ceeds five million organisms per

The Consumer Protection Serv
ices Bureau will include food serv

gram in fresh or frozen meat prod

ices, santation services, engineer

Inspectors Trained
The Philadelphia District Office of

FDA has been training state medi
cated feed inspectors in Harrisburg
and Scranton, Pennsylvania, under
the Medicated Feed Mill and Feed

Lot Inspection Program.

Minnesota to Reorganize
The Minnesota Department of Ag
riculture will undergo a major
reorganization in the next 18

months. The department is to be
restructured in accordance with

recommendations made by an indus

try advisory group assembled by the
g o v e r n o r.

In the area of food control, in
dications arc that there will be

much consolidation of existing units
and a general decentralization of
inspectional activities to district or
regional offices in the State. The
Minneapolis District Office of FDA

will assist the State in training its
inspectional staff.
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Seizures and Postal Service Cases

SEIZURE ACTIONS charging violation of the Federal Food, Drug, and Cosmetic Act and the Federal Hazardous Sub
stances Act are published when they are reported by the FDA District Office.

A total of 44 actions to remove from the consumer market

products charged to be violative was reported in February.
These included 19 seizures of foods: 2 involved charges

concerning poisonous and deleterious substances, 12 In

PRODUCT, PLACE & DATE SEIZED

volved charges concerning contamination, and 5 involved
charges concerning economic and labeling violations. Other

seizures included 3 of veterinary drugs and medicated
feed, 20 of medical devices, and 2 of hazardous substances.

M A N U FA C T U R E R ( M ) , PA C K E R ( P ) ,
SHIPPER (S), DEALER (D)

CHARGES

FOOD/Poisonous and Deleterious Substances

Honeycomb /Oakland, Calif. 1/23/73

Coles Pure Honey Co./Oakland, Calif. (D)

Contains chlordane, a pesticide chemical, for which

Lettuce/St. Louis, Mo. 1/19/73

Mario Saikhon/Holtville, Calif. (Grower, S)

Contains a pesticide chemical in excess of prescribed

no tolerance has been prescribed.
tolerance.

FOOD/Contamination, Spoilage, Insanitary Handling
Anchovies fillets, flat, and rolled

w/capers/Baltimore, Md. 2/15/73

Empresa De Pesca De Aveiro/Aveiro,
Portugal (M,S)

Partly decomposed.
Held under insanitary conditions.

Coffee beans/Duluth, Minn. 2/1/73

Elminio Bozzo Com. Imp. E Exp
S/A/Santos, Brazil (S)

Flour, Normano First, clear/Orlando,

Famous Bakeries, Inc./Orlando, Fla. (D)

Held under insanitary conditions; rodent con

Entringer Bakeries, Inc./New Orleans, La.

Held under insanitary conditions.

taminated.

Fla. 1/11/73

Spartan, Pillsbury biscuit mix,
Dri Fond sugar and invert sugar/

(D)

New Orleans, La. 2/21/73

Fruitcakes/Cincinnati, Ohio 2/7/73

Federal Bake Shops, Inc./Cincinnati, Ohio
(M,S)

Peanuts, shelled Spanish/Silver Creek,
N.Y. 2/15/73

A. J. Petrie & Sons, Inc./Silver Creek, N.Y.
Rio Syrup Co., Inc. d/b/a C. R. Frank

Rice, California Pearl/Chicago, III.

Banner Wholesale Grocers/Chicago, 111. (D)

Golden Eagle brand. Ma Hat Ma brand/
Emeryville, Calif. 1/23/73
Shrimp, fantail, breaded, Kaptain Krusty/
Port Lavaca, Tex. 1/15/73

Sugar, confectioners 6X, lOX, granulated,
fruit granulated, instant superfine,
assorted jellies, ketchup, mustard
relishes/Norfolk, Va. 2/16/73
Sunflower meats/Fresno, Calif. 1/22/73

tions.

Insect contaminated; held under insanitary conditions.

(0)

Popcorn/St. Louis, Mo. 1/30/73
1/29/73

Prepared, packed, and held under insanitary condi

Held under insanitary conditions.

Popcorn & Supply Co./St. Louis, Mo. (D)

"; rodent contaminated.

Saroni Sugar & Rice, Inc./Emeryville,
Calif. (0)

H. Morgan Daniel Seafoods, Inc./Port

Prepared, packed, and held under insanitary condi
tions.

Lavaca, Tex.(M)

Norfolk, Baltimore, & Carolina Lines, Inc./

Held under insanitary conditions.

Norfolk, Va. (D)

State Center Warehouse/Fresno, Calif. (0)

"; rodent contaminated.

E c o n o m i c a n d L a b e l i n g Vi o l a t i o n s

Fruit punch drink/Shreveport, La. 2/6/73
Peaches, canned/Bedford Heights, Ohio
1/31/73

Piggly Wiggly Corp./Jacksonville, Fla. (M)

Contains artificial flavoring, and labeling fails to

Athens Canning Co./Athens, Tex. (S)
Cherokee Products Co./Haddock, Ga. (M,S)

Below standard of quality for canned peach halves;

state that fact.

label fails to state "Seasoned with Peach Pits," as

required by regulations; weight of targest peach
unit was more than twice the weight of the small
est unit.

Philippine Bagoong anchovy sauce, sisi,
mabgas, padas/San Francisco, Calif.
2/5/73
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Quong Fat Co./San Francisco, Calif. (D)

Labeling not in conformity with regulations.

M A N U FA C T U R E R ( M ) , PA C K E R ( P ) ,
SHIPPER (S), DEALER (D)

P R O D U C T, P L A C E & D A T E S E I Z E D

C H A R G E S

Economic and Labeling Violations (cont'd)
Sctiiiling Dinner Mexicana Taco Casserole/
Sparks, Nev. 1/17/73

McCormIck & Co., Inc./Baltimore, Md. (I\

Sorghum molasses/Waxahachie, Tex.
1/29/73

Morris Brothers/West Monroe, La. (P,S)

Shipped from Salinas, Calif.

Name "Taco Casserole" on carton and vignette,
depicting a casserole containing meat. Is false and
misleading since article contains no meat.
False and misleading name since citric acid and cane

molasses have been substituted for sorghum
molasses.

DRUGS/Veterinary/Medicated Feed
Anaplas 20 block/Salllsaw, Okla.
1/29/73
Phenylbutazone/Queens Village, N.Y.
1/22/73
Tolusol (parenteral hemostatl/Portales,
N. Mex. l/lG/73

Harvest Brand, Div. of Harvest Industries,
Inc./Pittsburg, Kans. (M,S)

New animal drug without effective New Animal Drug
Application.

Torlglan Laboratories, Inc./Queens Village,
N.Y. (0)

Wittney & Co., Inc./Denver, Colo. (M,S)

MEDICAL DEVICES

Body suits, tights, Chin-Gym (strap),
shirts/Columbus, Ohio 2/16/73

True Form Foundations, Inc./Darby, Pa.
(M,S)

False and misleading claims to be effective in shaping
the body with gentle massage action, in Improving
the posture, and In firming the chin and neckline
(Chin-Gym).

Diapulse/San Francisco, Calif. 2/16/73

Diapulse Corp. of America/New Hyde
Park, N.Y. (M)

Inadequate directions for safe use by laymen.

" (S)

Los Angeles, Calif. 1/18/73

" (M)

Cedar Rapids, Iowa 1/19/73

" (M,S)

Columbus, Ohio 2/21/73
Hialeah, Fla. 2/5/73

Conway Springs, Kans. 2/13/73
Gladwin, Mich. 2/1/73
El Paso, Tex. 1/29/73

/l,S)

Falrvlew, Mich. 2/1/73
Lafayette, La. 2/13/73

" (S)

Colorado Springs, Colo. 2/1/73

Misbranded under the Fair Packaging and Labeling

Indianapolis, Ind. 1/23/73

Diapulse Manufacturing Co. of America/

Anderson, Ind. 1/16/73

Diapulse Manufacturing Corp. of America/
New Hyde Park, N.Y. (M.S)
Manufactured for: Diapulse Corp. of
America/New Hyde Park, N.Y.
Diapulse Corp./New Hyde Park, N.Y. (M)
Remington Rand Div. Sperry Rand Corp.
for Diapuise Manufacturing Corp. of
America (M)
TrI-Tronlcs Laboratory, Inc./Euless, Tex.
(M,S)

New Hyde Park, N.Y. (M,S)

Bellingham, Wash. 1/4/73
San Francisco, Calif. 2/7/73
Salisbury, Md. 2/20/73

Electro Sedation unit/Greensboro, N.C.
1/16/73

Theramatic/Honolulu, Hawaii 1/18/73

Dynapower Systems Corp./Santa Monica,
Calif. (M,S)

Act; lack of efficacy.
Inadequate directions for use; false and misleading
claims.

inadequate directions for use; false and misleading
claims.

Inadequate directions for use by laymen.

False and misleading claims to be effective as a
treatment for tissue and bone healing, infections,
bursitis, arthritis; inadequate directions for use.
False and misleading claims to be effective for sooth
ing tensions, Insomnia, psychosomatic Illness; in
adequate directions for use; Inadequate warnings
against use.
False and misleading claims to be effective as a
treatment for gastroenteritis and enterocolitis,
upper respiratory Infections, ulcers, rheumatic

disorders; inadequate directions for use by laymen;
dangerous to health when used In the dosage,
Toftness, radiation detector/Reno, Nev.
1/29/73

frequency, and duration prescribed.
Toftnoss Post-Graduate School of

Inadequate directions for use by laymen.

Chiropractic, Inc./Cumberland, Wis.
(M,S)
H A Z A R D O U S S U B S TA N C E S

Musical rattles, toddle toy rattle

teethersfWesYoury.tl.Y. 1/8/73
Toy Xylophone/St Louis, Mo. 1/31/73

Coronet Discount Toy Center/Westbury,

Banned hazardous substances.

N Y. (D)

Acme Premium Supply Co./St. Louis, Mo.

Banned hazardous toy; mechanical hazard.

(D)
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U.S. POSTAL SERVICE actions taken in medical cases as authorized in the Mail Fraud Statute (18 U.S.C. 1341) and/or
the False Representation Statute (39 U.S.C. 3005) as reported by the Assistant Postmaster
General—Inspection Service.

False Representation Orders Issued by Judicial Officer Under 39 U.S.C. 3005
January 11, 1973: Against M.D.I, of India and Ruthie, 6915 South

Vernon Ave., Chicago, Illinois 60637 and M.D.I., P.O. Box 239,
Gary, Indiana 46401 (40401). Advertising and sale by mail of
products, "Instant Erection," "New Capsules Under Control No.
118," and "Hard on Powder," represented to be effective sex

January 11, 1973: Against Stim-U-Lar Research Corporation, 5999 NW

18th (iourt. Sunrise, Florida 33313. Advertising and sale by mail

of a product called "Magic Mate Oil," represented to be an effec
tive sex stimulant.

stimulants.

Complaints Filed by Law Department Under 39 U.S.C. 3005 (False Representation)
January 2, 1973: Natural Plan Division, 1233 E. Las Olas Blvd., and

Safe Diet Division, 1233 E. Las Olas Blvd., Fort Lauderdale, Flor
ida 33301. Advertising and sale by mail of a grapefruit diet plan
which promises a weight loss of 10 pounds in 10 days.

January 4, 1973: Biscayne Productions, 9864 Bird Road, Carol Smith
Products, 7008 S.W. 4th Street, All Peoples Distributors, 7008
S.W. 4th Street, and Johnson-Square Distributors, 7010 S.W. 4th
Street, Miami, Florida 33144. Advertising and sale by mail of a
product called "Mystic Capsules," represented to be effective
as a sex stimulant.

January 4, 1973: Hollywood Grapefruit Diet, 6381 Hollywood Blvd.,
Hollywood, California 90028. Advertising and sale by mail of
a diet represented to be effective for weight reduction.
January 5, 1973: Biscayne Productions, 9864 Bird Road, Carol Smith
Products, 7008 S.W. 4th Street, All Peoples Distributors, 7008
S.W. 4th Street, and Johnson-Square Distributors, 7010 S.W. 4th

Street, Miami, Florida 33144. Advertising and sale by mail of a
product called "Meltoro's Weight Plan," represented to be an
effective diet pill and regimen.
January 5, 1973: Biscayne Productions, 9864 Bird Road, Carol Smith
Products, 7008 S.W. 4th Street, All Peoples Distributors, 7008
S.W. 4th Street, and Johnson-Square Distributors, 7010 S.W. 4th

Spice" and "Jungle Love," represented to be effective sex
stimulants.

January 11, 1973: Bowman-Eggers Company and B-E CO., Route 1, Box
86, Brookings, Oregon 97415. Advertising and sale by mail of
a device represented to be effective in enlarging the penis.
January 11, 1973: Cherard Sales, P.O. Box 1308, Roslyn Heights,
New York. Advertising and sale by mail of a chin strap represented
to be effective in firming up sagging neck muscles.
January 11, 1973: Troy Laboratories, Inc., P.O. Box 4693, Toledo, Ohio
43620. Advertising and sale by mail of a product called "Naturaid," represented to be effective as aid to overcome impotency.

January 12, 1973: J & B Sales, P.O. Box 239, Gary, Indiana, and 695

So. Vernon, Chicago, Illinois. Advertising and sale by mail of
numerous products represented to be effective as sex stimulants.

January 12, 1973: R. J. Products, Inc., 20 Clarks Hill Ave., Stamford,
Connecticut 06902. Advertising and sale by mail of "Passiflora"
liquid, represented as one of the most sought after offerings for
satisfying marital relations.
January 12, 1973: Slumber Shapers, Inc., 90 Beacon Blvd., Miami,

Florida 33135. Advertising and sale by mail of a panty girdle
represented as enabling users to lose inches while they sleep.

Street, Miami, Florida 33144. Advertising and sale by mail of a
product called "Tracken," represented to be an effective way

January 15, 1973: Party Supply, Inc., Party Aids and Formulas, P.O.

January 8, 1973: Dorset House, 1199 Broadway, New York, New York,
and Club Ratio, P.O. Box 566, Cobourg, Ontario, Canada. Adver
tising and sale by mail of the "Ratio Diet" regimen, guaranteed

January 16, 1973: Hydro-Maid, P.O. Box 952, Central Station, St. Louis,

to stop smoking.

to cause a weight loss of 9 to 12 pounds in one week.

January 10, 1973: Slam Products, Inc., and Box 35435, Detroit, Mich
igan. Advertising and sale by mail of product called "Vice
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Box 239, Gary, Indiana 40401. Advertising and sale by mail of
numerous products represented to be effective as sex stimulants.
Missouri, and Hydro-Maid Products, P.O. Box 8424, 9000 State Line

Road, Kansas City, Missouri 64114. Advertising and sale by mail
of the "Venus Plan," represented as being an effective bust
developer.

Votices of Judgment

NOTICES OF JUDGMENT on Seizure Actions

FOOD/EconomIc and Labeling Violations

FOOD/Poisonous and Deleterious Substances

Apricots, pickled, and other specialty foods, at Salt Lake City, Dist. Utah.
Charged 9-7-71: when the apricots labeled in part "Fancifood Brand
Sweet Pickled Apricots . . . Packed for Juillard Fancy Foods Co. San
Francisco, Calif.," the dumplings labeled in part "Maggi Imported
Spaetzle Tiny Swiss Style Dumplings ... The Maggi Company. S. A.

Ladyfish, frozen, at Mobile, 3. Dist. Ala.
Charged 7-25-72: when shipped by Raffield Fisheries, Port St. Joe, Fla.,
Ala., the article contained the added poisonous and deleterious substance
mercury; 402(a)(1). Consent decree authorized release to Star Fish &

Oyster Co., Ltd., Mobile, Ala., for denaturing. (F.D.C. No. 58159; S. No. 546
F; N.j. No. 1)
Ladyfish, frozen, at San Francisco, N. Dist. Calif.
Charged 5-10-72: when shipped by A. A. Richards & Co., Inc., Mobile,
Ala., the article contained the added poisonous and deleterious substance
mercury; 402(a)(1). Default decree ordered destruction. (F.D.C. No. 58001;
S. No. 74-133 F; N.J. No. 2)
Sodium caseinate, at Erie, N. Dist. III.
Charged 9-4-70: when shipped by Muskogee Dairy Products Co., Inc.,
Muskogee, Okla., the article contained the added poisonous and deleteri
ous substance Salmonella—402(a)(1); the article had been prepared and
packed under insanitary conditions, since the machinery used in the
manufacture of the article had been contaminated with Salmonella—

402(a)(4); and the article lacked the name of the manufacturer, packer,
or distributor, since that part of the article in bags labeled in part
"Purity Brand Sodium Caseinate Premium Grade . . . Erie Casein Co.
. . . Erie, III." was not manufactured by the person whose name appeared
on the label and the label lacked the phrase "Distributed by" or other
similar phrase, and the other bags of the article were unlabeled—403
(e)(1); the article in unlabeled bags lacked a quantity of contents state
ment—403(e)(2); and the article in unlabeled bags lacked the common or
usual name of the food—403(i)(l). A consent decree authorized release
to shipper for bringing into compliance with the law.
Thereafter, the claimant posted bond and repossessed the article. The
claimant said that it had brought the article back to Muskogee, Okla.,
had reconditioned the article and subsequently reshipped the article to
Erie, III., for use as animal feed base, but had no records of the
release or shipment of the goods. The Government moved for forfeiture of
the claimant's bond for failure to comply with terms and conditions of
the consent decree and bond, on the grounds that the claimant failed
to retain intact the article for FDA examination or inspection, failed to
receive FDA authorization before commencing compliance operations,
failed to conduct such operations under FDA supervision, and had shipped
the article for use as animal feed base without providing FDA an oppor
tunity to sample, test, examine, or release the article. It appeared to the
court that the claimant failed to abide by and fulfill the terms and con
ditions of the bond and decree, and according to the court ordered
that the bond be forfeited. (F.D.C. No. 56688; S. Nos. 23-258/9 D; N.J.
No. 3)

FOOD/Contamination, Spoilage, Insanitary Handling
Candy chips, at Woodside, E. Dist. N.Y.
Charged on or about 6-21-72: when shipped by Dufour, S.P.A., Genoa,
Italy, the article, labeled in part "Chipurnoi Chips Imported Licorice

with a touch of Mint . . . Made in Italy by Dufour S.P.A., Genoa for

Perry H. Chipurnoi, Inc., New York, N.Y.," contained insect and rodent
filth and was unfit for food due to metal fragments, paint chips, and
rock; 402(a)(3). Consent decree authorized export to original foreign
supplier. (F.D.C. No. 58029; S. No. 57-006 F; N.J. No. 4)
Peanuts, shelled, at Chicago, N. Dist. III.
Charged 5-3-72: while held for sale, the article contained rodent filth

and had been held under insanitary conditions; 402(a)(3), 402(a)(4).
Consent decree authorized release to E. J. Brach & Sons, Div. of American
Home Products Corp., Chicago, III., for reconditioning. (F.D.C. No. 57996;
S. No. 19-867 F; N.J. No. 5)

Peanuts, shelled. Gold Kist, at Chicago, N. Dist. III.

Charged 12-1-71: when shipped by Gold Kist, Inc. (formerly known as
Gold Kist Peanuts, a division of Cotton Producers Assn.), Anadarko, Okla.,
who packed the article, the article had been held under insanitary con
ditions at the packer's plant; 402(a)(4). Consent decree authorized release
to the shipper for reconditioning. (F.D.C. No. 57666; S. No. 50-762 EN.J. No. 6)

Pecans, shelled, Azalea, at Sparta, W. Dist. Wis.

Charged 4-25-72: when shipped by H. M. Thames Co., Inc., Mobile, Ala.,
the article contained E. coli and had been prepared and packed under
insanitary conditions; 402(a)(3), 402(a)(4). Default decree ordered de
struction. (F.D.C. No. 57965; S. No. 50-502 F; N.J. No. 7)
Potato flakes, at Ironton, S. Dist. Ohio.

Charged 11-10-72: while held by Markin-Blanton Co., Ironton, Ohio, the
article contained rodent filth and had been held under insanitary con
ditions; 402(a)(3), 402(a)(4). Default decree ordered destruction. (F.D.C.
No. 58515; S. No. 26-051 F; N.J. No. 8)

Shrimp, frozen, at Chicago, N. Dist. III.
Charged 5-22-72: when shipped by British Columbia Packers, Ltd., Win
nipeg, Canada, the article labeled in part "Individually Quick Frozen
. . . Shv'wcs'^s . . . Bay Brand . . . Packed for and Distributed by

Penguin Frozen Foods, Inc., Northfield, Illinois . . . Product of Mexico,"
contained decomposed shrimp; 402(a)(3). Consent decree authorized
release to Penguin Frozen Foods, Inc., Northfield, III., for export to

original foreign supplier. (F.D.C. No. 58025; S. No. 20-748 F; N.J. No. 9)

Kempttal, Switzerland," the coconut product labeled in part "Mele-Koi

Hawaiian Coconut Snow . . . Mele-Koi Farms, Lihue, Kauai, Hawaii . . .
Beverly Hills, California," the canned gooseberries labeled in part
"Scotts Gooseberries in heavy syrup R & W Scott Limited Carluke,
Scotland," and canned fishballs labeled in part "Kingli Fish Fluffies
Extra Light Fishballs . . . Abba-Fyrtornet AB, Stockholm, Sweden," were
shipped by Holly World Foods, Inc., San Francisco, Calif., the articles
were in violation of the Fair Packaging and Labeling Act, since the
quantity of contents statements of the pickled apricots, coconut product,
and canned gooseberries, which had principal display panel areas of
more than 5 square inches, were in a type size less than Vs inch
h i g h ; t h e c a n n e d g o o s e b e r r i e s , fi s h b a l l s , a n d c o c o n u t p r o d u c t l a c k e d
the quantity of contents declaration within the bottom 30 percent of
the principal display panel area; the quantity of contents declaration
of the canned gooseberries was not in lines generally parallel to the

base of the can, was not separated from other printed label information
appearing above the declaration, and was neither on the principal
display panel nor on the alternate principal display panel; the pickled
apricots' quantity of contents declaration was not separated from other
printed label information appearing above and below the declaration,
and was expressed as "Contents 1 Lb. 1 Oz." instead of "Net Wt.

17 Oz. (1 Lb. 1 Oz.)"; and the canned dumplings' quantity of contents
declaration was not separated from other printed label information
appearing above the declaration, its declaration appearing on the
principal display panel area of more than 25 square inches was in a
type size less than 3/16 inch high, and its label stated "Serves 4"
but lacked a statement of the quantity of each such serving—15 U.S.C.
1453(a)(2), 1453(a)(3)(A)(i), 1453(a)(3)(C)(i), 1453(a)(4). Consent decree
authorized release to shipper for relabeling. (F.D.C. No. 57331; S. Nos.
63-701/5 E; N.J. No. 10)
Candy kisses, at San Diego, S. Dist. Calif.
Charged 5-17-72: when shipped by Cerreta Candy Co., Phoenix, Ariz.,
the article was in violation of the Fair Packaging and Labeling Act,
since the quantity of contents declaration was not separated from other
printed label information appearing below tha declaration; the quantity
of contents statement lacked the terms "net weight" or "net wt."; and
the quantity of contents statement, appearing on the principal display
panel area of more than 5 square inches, was in a type size less

than 1/8 inch high—15 U.S.C. 1453(a)(2), 1453(a)(3)(A)(i), 1453(a)
(3)(C)(i). Default decree authorized donation to charitable institutions.
( F. D . C . N o . 5 8 0 2 6 ; S . N o . 4 4 - 1 2 6 F ; N . J . N o . 11 )

Chili powder, Austex Mexene, at Conyers, N. Dist. Ga.
Charged 5-4-72: when shipped by Austex Foods, Div. Riviana Foods, Inc.,
Austin, Tex., the article was in violation of the Fair Packaging and
Labeling Act, since the quantity of contents declaration was not
separated from other printed label information appearing above the
declaration; the quantity of contents statement, appearing on the prin
cipal display panel area of more than 5 square inches, was in a type size
less than Vs inch high—15 U.S.C. 1453(a)(2), 1453(a)(3)(C)(i). Default
decree ordered destruction. (F.D.C. No. 58006; S. No. 4-255 F; N.J. No. 12)
G r a p e J u i c e , a t B r o o k l y n , E . D i s t . N . Y.

Charged on or about 8-23-71: when shipped from Israel, by Carmel
Wine Co., Inc., New York, N.Y., the article, labeled in part "Carmel
. . . Rose Product of Israel . . . Grape Juice . . . Carmel Wine
Growers Cooperative Richon Le Zion & Zichron Jacob-Israel," was in
violation of the Fair Packaging and Labeling Act, since the quantity
of contents declaration was not placed within the bottom 30 percent
of the principal display panel area; the quantity of contents statement
was expressed as "25 Fl. Oz." instead of "25 Fl. Oz. (1 Pt. 7 Oz.)"; and
the quantity of contents statement, appearing on the principal display
panel area of more than 25 square Inches, was in a type size less
than 3/16 inch high; 15 U.S.C. 1453(a)(2), 1453(a)(3)(A)(i), 1453(a)(3)
(C)(i). Consent decree authorized release to shipper for relabeling.
(F.D.C. No. 57347; S. No. 30-053 E; N.J. No. 13)
Grape juice concentrate, sweetened, at Pittsburgh, W. Dist. Pa.
Charged 6-9-72: when shipped by Welch Foods, Inc., Westfield, N.Y.,
the article's label statement "Concentrated Grape Juice Sweetened
New Family Size makes 1/2 gallon" was false and misleading, in that
(in the setting in which it was presented) it represented that the
article, when diluted to make one-half gallon, was reconstituted
sweetened grape juice, which was contrary to fact—403(a); and the
article was in violation of the Fair Packaging and Labeling Act, since
the quantity of contents declaration was expressed as "Net Contents
16 Fluid Oz." instead of "Net Contents 16 Fluid Ounces (1 Pt.)";
15 U.S.C. 1453(a)(3)(A)(i). Default decree authorized donation to educa

tional institutions. (F.D.C. No. 58065; S. No. 67-547 F; N.J. No. 14)

Pancake, biscuit, and muffin mixes. White Lily, at Atlanta, N. Dist. Ga.
Charged 7-27-72: when shipped by The Great Western Foods Co., Knoxville, Tenn., the names of the articles, "Very Buttery Pancake Mix,"
"Very Buttery Biscuit Mix," "Very Blueberry Muffin Mix," and "Very
Strawberry Muffin Mix," were false and misleading as applied to articles
w h i c h c o n t a i n e d a r t i fi c i a l l y fl a v o r e d a n d c o l o r e d n u g g e t s , a n d n o t
butter, blueberries, and strawberries; 403(a). The article was claimed
by White Lily Foods Co. (formerly The Great Western Foods Co.), Knox-
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ville, Tenn., who denied the charges, Subsequehtly, upon application
of the claimant, the claimant was permitted to withdraw its claim.
Thereafter, default decree authorized donation to a charitable Institu
tion. (F.D.C. No. 58158; S. Nos. 5-266/9 F; N.J. No. 15)
Peach halves, canned, O'Sage, at Waynesviile, W. Dist. N.C.
Charged 12-20-71: when shipped by Cherokee Products Co., Haddock,
Ga., the article's quality fell below the standard of quality for canned
peach halves, since the weight of the largest peach half failed to be
not more than twice the weight of the smallest; 403(h)(1). Consent
decree authorized release to shipper for bringing into compliance with
the law. (F.D.C. No. 57671; S. No. 16-551 E; N.J. No. 16)
Peach pieces, canned, at Yorktown, S. Dist. Ind.
Charged 10-14-71: when shipped by Fruitful Valley Sun, Inc., Dinuba,
Calif., the articles, labeled in part "Marsh Mixed Pieces of Irregular
Sizes and Shapes . . . Peaches . . . Distributed by Marsh Supermarkets,
Inc. Yorktown, Indiana" and "Fruitful Farms Brand . . . Peaches Mixed
Pieces . . . Packed by George Noroian Company, Dinuba, Calif.," were
in violation of the Fair Packaging and Labeling Act, since the quantity
of contents declaration of the Marsh brahd peach pieces did not
appear on the principal or alternate principal display panel—15 U.S.C.
1453(a)(2); and since the quantity of contents declaration of the Fruitful
Farm brand peach pieces was not placed in the bottom 30 percent
of the principal display panel area, the quantity of contents was not
expressed as required (e.g. "Net Wt. 29 Ozs. (1 Lb. 13 Dz.)"), and the
quantity of contents statement lacked the terms "Net Weight" or "Net
Wt."—15 U.S.C. 1453(a)(2), 1453(a)(3)(A)(i). The article was claimed by
the shipper, as owner, who filed an answer stating that National Bank of
Agriculture, Fresno, Calif., had a security interest in the article and
stating that Marsh Supermarkets, inc., had no interest in the article
other than as a prospective purchaser. (The bank and supermarket also
filed claims, but such claims were defaulted for failure to appear
a t a p r e t r i a l c o n f e r e n c e . ) T h e r e a f t e r, t h e G o v e r n m e n t m o v e d f o r
judgment on the pleadings alleging that there had been no denial of
the allegations of the complaint. The court granted the Government's
motions, condemned the articles, and authorized their donation to a
public and/or charitable institution. However, a consent decree of con
demnation was subsequently filed which authorized release to the
shipper's agent for relabeling. (F.D.C. No. 57549; S. Nos. 93-576/7 E;
N.J. No. 17)

Peaches, sliced, canned, and tomato sauce, canned, at Ogden, Dist. Utah.
Charged on or about 6-30-72: when shipped by Sacramento Foods, Sacra
mento, Calif., the case label of the article in cases labeled "Sliced
Y. C. Peaches" (some of which article was in unlabeled cans and
some of which was in cans labeled in part "Our Best Stop & Shop Sliced
Peaches . . . Dist. by Stop & Shop Supermarkets . . . Boston, Mass.")

was false and misleading since some cans of the article consisted of

canned tomatoes—403(a); the above article and another article in cases
labeled "Fancy Tom. Sauce" (some of which article was in unlabeled
cans and some of which was in cans labeled in part "Thrifty Maid . . .
Tomato Sauce ... The Monterrey Canning Co., San Francisco, Cal."
a n d " A & P . . . T o m a t o S a u c e . . . T h e G r e a t A t l a n t i c & P a c i fi c

Tea Co., Inc. New York, N.Y.") have a number of cans which fail to
bear a label containing the name and place of business of the manu
facturer, packer, or distributor, and an accurate statement of the
quantity of contents—403(e)(l&2); and a number of cans of the article
in cases labeled "Fancy Tom. Sauce" failed to bear can labels con
taining the common or usual name of the article—403(i). Default
decree authorized donation to State institution. (F.D.C. No. 58037; S.

Charged 6-15-72: while held for sale by Truett Laboratories, Burbank.
Calif., who was repacking and labeling bulk capsules manufactured at
Chatsworth, Calif., from ginseng shipped in interstate commerce, the
article's labeling, as applied to article in capsule form, contained false
and misleading claims of special dietary value as a dietary supplement
or of therapeutic value; 403(a). Default decree ordered destruction.
(F.D.C. No. 58050; S. Nos. 43-729/30 F; N.J. No. 23)
FOOD ADDITIVES

Nu-Age mineral for livestock and poultry, at Detroit Lakes, Dist. Minn.
Charged 10-6-70 and amended 4-19-71: when shipped by Nu-Age Corp.,
Florence, Colo., the article's label and tag label contained false and
misleading claims to the effect that the article's mineral content was
of significant value in the diet of various animal species, and the
article was a nonconforming food additive; 402(a)(2)(C), 403(a). The
article was claimed by the shipper who denied the charges. The
Government served interrogatories on the claimant. Thereafter the case
came on for trial before the court. After trial, the court found for
the Government and ordered the article destroyed. (F.D.C. No. 56713;
S. No. 1-958 D; N.J. No. 24)

Pottery coffee mugs, at Philadelphia, E. Dist. Pa.
Charged 6-15-72: when shipped by Factory Secia, Caldas da Rainhe,
Portugal, the article contained the nonconforming food additive lead
(approx. 20-24 meg. of lead per ml. of leaching solution); 402(a)(2)(C).
Default decree ordered destruction. (F.D.C. No. 58060; S. No. 67-214 F;
N.J. No. 25)
ANIMAL

and
Amherst,
Dist.
S.
Dak.
,
Charged 4-3-72 and 4-4-72: when shipped by Farmers Union Cram Ter
minal Association, Edgeley, N. Dak., the article was an animal feed
containing ethylene diamine dihydriodide and/or diethylstilbestrol, new
animal drugs, and there was no approval of a New Animal Drug Ap

plication in effect with respect to such feeds; 501(a)(6). Consent de

crees authorized release to shipper for salvaging. (F.D.C. Nos. 57899,
57911; S. Nos. 32-812 F, 33-813 F; N.J. No. 26)
Medicated feed, Nutrena Beefcake-41, at Omaha, Dist. Nebr.
Charged 5-23-72: when shipped by Cargill Nutrena Feed Division, Sioux

City, Iowa, the article was an animal feed containing the drugs di
ethylstilbestrol and melengestrol acetate which in combination with each

other in the article were new animal drugs, and there was no ap
proval in effect of a New Animal Drug Application with respect to the
article; and the circumstances of the article's manufacture, processing,

packing, and holding failed to conform to current good manufacturing
practice; 501(a)(6), 501(a)(2)(B). Default decree ordered destruction.

(F.D.C. No. 58032; S. No. 42-044 F; N.J. No. 27)
Medicated feed pellets, V-22 C 8. S, at Fort Collins, Dist. Colo.

Charged 3-10-72: while held by Ranch-Way Feed Mills, Fort Collins,
Colo., who manufactured the article using chlortetracycline which had
been shipped in interstate commerce, the article contained diethylstil
bestrol and chlortetracycline, drugs which in combination with each

other in the article were new animal drugs for which there was no New

Animal Drug Application in effect for such use and intended use; 501
(a)(6). Consent decree ordered destruction. (F.D.C. No. 57860; S. No.
033-966 F; N.J. No. 28)

Nos. 32-634/5 F; N.J. No. 18)

Pickie sticks, sweet, London Lodge, at Des Moines, S. Dist. Iowa.
Charged 5-18-72: when shipped by Hamilton & Sons Canning Co., t/a
Foods, Inc., New London, Wis., the article was in violation of the
Fair Packaging and Labeling Act, since the quantity of contents declara
tion was not separated from other printed label information appearing
above the declaration; the quantity of contents statement was expressed
as "1 Fl. Pt." instead of "16 Fl. Oz. (1 Pt.)," and the quantity of
contents statement appearing on the principal display panel area of
more than 5 square inches was in a type size less than Ve inch high;
15 U.S.C. 1453(a)(2), 1453(a)(3)(A)(i), 1453(a)(3)(C)(i). Consent decree
authorized release to shipper for relabeling. (F.D.C. No. 58030; S. No.
41-979 F; N.J. No. 19)

Shrimp meat, frozen, at Boston, Dist. Mass.
Charged 8-20-70: when shipped by Central Wharf Fisheries, Inc., Port
land, Maine, the article was in violation of the Fair Packaging and
Labeling Act, since the quantity of contents declaration was not stated
on the principal display panel; 15 U.S.C. 1453(a)(2). Default decree
ordered destruction. (F.D.C. No. 56658; S. No. 14-094 D; N.J. No. 20)
Soft drink beverages, canned, at Springfield, W. Dist. Mo.
Charged on or about 7-25-72: when shipped by Mid-America Container
Corp., Lenexa, Kans., the article, labeled in part "Always Good Brand
. . . packed for Associated Wholesale Grocers, Inc., Kansas City,
Kansas . . . Springfield, Missouri," was in violation of the Fair Pack
aging and Labeling Act, since the quantity of contents declaration was
not within the bottom 30 percent of the principal display panel area,
and the quantity of contents statement on the principal display panel
area of more than 5 square inches was in a type size less than Ve
inch high; 15 U.S.C. 1453(a)(2), 1453(a)(3)(C)(i). Consent decree au
thorized release to Associated Wholesale Grocers, Inc., Kansas City,
Kans., for relabeling. (F.D.C. No. 58145; S. No. 41-933 F; N.J. No. 21)
Taco shells, Rosarita, at Denver, Dist. Colo.
Charged 5-31-72: when shipped by Rosarita Mexican Foods Co., Mesa,
Ariz., the article was in violation of the Fair Packaging and Labeling
Act, since the quantity of contents declaration was not expressed in
terms of weight, the quantity of content declaration was not in the
bottom 30 percent of the principal display panel area, and the quantity
of contents declaration was not separated from other printed label in
formation appearing below the declaration; 15 U.S.C. 1453(a)(2). Con
sent decree authorized release to Snider-Hayes-Hurd Co. (Puss Schultz),
Denver, Colo., for relabeling. (F.D.C. No. 58054; S. No. 33-581 F; N.J. No.
22)
VITAMINS/SPECIAL DIETARY FOODS

Ginseng capsules, at Burbank and Chatsworth. C. Dist. Calif.
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FEED

Animal feed liquid, medicated, Rum-Liq 33, 2 seizure actions at Frederick

DRUGS/Human Use

Aiphosyi antipsoriatic gel, at Memphis, W. Dist. Tenn.
Charged 5-31-72: when shipped by Reed & Carnrick, Kenilworth, N.J.,
the article contained mold of Actinomycetes species; 501(a)(1). Consent
decree ordered destruction. (F.D.C. No. 58057; S. No. 1-804 F; N.J.
No. 29)

Aspirin tablets, U.S.P., at Dayton, S. Dist. Ohio.
Charged 6-1-72: when shipped by Park Laboratories, Inc., Fredonia,
Wis., the article's quality was deficient since the article failed the
U.S.P. tablet disintegration test because none of the tablets tested dis
integrated in 5 minutes; 501(b). Default decree ordered destruction.
(F.D.C. No. 58061; S. No. 26-333 F; N.J. No. 30)
Chloral hydrate, strychnine sulfate and hyoscyamine hydrohromide elixir, at
Detroit, E. Dist. Mich.
Charged on or about 6-6-72: while held for sale after manufacture by
Ferndale Laboratories, Inc., Ferndale, Mich., the circumstances of the
article's manufacture, processing, packing, and holding lacked conformity
with current good manufacturing practice; 501(a)(2)(B). Default decree
ordered destruction. (F.D.C. No. 58049; S. No. 37-890 F; N.J. No. 31)
Digoxin tablets, U.S.P., and prednisone tablets, U.S.P., at Baltimore, Dist.
M d .

Charged 4-26-72: when shipped by Marshall Pharmacal Corp., South
Hackensack, N.J., the articles, labeled in part "Digoxin U.S.P. [or
"Prednisone . . . U.S.P."] . . . Barre Drug Co., inc., Baltimore, Md.,"
differed from the standards set forth in the U.S.P., since the digoxin
tablets failed the content uniformity test and the prednisone tablets
contained less than 90 percent of the labeled amount of prednisone;
501(b). Consent decree authorized release to the shipper for bringing

into compliance with the law. (F.D.C. No. 57961; S. Nos. 9-634/5 F;
N.J. No. 32)

Dilyn glyceryl guaiacolate tablets, at Bryan, N. Dist. Ohio.
Charged 5-23-72: while held by Paul B. Elder Co., Bryan, Ohio, who
manufactured the article from glyceryl guaiacolate shipped in interstate
c o m m e r c e , t h e a r t i c l e ' s s t r e n g t h w a s d e fi c i e n t a n d i t s l a b e l i n g w a s

false and misleading as to the declared amount of glyceryl guaiacolate,
since the article contained approximately 84 percent of the declared
glyceryl guaiacolate; 501(c), 502(a). Default decree ordered destruction.
(F.D.C. No. 58043; S. No. 25-855 F; N.J. No. 33)
Hormone tablets, at Los Angeles, C. Dist. Calif.

Charged 6-7-72: while held for sale after manufacture by Linden Labor
a t o r i e s , I n c . , C u l v e r C i t y, C a l i f . , f r o m m e t h y l t e s t o s t e r o n e s h i p p e d i n
interstate commerce, the strength of the article, labeled in part "Boyle
1 0 0 Ta b l e t s . . . C e r i - D e i m a l - H W i t h H o r m o n e s . . . B o y l e & C o m
p a n y, D i s t r. L o s A n g e l e s , C a l i f o r n i a , " d i f f e r e d f r o m i t s d e c l a r e d s t r e n g t h ,

since it contained approximately 82 percent of the declared methyltestosterone; 501(c). Default decree ordered destruction. (F.D.C. No. 58066; S.
No. 44-633 F; N.J. No. 34)

Magnesium sulfate injection and epinephrine injection, at South El Monte,
C. Gist. Calif.

Charged 5-26-72: while held by International Medication Systems, Ltd.
(IMS Limited), South El Monte, Calif., who manufactured the articles from
ingredients shipped in interstate commerce, all lots of both articles
had been manufactured, processed, packed, and held under circum
stances lacking conformity with current good manufacturing practice
—501(a)(2)(B); the quality and purity of both lots of magnesium sulfate
injection fell below the U.S.P. standards since the article contained
phenol not specified by its formulation—501(b); the strength of the
four lots of epinephrine injection differed from the U.S.P. standards,
since the article contained approximately between 50 and 76 percent

of the declared epinephrine—501(b); the four lots of epinephrine in
jection failed to be packed as prescribed in the U.S.P.—5G2(g); two
lots of epinephrine injection failed to bear adequate information for

use by licensed practitioners in that they were intended for pediatric

use and lacked pediatric dosages—502(f)(1); and the labeling of such
two lots failed to bear adequate directions for use and were not
exempted therefrom as a prescription drug, since the article was a
new drug lacking an effective approved New Drug Application and

lacking a notice of claimed investigational exemption—502(f)(1).

The articles were claimed by the manufacturer who denied the
charges. The parties served written interrogatories on each other.

Thereafter the claimant withdrew from the action, and a default
decree of condemnation ordered destruction. (F.D.C. No. 57954; S. No.
44-870 F et al; N.J. No. 35)
Sodium fluoride paste, at Fort Wayne, N. Gist. Ind.

Charged on or about 1-18-72: while held by King's Specialty Co., Inc.,
Fort Wayne, Ind., who manufactured the article from sodium fluoride,
shipped in interstate commerce, the circumstances of the article's

manufacture, processing, packing, and holding lacked conformity with
current good manufacturing practice; 501(a)(2)(B). Default decree ordered

destruction. (F.D.C. No. 57680; S. No. 93-593 E; N.J. No. 36)
Tanning lotion and foam, at Van Nuys, C. Gist. Calif.

Charged 9-10-71: when shipped by Bellarno International, Ltd., N.
Bergen, N.J., the labels of the articles labeled in part "Quick Tanning
Discovery Q.T. Lotion [and "Speed Foam"] . . . Plough, Inc. (United
Kingdom) Ltd.," lacked the established name of each active ingredient
—502(a)(l)(A)(ii); and the articles were in violation of the Fair Packag
ing and Labeling Act, since the quantity of contents declaration was

not stated upon the principal display panel of the articles; the quantity
of contents statement of the foam was expressed as "Contents 170

Grms" instead of being expressed in terms of avoirdupois ounce, and the
terms "Net weight" or "Net wt." were not used; and the quantity of
contents statements of the lotion were expressed as "Minimum Contents
55 A.C. [and "110 C.C.]" instead of being expressed in terms of fluid

ounces, and were qualified with the word "Minimum"—15 U.S.C. 1453(a)

(2), 1453(a)(3)(A)(i), 1453(b). Consent decree authorized release to Eleven
States Trading Co., Van Nuys, Calif., for relabeling. (F.D.C. No. 57438; S.
Nos. 84-773/5 E; N.J. No. 37)
Your Figure Contouring Kit and refill crystals, at Dayton, S. Gist. Ohio.

Charged 8-23-71: when shipped by Gene and Trudy Hicks, Escondido,
Calif., the article, including the refill crystals and the kits (each of
which contained an unlabeled jar of cream, 4 elastic bandages, two
bottles of crystals, one bottle of "Cleansing Toner" isopropyl alcohol
lotion, and one pamphlet) was a new drug without an effective ap
proved New Drug Application; the accompanying pamphlet and brochure
contained false and misleading claims for reducing inches from the

body, including chin, neck, arms, back, rib cage, waist, abdomen, but
tocks, thighs, and calves, without exercise, diets, pills, or machine, and
that the inches lost would be lost permanently, that the lotion was a
contouring lotion, that the user would lose inches in just 90 minutes,
and that the product was nontoxic and nonallergenic; the article lacked
an accurate quantity of contents statement; the article lacked the

established name of each active ingredient, and the name, kind, and
proportion of alcohol; and the article lacked adequate warnings against
unsafe use; 505(a), 502(a), 502(b)(2), 502(e)(l)(A)(ii), 502(f)(2). Default
decree ordered destruction. (F.D.C. No. 52797; S. No. 62-198 E; N.J.
No. 38)

Zinc sulfate capsules, at Peoria, S. Gist. III.

Charged 6-7-72: when shipped by Wisconsin Pharmacol Co., Inc., New
Berlin, Wis., the strength of the article, labeled in part "Scrip-Zinc
Brand of Zinc Sulfate . . . capsules . . . Manufactured for Scrip, Inc.
Peoria, III.," differed from its purported strength, since the article
contained approximately 143 percent of the declared amount of zinc

sulfate; 501(c). Consent decree authorized release to the shipper for
bringing the article into compliance with the law. (F.D.C. No. 58059: S
No. 19-635 F; N.J. No. 39)
DRUGS/Veterinary
Farthing's Neomycin 10 premix, at Odin, E. Dist. III.

Charged 4-26-72 and amended on or about 5-31-72: while held by
Farthing's, Odin, III., who labeled the article which had been manu

factured at Carlyle, III., from ingredients received, in part, in inter
state commerce, the article was a new animal drug and no approval of
a New Animal Drug Application was effective with respect to its use

and intended use; the article's label contained false and misleading
claims for prevention of bacterial enteritis in baby pigs when fed in
feed to sows as the sole ration one week prior and two weeks fol

lowing farrowing; the labeling lacked adequate directions for mixing
in animal feed for each animal species for each use and each in

tended use; and the labeling lacked adequate warnings to the effect
that if symptoms persisted after using, a veterinarian should be con
sulted; 501(a)(5), 502(a), 502(f)(1), 502(f)(2). Consent decree authorized
release to the dealer for bringing the article into compliance with the

law. (F.D.C. No. 57963-, S. Nos. 20-061 F, 20-141 F; N.J. No. 40)

Hemo-Blend blood conditioner, at Bedford, N. Dist. Ohio.
Charged 9-15-70: when shipped by Hemo-Blend Research Corp., Jonesville, Mich., the article was a new animal drug for which no approved
New Animal Drug Application was effective—501(a)(5); and the label

statements and the accompanying leaflet, entitled "Why More Horses
W i n W i t h H e m o - B l e n d A B l o o d C o n d i t i o n e r, " c o n t a i n e d f a l s e a n d m i s

leading claims about the article for use in horses to condition the
blood, act as a catalyst, stimulate bacteria reflected in the blood
stream, improve condition and appetite by providing selected plant
sterols and selective bacterial flora stimulation, promote more win
ning races, build the blood and promote extra stamina, enable horses
to run faster and for a much further distance without tiring, build up
rundown horses, keep horses at peak performance, build up red blood
cell count, maintain endocrine balance and help overcome stresses;
that the article contains hormones; and that the horse's stomach func

tions as a fermentation vat where food is attacked by bacteria which
are in turn picked up in the bloodstream—502(a). The article was
claimed by Hemoblend, Inc., Canton, Ohio, and the charges were denied.
The Government served written interrogatories on the claimant. There

after, on the ground that the filed affidavits and the pleadings, in
cluding the claimant's answers to the interrogatories, showed that

there was no genuine issue of material fact, the Government moved
for summary judgment. The court granted the Government's motion,
c o n d e m n e d t h e a r t i c l e , a n d o r d e r e d t h e a r t i c l e d e s t r o y e d . ( F. D . C . N o .
56693; S. No. 31-522 D; N.J. No. 41)

Prednisolone and chlorpheniramine maleate tablets, at Edison, Dist. N.J.
Charged on or about 6-25-72: when shipped by Veterinary Products
Corp., Kansas City, Mo., the article, labeled in part "Pred-Chlor No. 2
. . . Sussex Drug Products Co., Edison, N.J.," had been manufactured,
processed, packed, and held under circumstances that lacked con

formity with current good manufacturing practice; and the purity
a n d q u a l i t y o f t h e a r t i c l e w a s d e fi c i e n t , s i n c e t h e a r t i c l e w a s c o n

taminated with sulfathiazole; 501(a)(2)(B), 501(c). Default decree ordered
destruction. (F.D.C. No. 58052; S. No. 42-881 F; N.J. No. 42)
Stamin-Atom veterinary elixir and Hi-Cee ascorbic acid tablets, at Temple,
W . D i s t . Te x .

Charged 5-25-72: when shipped by Zirin Laboratories International, Inc.,
Hialeah, Fla., and while held by VETS Co., Temple, Tex., the articles
were new animal drugs and no New Animal Drug Application was in
effect with respect to the use and intended use of such drugs—
501(a)(5); the labeling of the Stamin-Atom veterinary elixir contained
false and misleading claims for stamina, as a therapeutic tonic, and
for maintaining normal hemoglobin in small animals; and the label
ing of the Hi-Cee tablets contained false and misleading claims for
treatment of vitamin C deficiency in animals generally and that animals
generally suffer such deficiency—502(a); and while held by VETS Co.,
Temple, Tex., the dealer's labeling contained false and misleading
claims as follows: that "Stamin-Atom" was adequate and effective in
small animals to improve appetite and resistance to infection; to build
the blood rapidly in iron deficiency anemia; to increase the desire to
perform; to promote mental alertness and stamina; to reduce soreness
and sluggishness and litter death rate due to iron deficiency anemia; to
make the coat shine, the eyes sparkle, and the animal truly alive; and
that it was important for all pregnant dogs and cats; and that "HiCee Tablets" was adequate and effective to increase the blood building
factors of the article "Stamin-Atom"; to promote rapid healing of
tissue, the proper assimilation and distribution of calcium; the growth
of bone and teeth; and to eliminate bleeding sore gums and bad
mouth odor in dogs—502(a). Default decree ordered destruction. (F.D.C.
No. 58034; S. No. 32-241 F; N.J. No. 43)

MEDICAL DEVICES

Diapulse electromagnetic energy generator, at Church Point, W. Dist. La.
Charged on or about 9-26-72: when shipped by Diapulse Corp. of
America, New Hyde Park, N.Y., the accompanying treatment chart and
leaflets contained false and misleading claims for normal tissue and

bone healing, infections, bursitis, arthritis, blood flow to peripheral

areas; and the labeling lacked adequate directions for use for its

intended purposes, and neither adequate directions for lay use nor
adequate information for use by licensed practitioners can be furnished;
502(a), 502(f)(1). Default decree ordered destruction. (F.D.C. No. 58157;
S. No. 53-728 F; N.J. No. 44)

Port-02 Matic emergency oxygen kit, at Elk Grove Village, N. Dist. III.
Charged 11-20-70 and amended 7-16-71: when shipped by Erie Manufac

turing Co., Milwaukee, Wis., the article's labeling contained false

and misleading claims for treatment of body injury, electrical injury,
exhaustion and noxious gas inhalation, and other medical emergency

conditions, when the article's rate of oxygen flow was insufficient for
such conditions; the labeling failed to bear adequate directions for
use for the purposes for which it was intended; and the article was
dangerous to health when used as directed by reason of its ineffective
ness; 502(a), 502(f)(1), 502(j). The shipper claimed the articles. It was
claimed as defenses: 1. That the complaint failed to state a claim
upon which any relief could be granted; 2. That the article was not

misbranded; 3. That the various Government agencies had accepted
the article for use and had used the article for several years; 4. That
the Government had failed to exhaust administrative hearing procedures
and had failed to give proper notice or hearing prior to the com
mencement of the action; and 5. That FDA had in its possession a

unit identical to the article seized, together with all labeling identified
m the action and used in its connection for several years, and that
the Government's failure to prosecute any action or administrative
proceeding ought to and did bar the action, and that the complaint
was too vague and ambiguous. The Government moved to strike all

but the second defense. In striking the first, third, and fifth defenses,
the court said:
Failure to State a Claim

"Defendant's first defense asserts that the complaint fails to state a
claim upon which relief can be granted. Such a defense challenges the
legal sufficiency of the complaint. This court must be satisfied that the
government cannot prove any set of facts that would enable it to
gain the relief sought. Such is not the case herein. The government
has stated a claim upon which relief may be granted.
Prior Use and Knowledge by the Government
"Defendant's defenses numbered three and five attempt to set up an

FDA Consumer / May 1973139

estoppel against the government. The grounds used are that certain gov
ernment agencies used the seized product and have known of it
for several years.
"The purpose behind the food and drug laws, 21 U.S.C. Section 301, et

seq., is protection of the public from deleterious articles. Certainly, the
government has the inherent authority to do this. Therefore, any
defense which would be based on the proposition that because the
government has used the product it can no longer protect the public
from its distribution, is specious.
" T h e o n l y j u s t i fi c a t i o n f o r t h e a l l e g a t i o n s i n d e f e n s e s n u m b e r e d t h r e e
a n d fi v e i s a s o f f e r s o f p r o o f t h a t t h e s e i z e d p r o d u c t i s n o t h a r m f u l .
This prior use might serve as evidence in support of this contention,
but it would not foreclose the government's proof of the injurious
nature of the product. There is no estoppel against the government.

Legerlotz v. Rogers, 266 F.2d 457, 459 n.5 (D.C. Cir. 1959).
Lack of a Hearing Before the Seizure
"The claimant's defense numbered four asserts that no adversary hear

ing at which it was present was held prior to the seizure. It is true,
as the government contends, that articles may be seized without a prior
hearing once probable cause has been found that the misbranded
article will harm the public. Ewing v. Mytinger & Casselberry, 339 U.S.
595, 599-600 (1950). Because there is no proof of whether the articles
were seized after probable cause was found, it would be premature
to

strike

this

defense.

c o r p o r a t i o n ; fi n e . ( F. D . C . N o . 5 7 3 7 2 ; S . N o s . 1 2 - 8 6 1 / 3 D , e t a l ; N . J .
No. 53)

Case Baking Co. (a subsidiary of Schafer Bakeries, Inc.), Joseph Bianchini,
president. Saginaw, E. Dist. Mich., and Schafer Bakeries, Inc., Lansing,
E. Dist. Mich.

Charged 4-24-72: when shipped, bread labeled in part "Schafer's Ses

a m e Vi e n n a Tw i s t [ o r " E n r i c h e d B u t t e r e d L o a f " o r " g e n u i n e G l u t e n
Bread" or "Soft N' Good . . . Enriched Bread"] . . . Schafer Bakeries,

Inc. . . . Lansing, Mich." and bread labeled in part "Perfection Salt
R i s i n g B r e a d . . . P e r f e c t i o n B i s c u i t C o m p a n y, F t . Wa y n e , I n d i a n a "
had been prepared and packed under insanitary conditions; 402(a)(4).
G u i l t y p l e a s ; fi n e s a n d p r o b a t i o n s . ( F. D . C . N o . 5 7 8 7 4 ; S . N o s . 6 8 - 9 5 3 / 4
E, 68-956/9 E; N.J. No. 54)

Hi Point Industries, Inc., t/a Weksler Egg Co., Los Angeles, C. Dist. Calif.
Charged 5-31-72: when shipped, frozen eggs contained the added
poisonous and deleterious substance viable Salmonella micro-organisms,
and the frozen eggs had been prepared, packed, and held under in

sanitary conditions whereby they may have become contaminated with
filth and may have been rendered injurious to health; 402(a)(1), 402
(a)(4). Guilty pleas; fine. (F.D.C. No. 57375; S. No. 50-843 D; N.J. No. 55)
Lighthouse Wholesale Distributors, Inc., and Mike Stern, president, Miami, S.
Dist. Fla.

Charged 8-16-72: flour was held in a building accessible to rodents
a n d i n s e c t s a n d w a s c o n t a m i n a t e d w i t h r o d e n t fi l t h ; 4 0 2 ( a ) ( 3 ) , 4 0 2 ( a ) ( 4 ) .
G u i l t y p l e a s ; fi n e s . ( F. D . C . N o . 5 7 8 3 3 ; S . N o . 5 6 7 E ; N . J . N o . 5 6 )

Conclusion

and

Order

" I t i s t h e fi n d i n g o f t h i s c o u r t t h a t t h e fi r s t , t h i r d a n d fi f t h d e f e n s e s
o f t h e c l a i m a n t ' s a n s w e r a r e i n s u f fi c i e n t a n d a r e o r d e r e d s t r u c k f r o m
t h e a n s w e r. T h e g o v e r n m e n t ' s m o t i o n t o s t r i k e t h e f o u r t h d e f e n s e
of the claimant is denied."
The parties served written interrogatories on each other and litigated the

answering of them. On March 16. 1972, a proposed regulation con
c e r n i n g e m e r g e n c y o x y g e n u n i t s w a s p u b l i s h e d i n t h e F e d e r a l R e g i s t e r.

Thereupon, the claimant stated that because of such proposed regula
tion, a trial of the issues would serve no purpose. Accordingly, a con

sent decree of condemnation was entered which ordered destruction

of the article. (F.D.C. No. 56794; S. No. 23-929 D; N.J. No. 45)
COSMETICS/BEAUTY PRODUCTS

Deodorant spray, skin oil, baby lotion, and baby oil, at Van Nuys, C. Dist.
Calif.

Charged 9-10-71: when shipped by Bellarno International, Inc., N. Ber
gen, N.J., the articles, labeled in part "FDS Feminine Deodorant Spray

. . . Culver House London . . . Made in England," "Oil of Clay . . .

Saffron Waldon, Essex," and "Johnson's Baby Lotion [and "Baby Oil"]
. . . Johnson & Johnson Ltd., Slough Made in England," were in viola
tion of the Fair Packaging and Labeling Act, since the quantity of con
tents statement of the skin oil and baby lotion was not on the prin
cipal display panels; and the quantity of contents statements of the
deodorant spray, and baby oil, appearing on principal display panel
areas of more than 5 square inches, were in a type size less than Vb
inch high; 15 U.S.C. 1453(a)(2), 1453(a)(3)(C)(i). Consent decree author
ized release to Eleven States Trading Co., Van Nuys, Calif., for relabel
ing. (F.D.C. No. 57438; S. No. 84-769 E et al; N.J. No. 46)
Selectric Air styling brush and comb with a natural bristle brush, at Carle
Place, E. Dist. N.Y.

Charged 6-8-72: when shipped by Keiko Trading Co., Ltd., Tokyo, Japan,
the article's natural bristle brush contained nits; 601(b). Consent decree
a u t h o r i z e d r e l e a s e t o S e l e c t B e a u t y B r a n d s , I n c . , C a r l e P l a c e , N . Y. ,
f o r s a l v a g i n g . ( F. D . C . N o . 5 8 0 5 6 ; S . N o . 6 5 - 6 6 8 F ; N . J . N o . 4 7 )
Spornette hair brushes, at Homewood, N. Dist. III.

Charged 6-15-72: when shipped by H. Krull & C.S.N.C., Treviso, Italy, the
article contained nits; 601(b). Default decree ordered destruction. (F.D.C.
No. 58070; S. No. 20-059 F; N.J. No. 48)

P. A . M e n a r d , I n c . , a n d P a u l A . M e n a r d , J r . , v i c e p r e s i d e n t . N e w O r l e a n s ,
E. Dist. La.

C h a r g e d 1 2 - 1 5 - 7 1 : fl o u r w a s h e l d i n a b u i l d i n g a c c e s s i b l e t o r o d e n t s
a n d w a s c o n t a m i n a t e d w i t h r o d e n t fi l t h ; 4 0 2 ( a ) ( 3 ) , 4 0 2 ( a ) ( 4 ) . N o l o
c o n t e n d e r e p l e a s ; fi n e s a n d p r o b a t i o n s . ( F . D . C . N o . 5 7 3 2 5 ; S . N o s .
24-170/2 E; N.J. No. 57)
H e r b e r t L . R o m u n d , t / a P e c a n P r i n c e C a n d l e s , I n c . , W a l l e r , S . D i s t . Te x .

Charged 12-8-72: when shipped, candy (peanut patties, pecan divinity,
T e x a s c h e w i e s , a n d P - N u t c o c o n u t b a r s ) c o n t a i n e d i n s e c t fi l t h a n d

had been prepared and packed under insanitary conditions; 402(a)(3),
402(a)(4). Guilty plea; fine and probation. (F.D.C. No. 57825; S. Nos.
35-564/8 E; N.J. No. 58)

Shelby Wholesale Co., and Clarence R. Domergue, Jr., partner and general
manager, Hattiesburg, S. Dist. Miss.
C h a r g e d 6 - 2 0 - 7 2 : fl o u r , r i c e , g r i t s , a n d c o r n m e a l m i x w e r e h e l d i n a
building accessible to rodents and were contaminated with rodent
fi l t h ; 4 0 2 ( a ) ( 3 ) , 4 0 2 ( a ) ( 4 ) . G u i l t y p l e a s ; fi n e s a n d p r o b a t i o n s . ( F. D . C .
No. 57382; S. No. 7-348 D et al; N.J. No. 59)
S u p e r Va l u S t o r e s , I n c . , B u r t C a n a d y, d i v i s i o n m a n a g e r, a n d G e o r g e M .

Stromqulst, operations superintendent, Xenia, S. Dist. Ohio.
Charged 4-6-72: chewing gum was held in a building that was accessible
to rodents and was contaminated by reason of being rodent gnawed;
402(a)(3), 402(a)(4). Nolo contendere plea by corporation; fine. Nolo con
tendere pleas by individuals; suspended sentences. (F.D.C. No. 57356; S.
No. 29-875 D; N.J. No. 60)

Notices of Judgment are given pursuant to section 705 of the Federal Food,
Drug, and Cosmetic Act and section 13 of the Federal Hazardous Substances
Act. Notices of Judgment report cases involving seizure proceedings, criminal
proceedings, and injunction proceedings. Seizure proceedings are civil actions

taken against goods alleged to be in violation, and criminal and injunction pro
ceedings are against firms or individuals charged to be responsible for vio
lations. The cases generally involve foods, drugs, devices, cosmetics, or
hazardous substances which were alleged to be adulterated or misbranded or
otherwise violative of the law when introduced into and while in interstate
commerce, or while held for sale after shipment in interstate commerce.

Notices of Judgment are prepared by Food, Drugs, and Product Safety Division,

HAZARDOUS SUBSTANCES
C h e r r y b o m b s , a t B r o o k fi e l d , E . D i s t . M o .

Charged 10-8-71: while held by Roy L. Deke Wholesale, Brookfield, Mo.,
the article was a banned hazardous substance intended to produce
audible effects by a charge of more than 2 grains of pyrotechnic com
position; 2(q)(l)(B). Default decree ordered destruction. (H.S.L. No.
1186; S. No. 44-062 E; N.J. No. 49)

Office of the General Counsel, DHEW.

Published by direction of the Secretary of Health, Education, and Welfare.
Charles C. Edwards, M.D., Commissioner of Food and Drugs
Washington. D.C. May 1, 1973

Concern detergent liquid, 3 seizure actions at Cleveland, N. Dist. Ohio.

Charged 10-27-71, 10-27-71, and 10-27-71: when shipped by H. T. Devel
opments Co., Inc., Buffalo, N.Y., the article was toxic and was an
irritant, and it lacked a number of required conspicuous label state
m e n t s ; 2 ( p ) ( l ) ( B , C , E , F, G , & J ) . D e f a u l t d e c r e e s o r d e r e d d e s t r u c t i o n .

(H.S.L. Nos. 1188/90: S. Nos. 10-841/3 E; N.J. No. 50)
Silver salute fireworks, at Claude, M. Dist. Ala.
Charged 12-23-71: while held at fireworks stand, Claude, Ala., the
article was a banned hazardous substance intended to produce audible
effects by a charge of more than 2 grains of pyrotechnic composition;
2 ( q ) ( l ) ( B ) . D e f a u l t d e c r e e a u t h o r i z e d d o n a t i o n t o G o v e r n m e n t a g e n c y.

(H.S.L. No. 1217; S. No. 16-870 E; N.J. No. 51)
NOTICES OF JUDGMENT on Criminal Actions
FOOD

E d C o l l i n s S e a f o o d , I n c . , a n d E d C o l l i n s , p r e s i d e n t , P a l a c i o s , S . D i s t . Te x .

Charged 7-26-72: when shipped, Edco crabmeat contained bacterial filth
and had been prepared and packed under insanitary conditions; 402(a)(3),

402(a^)(4). Guilty pleas; fines. (F.D.C. No. 57907; S. No. 70-591 E; N.J.
Dutch Maid Food Packing Co., Inc. (a/k/a Prince Macaroni Co. of Allentown), and Alfred I. Sauerzopf, president, Allentown, E. Dist. Pa.
Charged 5-2-72 by grand jury: when shipped, fine egg noodles and
e l b o w m a c a r o n i c o n t a i n e d i n s e c t fi l t h , a n d t h e fi n e e g g n o o d l e s , o t h e r
egg noodles, the elbow macaroni, and spaghetti had been prepared,

packed, and held under insanitary conditions; 402(a)(3), 402(a)(4). Guilty
p l e a b y i n d i v i d u a l ; fi n e a n d p r o b a t i o n . N o l o c o n t e n d e r e p l e a b y t h e
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But is tt ^od fw me?
Consumers want more information about what they eat, and FDA is moving to see that
they get it.

A sizable number of Americans worry about what they eat. Many count calories.
Some worry about getting proper nutrition; others want to avoid certain things in their
diet. They are spending more time reading labels in supermarkets and studying menus in
restaurants.

New labels are coming

FDA is meeting this consumer concern by introducing the most sweeping changes
in food labeling since food labeling began. Regulations proposed in January provide for
an information panel on food packages that gives a nutritional breakdown of the food

inside. Buyers will know precisely how much of what nutrients they will get per serving.

In some cases manufacturers will akso provide information on how much .sodium, fattyacid, and cholesterol is in a food product.
Here's what to look for

Nutrition labeling will be mandatory for all fortified foods and those for which anynutritional claim is made. It is voluntary for others, but FDA expects competitive pres
sures to ensure that most food packages will carry it.

The nutrition labeling requirements become effective December 31 for printing of
labels and a year later for shipping of food. Many processors are expected to make the
switch earlier; several, in fact, already have.

Where you can find out more
Extensive coverage of the new food labeling is being provided in the trade press, the
public press, and in FDA publications. For copies of the new regulations and information

on any aspect of them, write: Food and Drug Administration

Fj_/A 5600 Fishers Lane Rockville, Maryland 20852
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