




This Month

If there is a safe and simple way to protect childrenfrom getting a potentially serious disease, it seems
logical that most parents would take advantage of it. But
human behavior doesn't always follow what seems to be
a logical course. There are safe and effective vaccines for
polio, measles, and a number of other potentially danger
ous childhood diseases. Yet a substantial and growing
number of children are inadequately immunized against
these diseases. In the face of this apparent contradiction,
the logical course is to devise a program that will bring
the unprotected children and the vaccines together. A
program for Closing the Immunization Gap is under way,
and it's the subject of our cover story this month.

Some of the devices and treatments advocated by the
promoters of health quackery seem logical; others are
absurd. But logical or absurd, quackery is alive and well
in America today. Why quackery thrives, the forms it
takes, and what the average consumer can do to avoid
being taken in are some of the questions discussed by Dr.
Stephen Barrett, an authority on questionable health
practices, in an interview beginning on page 12.

The practice of transfusing blood from a donor to a
sick or injured person is a legitimate and often lifesaving
medical procedure. It is not without its dangers, however.
The chief hazard in blood transfusions is that hepatitis
virus may be transmitted from the donor to the recipient.
This risk is known to be much greater if the blood comes
from a paid donor than from a volunteer. To make sure
physicians are aware of the source of any blood they use
for transfusions, FDA is requiring that each container of
whole blood be labeled as to whether it came from a paid
or volunteer donor. The hepatitis risk raises the question
whether the Nation might be better served by an all-
volunteer blood donor system. This issue, as well as
FDA's new labeling requirements, is examined in Paid
Blood: The Hepatitis Connection.

This month's editorial fare also includes a report on a
new type of food container that we've labeled Canless
Canning With Food Pouches and an article describing
how the Good Advice FDA gets from its science advisers
helps the Agency do a better job of protecting consumers.

Inside Front Cover Photo: The availability of blood for
transfusions can make the difference between life and
death in hospital emergency rooms and operating rooms.
But transfused blood can be a mixed blessing if it carries
the virus that causes hepatitis. For a report on this
problem and what is being done about it, turn to page 8.
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Food and Drug Administration, is published
monthly, except for combined July-August and
December-January issues. Subscriptions
may be ordered from the Superintendent of
Documents, Government Printing Office,
Washington, D.C. 20402, at $10.00 a year
($2.50additional for foreign mailing).

Address for editorial matters: FDA
CONSUMER, HFI-20, Food and Drug
Administration, 5600 Fishers Lane, Rockville,
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Text of articles published in FDA CONSUMER
may be republished without permission.
Credit to FDA CONSUMER as the source
is appreciated. Use of funds for printing this
publication approved by the Office of
Management and Budget November 1, 1972.

FDA CONSUMER was previously known as
F D A PA P E R S .
Section 705 [375] of the Food, Drug, and
C o s m e t i c A c t :

(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
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
the opinion of the Secretary, imminent danger
to health, orgross 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
C o v e r P h o t o : D a n O To o l e
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Update
FDA Acts on Estrogen, Progestin Labeling

Concern about the extended use by women of
drugs containing estrogens before and after meno
pause led FDA to propose regulations last year
calling for stronger physician labeling as well as a
brochure for patients. What the proposed labeling
would tell a woman and her physician was spelled
out in an ar t ic le in the November 1976 FDA

Consumer, entitled Informing Patients About Estro
gens. Here's an update.

Women who receive prescriptions for drugs con
taining the female sex hormone estrogen must now
be given a special lay-language brochure explaining
the benefits and risks of the drug.

The brochure requirement went into effect Octo
ber 18, 1977.

About five million women in the United States
use estrogen-containing prescription drugs each year
to treat menopausal or postmenopausal problems.
The most commonly prescribed brand is Premarin.
Other brands are Hormonin, Estratab, Evex, Me-
nest, Femogen, and Ogen.

Donald Kennedy, Commissioner of Food and
Drugs, said: "Estrogens are valuable drugs, with
many beneficial medical purposes. But we at EDA
are increasingly concerned that estrogens are used
too frequently and for too long, especially since
their use for extended periods is associated with a 5
to 10 times higher risk of cancer of the uterus.

"Our goal is that the information to be supplied
to patients with every prescription will lead to better
use of these drugs, including less pressure on physi
cians to prescribe them.''

Dr. Kennedy continued: "The right of patients to
know what to expect from the drugs they use is
especially critical for estrogen drugs, since a woman
today may be exposed to estrogens her entire adult
life—first for birth control and then both during and
after menopause."

The brochure, to be printed and supplied by
manufacturers of the drugs, notes that estrogens are
associated with cancer of the uterus when used for
extended times.

It also advises women to take estrogen drugs for
the shortest time possible and in the lowest effective
dose for treatment of menopausal symptoms. The
risk of cancer increases the longer the drug is used
and the higher the dose, the brochure says. Women
also are advised in the brochure to evaluate, with
their doctors, the need for estrogen every six
months, and to be examined at least once a year
while taking the drug.

The brochure also states that these drugs should
not be used to treat simple nervousness and depres

sion during menopause because they have not been
shown to be effective for these purposes, and also
that they have not been shown to be effective for
keeping the skin soft or for helping women feel
younger after menopause.

The original effective date scheduled for the bro
chure requirement was September 20, 1977. The
date was changed to October 18 because FDA was
requested almost immediately by the Pharmaceutical
Manufacturers Association (PMA) and the American
College of Obstetricians and Gynecologists (AGOG)
to stay the requirement pending the completion of
court challenges. FDA rejected the PMA and AGOG
petitions, but had previously agreed to delay the
effective date of the regulation by as many days as
it took to rule on them (28 days).

Following FDA's denial of the petitions, PMA
and other groups asked the U.S. District Court in
Delaware to issue a preliminary injunction preventing
the regulations from taking effect October 18. On
October 5, the court denied the preliminary injunc
tion request, clearing the way for the regulations to
take effect .

Following the court's denial of the preliminary
injunction, FDA surveyed principal wholesalers and
producers of estrogen drugs and was assured that
every attempt was being made to make the patient
package inserts available to pharmacies by the Octo
ber 18 deadl ine.

The estrogen brochure is part of FDA's program
of requiring lay-language inserts for selected prescrip
tion drugs and other products.

In a second action to inform women about the
use of prescription drugs containing hormones, FDA
has proposed that a brochure similar to the one now
required for estrogens be given to women taking
another class of hormone-related drugs, the proges
tins. These drugs are used primarily to treat men
strual disorders. They have also been used in preg
nancy tests and to prevent miscarriages, although
there is no adequate evidence they are effective for
the latter purpose.

The proposed brochure would point out that
progestins, when taken in early pregnancy, can
increase the risk of birth defects in the offspring,
such as heart defects and deformed limbs. Women
would be advised that there are safer and more
rapid pregnancy tests.

The proposed regulations also would require that
physician labeling for progestins warn that use of
these drugs in early pregnancy is not recommended
and make clear there is no adequate evidence that
they prevent miscarriages.

FDA is encouraging progestin manufacturers to
publish and distribute the brochure even before the
regulations are put into final form. The most common
prescription drugs containing progestins are Delalu-
tin, Duphaston, Norlutate, Norlutin, and Provera.

The estrogen and proposed progestin regulations
were published in the July 22 Federal Register.
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FDA Acts to Bar 8 Medical Test Products

The history and responsibilities of FDA's Bureau
of Biologies was the subject of an article in the
July-August 1977 FDA Consumer. The article,
Making Sure Biologicals Are SdSt,pointed out that
when the bureau became a part of FDA in 1972 one
of its first undertakings was to begin a systematic
review of all previously licensed biological products.
Here's an update.

The Food and Drug Administration has moved to
revoke the licenses for the marketing of eight skin
test products used to detect a variety of diseases or
o t h e r m e d i c a l c o n d i t i o n s .

The products have been used to test for past or
present infection by tuberculosis, lymphogranuloma
venereum (a bacterial venereal infection), or mumps,
and for susceptibility to diphtheria.

Skin tests are administered by physicians who
inject a drop of the liquid testing substance under
the skin with a needle and syringe or a multiple-
puncture device. The patient's reaction, which is
"read" usually 24 to 48 hours later, indicates the
status of immunity to the disease for which the test
is being given.

The action to revoke the licenses for the eight
skin test products is based on an evaluation of them
just completed by an FDA advisory panel made up
of experts from outside the Government. The panel
reviewed 23 tests and found that 12 lacked evidence
of effectiveness. The licenses for four of these—one
of which was used to test for trichinosis—already
have been revoked by FDA.

FDA has published formal notices of intention to
revoke the licenses for the eight other products.
Manufacturers may request a hearing. Some of these
test products already have been removed from the
market voluntarily by the manufacturers on the
basis of discussions at the panel meetings.

In addition to recommending the removal of 12
products, the panel also found that:

• Five products for testing for tuberculosis are
safe and effective.

• Additional effectiveness studies are required for
six other skin test products. FDA intends to require
that manufacturers conduct these studies within two
y e a r s .

There are no other skin test products on the
market to replace those for lymphogranuloma vener
eum, trichinosis, and mumps, but physicians can
use other diagnostic methods which are more reliable
to detect these infections.

The panel's report and FDA's proposed actions
were published in the Federal Register September
30, 1977, with 60 days allowed for public comment.

The expert panel spent two years evaluating all
data available on the 23 skin tests. It was headed by
Dr. John A. Sbarbaro, director of public health for the
Denver (Colorado) Department of Health and Hospitals.

The skin test panel report is the first of a series of
six reports being prepared as a part of FDA's
comprehensive review of all licensed biologic prod
ucts. The goal of this program, initiated in 1972, is
to re-evaluate all licensed biologies in light of current
scientific advances to assure that they meet the
effectiveness requirements of the Food, Drug, and
Cosmetic Act, as well as the safety and potency
requirements of the Public Health Service Act.

Biologies have been federally licensed and regu
lated for safety and potency since 1902 under Public
Health Service authority; however, application of
the effectiveness provisions of the Food, Drug, and
Cosme t i c Ac t amendmen ts o f l%2 was no t made
until 1972, when biologies regulation was transferred
from the^National Institutes of Health to FDA.

Five other expert panels are still reviewing biolog
ical products. These products are:

• Bacterial vaccines and antigens that are labeled
"no U.S. standard of potency."

• Bacterial vaccines and toxoids with potency
s t a n d a r d s .

• Viral and rickettsial vaccines.
• Allergenic extracts.
• Blood and blood derivatives.

Court Approves Color Additive Timetable

Under a I%0 law, the sponsor of a color additive
must submit information to FDA on the additive's
safety before it can be approved for use in food,
drugs, or cosmetics. Many color additives already
were in use when this law jvai passed, however, so
Congress authorized FDA to permit these colors to
continue to be used on a provisional basis pending
settlement of safety questions. An FDA plan to
produce a final decision on all colors that have
received only provisional approval described in
Countdown on Color Additives in the November
1976 FDA Consumer. Here's an update.

The U.S. District Court for the District of Colum
bia has ruled in favor of FDA's decision to extend
the provisional listing for 32 color additives until
January 31, 1981, so that long term toxicity tests
could be completed and evaluated.

A suit filed by the Health Research Group (HRG),
a Washington consumer̂ organization, contended that
FDA's authority to grant extensions to the provi
sional list is limited to allowing ongoing studies to
be completed, not to permitting the start of new
ones. HRG also contended that the extension of the
provisional list was arbitrary because it would extend
to 20 years the transitional period permitted for
these color additives under the l%0 Color Additive
Amendments to the Food, Drug, and Cosmetic Act.

In ruling in FDA's favor, the court said that "the
new testing assures that the Commissioner will have
the most complete information possible with which
to take final action on these additives."
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G o o d A d w c e

Keeping up with the latest develop
ments in science technology isn't al
ways easy for FDA laboratory person
nel who are busy analyzing samples of
the products the Agency regulates.
Tha t ' s whe re FDA 's sc i ence adv i se rs
come in. Their advice on analytical
techniques and their assistance in re
search projects contribute to better
consumer protection.

by James Greene

Much that was science fiction ageneration ago is scientific fact
today. Man has walked on the moon,
performed heart transplants, and cre
ated life in a test tube. Spectacular
accomplishments such as these capture
headlines. Most research and day-to
day activities of scientists receive little
fanfare, however, even though they
may have considerable impact on the
daily lives of millions of people. That
certainly is true of the work of a group
of university scientists who since 1%6
have been helping FDA strengthen its

laboratory capabilities in ways that
lead to better consumer protection.

The program began with the appoint
ment of eight chemists as science ad
v i s e r s t o F D A d i s t r i c t o f fi c e s . I t h a s
since expanded to include microbiolo
gists and physicists and there is now a
science adviser in 18 of FDA's 20 field
laboratories across the country. They
are paid by FDA on a consulting basis
and usually spend one day a week in
FDA laboratories aiding chemists and
microbiologists in laboratory analyses
of products, overseeing research proj
ects, and reviewing technical papers
being readied for publication in scien
tific periodicals.

In addition, they serve as a bridge
between the academic community and
FDA's field science branch by con
ducting periodic refresher courses in
chemistry or microbiology for FDA
personnel to keep them abreast of new
techniques of analysis, many of which
are developed at university laborato
ries. Dr. Kenneth Stevenson, for ex
ample, an associate professor of Food

S c i e n c e a n d H u m a n N u t r i t i o n a t M i c h

igan State University and the science
a d v i s e r f o r F D A ' s D e t r o i t D i s t r i c t ,
built on work done by his university
colleagues to develop an automated
method of analyzing vitamin content
in baby foods. The new method will
allow FDA scientists to analyze a
much larger number of baby food sam
ples for riboflavin, thiamin, and other
vitamins in a shorter period of time.

S t e v e n s o n k n e w t h a t f o o d s f o r
w h i c h n u t r i t i o n a l c l a i m s a r e m a d e m u s t

carry nutritional labeling and he real
ized a quicker method of analysis
w o u l d b e n e fi t F D A a n d c o n s u m e r s .

Dr. Edward Biehl , professor of
chemistry at Southern Methodist Uni-

Thousands of gallons of oil trail over
the water from a broken tanker off the
coast of Puerto Rico. Thanks to a
new method developed with the help
of one of its science advisers, FDA
now has a faster way to analyze shell
fish for oil contamination resulting
from such spills.



FDA Chemist George Mack (left) and
Dr. Edward Krikorian, science adviser
to FDA's Baltimore District, examine
a plastic medical shunt before it is
placed in a box they designed to deter
mine the minimum force required to
pull the shunt apart at the connection.
Shunts are used in various medical
procedures to carry blood into or out
of a patient or to divert blood from an
organ during surgery.

versity and the science adviser for
FDA's Dallas District, was instrumen
tal in the development of an improved
method for analyzing certain chemi
cals—some of which are known to
cause cancer—that are found in shell
fish contaminated by oil spills. Using a
process called high pressure liquid
chromatography, Biehl and FDA
chemists Jim Hanus and Bert Guerrero
are able to analyze shellfish and deter
mine levels of oil contamination at less
than one part per billion. The new
procedure, which can be done more
quickly and efficiently than the old
method, helps FDA prevent contami
nated shellfish from getting into the
marketplace by making it possible for
the Agency and industry to monitor
the quality of shellfish that may have
been contaminated by oil spills.

Two scientists at FDA's Baltimore
District, George Mack and Bill Smith,
are working with the District's science
adviser. Dr. Edward Krikorian, asso
ciate professor of chemistry at the
University of Maryland School of
Pharmacy, on a project designed to
establish quality controls on the manu

facture of commercial shunts used by
hospitals. Shunts are small plastic
tubes doctors insert into a vein or
artery through which blood is pumped
into or out of a patient, or to divert
blood from an organ which requires
surgery. Cases have been documented
by FDA where connections in the
shunts leading to the vein or artery
were pulled apart inadvertently by
movement of the patient, resulting in a
serious loss of blood and, in isolated
instances, even death.

Smith, Mack, and Krikorian built a
mechanical contraption to test the min
imum force required to pull these
shunts apart at the connection. During
these tests water at body temperature
was pumped through the tubing to
simulate blood flow, and an electric
motor or weights were used to create
the continual pressure required to
measure at what point the shunt con
nections separated. Such data will be
valuable in establishing proper safety
guidelines for the manufacture of
s h u n t s .

Sometimes science advisers are as
sociated with projects at their univer

sities which, while not directly involv
ing FDA, produce results that aid the
Agency in its work. Dr. M. K. Hamdy,
a professor of Food Science at the
University of Georgia and the science
adviser to FDA's Atlanta District, re
cently completed a 5-year study on
mercury contamination in aquatic en
vironments that is of interest to FDA
because of the Agency's responsibility
for monitoring mercury contamination
of seafood.

The comprehensive study, funded
by the Department of Interior and the
University of Georgia, sought to deter
mine how mercury, which until re
cently was permitted to be dumped as
industrial waste into waterways, is bio
chemically transformed into highly
toxic mercury compounds in aquatic
environments. Once that was estab
lished a method was needed to extract
the mercury from the water. The study
found that bacteria in fish transformed
the mercury into highly toxic mercury
compounds that could endanger con
sumers if the fish were used for human
food. Earlier studies in Japan had es
tablished that mercury-contaminated
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Dr. M. K. Hamdy, science adviser to
FDA's A tlanta District, observes the
behavior of a fish living in mercury-
contaminated water. Hamdy's experi
ment, designed to study the effects of
mercury pollution in an aquatic envi
ronment, is of special interest to FDA
because of the Agency's responsibility
for monitoring the contamination of
seafood by mercury.

fish could cause illness if eaten by
humans, but Hamdy's project for the
first time documented the step-by-step
biological process which resulted in
the contamination.

Hamdy then developed laboratory
procedures to withdraw the mercury
from the water. He found that small
glass columns filled with particles of
rubber could absorb the mercury as
the water passes through a series of
these co lumns.

Mercury-contaminated waste would
be channeled into the columns before
it is discharged into a river or other
waterway. Such a project, if success
ful, could go a long way in helping to
control the pollution of our waterways.
M a n u f a c t u r e r s n o w m u s t r e m o v e m e r

cury from waste water before it is
discharged by treating it with chemi
cals. These chemicals, although not as
dangerous as mercury, certainly do
not help the aquatic environment.

Hamdy is now trying laboratory ex
periments to remove the mercury from
the rubber so that companies can reuse
it in their manufacturing processes. In
the near future, he hopes to set up a

pilot project at a manufacturing plant
on the Savannah River to see if the
results obtained in the laboratory can
be duplicated at a real plant.

In addition to working with FDA
personnel on special projects and ad
vising them on technical matters, the
science advisers function as a liaison
with the academic community. They
are able to explain to their academic
peers and students just how the
Agency uses trained scientists to carry
out its day-to-day regulatory responsi
bilities. They are able to show their
students firsthand how their scientific
training can be translated into usable
skills outside the academic environ
m e n t .

At least one adviser goes beyond
just telling his students about FDA's
work. Dr. Clifton Meloan, a professor
of chemistry at Kansas State Univer
sity and adviser to FDA's Kansas City
District, often uses actual problems
encountered by FDA scientists as the
basis for assignments for his graduate
students. He also teaches a chemistry
course based on his work with FDA.

Meloan, who was one of the

Agency's six original science advisers,
also acts as a consumer educator for
FDA by speaking before various civic,
business, and educational organiza
tions. He averages about 18 talks a
year and covers a variety of topics,
such as how FDA functions; what the
Agency does to protect the food we
eat; how FDA decides what sub
stances are dangerous and should not
be permitted in the products it regu
lates; and current Agency regulatory
problems of wide public interest such
as Laetrile and saccharin.

A different but equally important
form of communication that emanates
from the adviser program is publication
in scientific and professional journals
of reports on research carried out by
FDA district laboratory personnel with
help from their science advisers. These
articles are a way of sharing the pro
gram's findings and accomplishments
with others who might be able to use
the information in the interest of con
sumer protection.

James Greene is a staff writer with
FDA's Office of Public Affairs.
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Rlid Blood: The He|>atitis Connection

A number of studies show clearly that blood from paid
donors is much more likely to be contaminated by the
virus that causes hepatitis than blood from volunteer
donors. In an effort to reduce the hepatitis hazard
associated with blood transfusions, FDA is requiring that
whole blood and certain other blood products be labeled
to indicate whether they came from a paid or volunteer
donor. The labeling issue is one aspect of a bigger
question now being debated: should the Nation adopt an
all-volunteer blood supply system?

by Phyllis Lehmann

i i ive blood—the gift of life," the slogan urges. But
sometimes the gift of life is a mixed blessing. Blood

transfusions have saved the lives of many an accident victim
or surgical patient only to cause disease or death later.

Contaminated blood also creates needless additional suf
fering for victims of such diseases as leukemia and lym
phoma, who need regular transfusions to prolong their lives.

The villain is viral hepatitis, an inflammatory disease of
the liver that can be fatal. Because hepatitis is grossly
under-reported, national statistics on the incidence of the
disease are sketchy.

"There are simply no hard figures," says Dr. Lewellys
Barker, director of FDA's Division of Blood and Blood
Products. "But on the basis of some very good studies of
specific cities, we know there are a lot of cases out there."

According to the best estimates, somewhere between10,000 and 30,000 people each year get sick with hepatitis
after receiving blood transfusions. At least 400 and perhaps
as many as 800 of them die from the disease. Incapacitated
for a few weeks to several months, hepatitis victims spend
an average of 28 days in the hospital. A special Department
of Health, Education, and Welfare Task Force on Blood
Banking has estimated that post-transfiision hepatitis costs
the Nation some $86 million a year in medical costs.

In addition to these overt cases, there are probably five
times as many—or at least 100,000—cases a year in which
the victim does not feel sick enough to see a doctor. Even
these cases cause liver damage that can lead to chronic liver
problems.

A major factor in the hepatitis hazard, FDA believes, is
where the blood comes from. In this country, there are two
sources of blood and blood components; volunteer donors,
who are not paid for their donations; and commercial
donors, who receive $25 to $50 each time they give a unit
(about a pint) of blood. Unfortunately, commercial blood
banks often attract those types of people—derelicts and
drug addicts, for example—most likely to carry hepatitis.

î though it is estimated that only 10 percent or less of thenational blood supply comes from paid donors, this blood
may be responsible for 25 to 45 percent of post-tranfusion

hepatitis cases. Studies indicate that a patient is 3 to 10
times more likely to develop hepatitis after a transfusion of
blood from a commercial donor than after a transfusion of
voluntarily donated blood.

The hepatitis hazard isn't restricted just to whole blood.
The disease can be transmitted by some of the products
produced from blood plasma, the yellow fluid that makes up
more than half the volume of human blood. In a process
known as plasmapheresis, whole blood is taken from do
nors, the plasma is separated from the red blood cells, and
the red cells are returned to the donor. The plasma then is
sent to fractionation plants where it is used to produce
plasma products for such things as treating shock and
controlling bleeding in hemophiliacs. Although the fractiona
tion process destroys or removes the hepatitis virus in
several of the plasma products, it survives in certain crucial
ones, such as the antihemophilic factor. Consequently,
hepatitis is a problem for the Nation's 10,000 to 20,000
hemophiliacs, many of whom contract hepatitis early in life.

In an effort to reduce the hepatitis hazard associated with
blood transfusions, FDA has proposed (Federal Register,
Feb. 25, 1977) a new labeling regulation that would require
each container of whole blood— as well as platelet concen
trates, antihemophilic factor, red blood cells, and plasma
from single donors—to be marked as to whether it came
from a paid or volunteer donor. Public comment on the
proposal has been reviewed by FDA and a final regulation
IS being prepared. It will become effective 120 days after
publication in the Fedeil̂ l Register, which is expiected
by the end of the year.

Under the Federal Food, Drug, and Cosmetic Act, FDA
has authority to require that all drugs, including blood, be
safe and properly labeled. Blood labeling, the Agency
reasons, will inform physicians of the relative risk of
hepatitis associated with the blood they prescribe.

Huinan blood already has been the target of FDA regula
tion. Since July 1972, the Agency has required that all whole
blood, blood plasma, and serum be tested for hepatitis B
virus, until recently the most common and severe type of
hepatitis transmitted by blood transfusions.

Testing has confirmed suspicions about the hazards of
commercial blood. One study in New York City, for
example, showed that hepatitis B was 12 times more
prevalent in blood from paid donors than in blood from
v o l u n t e e r s .

While testing has cut down the spread of hepatitis B, it
certainly has not eliminated it. Low levels of the virus eludeeven the most sensitive tests, which are only about 40 to 60
percent effective in detecting units of blood contaminated by
hepatitis B. And even with the required testing, the risk of
A Red Cross volunteer applies pressure to a donor's
vein puncture.

8 / November 1977 / FDA Consumer





fl h ui j K

• • V " ,

'S" ^'
To reduce the risk that hepatitis will be transmitted to
the recipient from the donor in blood transfusions,
FDA requires that blood for transfusion be tested for
the virus that causes hepatitis. Samples of the kits
used by blood banks and hospitals to test blood for
hepatitis are checked by FDA to make sure they will
detect the disease. Here, Linda Smallwood of FDA's
Bureau of Biologies carries out the first step in the
procedure for checking the effectiveness of the test
kits. No testing method now available, however, is 100
percent effective in detecting hepatitis virus in blood.

post-transfusion hepatitis still is much higher with blood
from paid donors than from volunteer donors. The incidence
of hepatitis decreases dramatically when paid donor blood is
replaced with an all-volunteer supply. In a study at theHines Veterans Administration Hospital in Chicago, nearly
21 percent of patients receiving blood transfusions devel
oped hepatitis when 92 percent of the blood came from paid
donors. But when 96 percent of the hospital's blood supply
was obtained from volunteer donors, the incidence of
hepatitis dropped by 62 percent.

Another, more important, reason why testing alone is notsufficient to prevent disease is that hepatitis B is no longer
the major culprit in blood. Up to 90 percent of all post
transfusion hepatitis cases now are caused by some other
type of agent for which there are no testing methods.
Scientists have no idea how many different hepatitis viruses
there might be.

The FDA has concluded, therefore, that the best way

Immediate availability of large amounts of whole blood
is essential for emergency rooms, shock-trauma units,
and operating rooms.

now available to reduce the risk of transmitting hepatitis
caused either by the B virus or by the more exotic varieties
is to discourage, and hopefully eliminate, use of blood from
paid donors.

Indeed, there is a great deal of support for an all-
volunteer blood supply system in the United States. Even
those organizations that include commercial blood banks in
their membership, such as the American Association of
Blood Banks, support the principle of voluntary blood
donation.

The idea of an all-volunteer system began gaining steam
in 1972, when the President asked the Department of
Health, Education, and Welfare (HEW) to recommend a
plan for developing a safe, fast, and efficient nationwide
system for collecting and distributing blood. A specially
appointed HEW Task Force on Blood Banking came up
with a National Blood Policy that calls for an end to paid
donors and urges reliance on volunteers. Aside from reduc
ing death and suffering from post-transfusion hepatitis, the
task force reported, transition to an all-volunteer system
would save the Nation some $18 to $29 million a year in
hepatitis-related medical costs. To implement the National
Blood Policy, HEW in 1975 convened the American Blood
Commission, which has as its members virtually all the
major blood banking organizations.

Despite this show of unity, there is considerable argument
about whether Government regulation, such as the FDA
labeling requirement, is necessary and whether it will hastenthe transition to a voluntary blood collection system. Oppo
nents of labeling have included, for example, the American
Medical Association, American Society of Clinical Patholo
gists, American Association of Blood Banks, and American
Blood Resources Association. Lined up on the other side
are such groups as the American Red Cross, Council of
Community Blood Centers, Blue Cross, American Associa
tion of Family Physicians, and the AFL-CIO.

The argument heated up in November 1975, when FDA
proposed a regulation that would have required labels on
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blood to include the statement that blood from paid donors
carries a higher risk of hepatitis than that from volunteer
donors.

Many comments on that proposal suggested that the
terms "paid" and "volunteer" be defined precisely, be
cause it is common practice to motivate people to donate
blood by giving them time off work to do so; offering free
tickets for food, the theatre, and taxi fares; or assuring free
blood to the donor and the donor's family if they should
need it. Even though no money changes hands in such
arrangements, the donors might be considered "paid."

The idea of requiring a statement that paid blood is more
dangerous than volunteer blood drew even more fire. Oppo
nents pointed out that blood from paid donors is not always
contaminated, and paid blood would, in fact, be mislabeled
if it came from donors who are not among those groups
considered most likely to carry hepatitis.

After convening a special conference on these issues and
considering all comments received on the original proposal,
FDA last February issued a revised proposal that takes into
account many of the objections. For one thing, the new
proposal clearly defines "paid" donors as those who receive
money for giving blood and "volunteer" donors as those
who do not. The Agency does not consider donors who
receive such benefits as time off from work or membership
in blood assurance programs as paid donors.

A major change in the new proposal is elimination of the
required warning that paid blood is more likely to cause
hepatitis. Since the hepatitis hazard and the issue of paid vs.
volunteer blood have been well aired in both the medical
literature and the general news media, FDA concluded that
simply designating blood as "paid" or "volunteer" ade
quately notifies physicians and blood banks of the relative
hepatitis risk.

Still, disagreement persists about whether any type of
labeling is needed. Opponents of labeling argue that even
marking blood "paid" or "volunteer" will attach a stigma to
all paid blood, regardless of how safe it may be.

Opponents contend that labeling will put physicians in a
bind if they have to prescribe "high risk" blood in order to
save the life of a hemorrhaging patient, even though their
action could well lead to a mipractice suit. And even
though an all-volunteer blood system is a worthy goal, they
say, it may always be necessary to collect blood from some
paid donors in order to obtain rare types and certain blood
components. Therefore, it would be unwise to stigmatize all
paid blood by implying, through a label, that it is not as
good as that from volunteer donors.

The real way to control hepatitis, say such organizations
as the American Blood Resources Association, is to identify
high risk donors, collection facilities, and perhaps even
geographic areas and eliminate them as either paid or
volunteer sources of blood.

Dr. Richard Walker, president of the American Associa
tion of Blood Banks, said the proposed labeling requirement
would have the serious disadvantage of discouraging use of
blood from very high quality paid donors "who presently
provide the safest blood available to some of the most
prestigious medical institutions in the United States."
Walker further maintained that required labeling would
cause critical shortages of blood in some inner-city hospit̂ s
which, unable to attract volunteer donors, must rely heavily
on paid donors for their blood supply.

The FDA emphasizes that the labeling requirement would

not prohibit payment for blood. The Agency recognizes that
paying certain donors may be necessary to ensure an
adequate supply of rare blood types.

Thanks to some State laws, there already is precedent for
labeling blood by source. Three States—Illinois, California,
and Georgia—specifically require blood to be marked as
"paid" or "volunteer."

In Illinois, which enacted its labeling law in 1973, physi
cians using blood from paid donors must justify in writing
why they are prescribing blood with a higher hepatitis risk.
Despite this severe restriction on use of paid blood, feared
shortages have not materialized. Fortified with a backup
supply of frozen blood, the State made a quick and smooth
transition to a volunteer blood donation system. In fact, the
Illinois Department of Health has reported that since the
labeling law went into effect, there have been enough
v o l u n t e e r d o n o r s t o m e e t a l l o f t h e S t a t e ' s t r a n s f u s i o n
needs. Heightened awareness of the public health risk
associated with blood from paid donors apparently has
motivated people to give blood voluntarily.

Hospital studies in Illinois showed that the number of
cases of post-transfusion hepatitis dropped dramatically
following the switch to volunteer blood. At the same time,
according to the Illinois State Medical Society and the
Chicago Medical Society, malpractice lawsuits resulting
from post-transfusion hepatitis went down sharply. Ob
viously, with fewer cases of hepatitis, there was less
reason—or opportunity—for patients to sue.

Other studies confirm that switching to a volunteer sys
tem weeds out those donors most interested in money, and
who also happen to account for most of the hepatitis
problem. Low-risk donors often can be motivated to con
tinue giving blood without getting paid for it.

A volunteer system, supporters point out, can ne jusi as
effective as a paid system, but less expensive. Although
administrative costs are the same, the volunteer system
eliminates the extra expense of paying donors.

When all the evidence is considered, it clearly points to a
continuing serious problem with post-transfusion hepatitis in
this country, even with required testing for hepatitis B virus.
The evidence further indicts blood from paid donors as
significantly more hazardous than blood from volunteer
donors. FDA has concluded that labeling is the best method
now available for controlling the use of blood from paid
donors and for giving doctors the information they need to
evaluate the benefits and risks of using such blood.

There is no evidence that discouraging use of blood from
paid donors will interfere with the overall supply of blood.
At present, only about 6 million donors, both paid and
volunteer, maintain the Nation's blood supply. Yet, there
are at least 90 to 100 million people eligible to give blood.
Experience on the local level indicates that many of these
potential donors can be reached through effective recruit
ment campaigns.

As Dr. Thomas Chalmers of New York's Mount Smai
School of Medicine, who has been studying viral hepatitis
for some 30 years, has pointed out;

"It is my impression that if we just think in terms of the
amount of money that is spent every year caring for patients
with hepatitis and spend a segment of that money on public
relations to attract volunteer donors, we can solve the
[problem of] blood donor source."

Phyllis Lehmann is a freelance writer.
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Health Hands And Quackeiy
Qtephen Barrett, M.D., a practicing psychiatrist in Allentown, Pennsylvania,

has devoted considerable time to investigating and opposing quackery.
Since 1970 he has been chairman of the board of directors of the Lehigh Valley
Committee Against Health Fraud, Inc. He is also co-editor of the The
Health Robbers—How to Protect Your Money and Your Life, a book
on quackery written by physicians, nutritionists, journalists, and health educators.
In this interview with Wayne L. Pines, FDA's deputy assistant commissioner
for public affairs. Dr. Barrett explains how he views health fraud and quackery
today. This is part of a continuing series of interviews with people outside FDA
in an effort to stimulate discussion on important matters of public interest and
c o n c e r n .
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QDr. Barrett, you've been inves-• tigating quackery in this coun
try for seven years. How serious is the
problem?

A Very serious. Few people real-• ize how often or how skillfully
they are being cheated in health mat
ters. There aren't any exact figures,
but my guess is that Americans are
wasting between five and ten billion
dollars a year on questionable ''health"
practices. And public confusion about
many health matters is increasing.

QTo what do you attribute this• i n c r e a s e ?

A Publicity. Promoters of quack-• ery have mastered the art of
manipulating the media. Most people
think that health claims must be true
or somehow they "wouldn't be al
lowed." But the fact is that a fa lse
claim is against the law only if it
appears in an advertisement or on a
product label or is made in connection
with a sale.

Nowadays very few health products
carry false claims on their labels. They
don't have to because the public is
being flooded with false claims in news
articles, in books, and on radio and
TV talk shows. For example, take the
claims that vitamin E will prevent
heart disease and increase sexual per
formance. These claims would be ille
gal in an ad or on the label of a bottle
of vitamin E pills. But if the bottle is
simply labeled "vitamin E," and some
one buys it because he heard some
where that it might help him, no law
has been broken. In effect, the media
have become the label.

QWhat are some of the more• common health frauds?

A Cancer and arthritis fakes, fad• diets, acupuncture, "organic"
foods, phony gadgets, hair analysis,
manhood fakes, bust developers, chi
ropractic adjustments, shots to "pep
you up," nonprescription drugs which
contain no effective ingredients. The
list is endless.

Nutrition is a particularly fertile field
for quackery. Perhaps half the people
in this country are taking vitamins and
other food supplements which they
d o n ' t n e e d . S o m e t h i n k t h a t e x t r a
vitamins can give them extra energy
or can prevent or cure many diseases.
Some think that they will achieve some
sort of "superhealth." But most are
worried that they might not be getting
enough vitamins or other nutrients in

their food. The fact is that nutrients
are very plentiful in our food, and
extra nutrients don't do anything for
people. Taking more than you need is
a waste of money.

What about fad diets?

A In the area of weight reduction,• i t s e e m s t h e r e ' s a n e w a n d
revolutionary diet coming out every
few months. They sell a lot of books
but the simple fact is that the only
really sensible way to lose weight is to
eat a balanced diet that contains fewer
calories than you bum off. I wish we
could find a way to decrease the
a m o u n t o f i n a c c u r a t e i n f o r m a t i o n
about health that gets into the media.

Q You've been quoted as saying• that the answer to quackery in
general lies in increased public educa
tion, as well as in passing stronger
l a w s .

A Yes, but that is more easily• said than done. Anyone who
tries to promote either one will run
into stiff political opposition. For ex
ample, a few years ago the FDA tried
t o i s s u e n e w s t a n d a r d s f o r v i t a m i n a n d
mineral supplements so that people
would get products that are formulated
better, and so that certain misleading
claims being made by sellers of food
supplements would be stopped. The
health food industry responded by gen
erating more than two million letters
to Congress and actually got a law
passed to block some of the things the
FDA wanted to do to protect people
from being cheated. We see a similar
effort being made today by proponents
o f Lae t r i l e .

Q There is great concern today• about the role of Government
in protecting people. How far do you
think Government should go to protect
people from being cheated in health
m a t t e r s ?

A My feeling is that Govemment• action must be very vigorous.
But in actual practice, that's not so
simple. People don't know whom to
trust anymore. Just because a Govem
ment agency says something is danger
ous or doesn' t work does not mean
that people will believe it. To me,
quackery is a form of stealing. But
many of quackery's victims don't see
themselves as victims. They don't be
lieve they are being cheated and would
l i ke t he Gove rnmen t t o l eave them

alone. Laetrile promoters have been
taking advantage of these anti-Govem-
ment feelings.

Q Would you consider Laetrile to• be the major health fraud in
this country today?

A I'd say so. Many people are• dying as a result of taking Lae
trile instead of getting proper treatment
for cancer in its early stages. But
widespread publicity about people who
think Laetrile has helped them has
stirred up hopes among cancer victims
and their families. Many people want
to try it and State legislators are being
pressured to "legalize" it.

QWhat makes people so willing• to try products like Laetrile
w n i c h d o n ' t w o r k ?

A The modem quack has learned• to reach people emotionally on
the level that counts the most. What
sells is not the quality of his product
but his ability to influence his audi
ence. It is not difficult to sell hope to
people who feel desperate.

QTo what extent are doctors• involved with quackery?

A A number of doctors have• w e i r d i d e a s a b o u t n u t r i t i o n o r
make diagnoses of hypoglycemia, ad
renal insufficiency, or subclinical hy
pothyroidism on all or most of their
patients. Often they will diagnose these
glandular disorders without laboratory
tests to back them up. These doctors
s e e m t o h a v e a b a n d o n e d s c i e n t i fi c
thought, particularly in the area of
body chemistry. There aren't very
many of them—probably fewer than
one in a hundred—but they present a
special problem. Because they hold
licenses to practice, people expect
them to know what they are doing.

There is a larger group of licensed
practitioners whose practice is unscien
tific—chiropractors. They base their
practice on a false theory, that all
diseases are the .result of spinal diffi
culties. Chiropractors sometimes help
people, but their training is poor and I
generally recommend that people avoid
t h e m .

QWhat makes people develop• confidence in the types of doc
tors you would consider unscientific?

A That's a good question, but a• very complicated one to an
swer. Most ai lments are self- l imit ing,
which means they will improve with
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no treatment at all. Good doctors
rarely take credit for what nature does,
but unscientific practitioners usually
do. We've all seen people who swear
by a doctor or treatment method. I
don't like to see that intense a feeling
because it usually means the patient is
far too dependent. Another factor that
helps unscientific practitioners build
their following is the placebo effect,
that is, if a person thinks he has been
helped by something, he may feel relief
from his pain or other discomfort. A
common example of the placebo effect
is that most people feel better when
the doctor walks into the room.

fV/iat about acupuncture?

A When acupuncture hit the• headlines a few years ago,
many people hoped that some kind of
medical magic was about to be redis
covered. But most of them have had
their hopes come crashing down.

Q Would you say that acupunc-• ture never helps anyone?

Alt's hard to make a generaliza-• tion of that type. Cramped
muscles sometimes relax when they
are stuck with needles, so some people
might get temporary relief in that way.
No doubt some people who go to
acupuncturists will experience a pla
c e b o e f f e c t . B u t t h e r e i s n o r e a s o n t o
believe that acupuncture can change
the course of any organic disease—
like arthritis, for example.

QYou mention the placebo effect• again. Don't doctors use a lot
of placebos in the form of sugar pills,
dummy pills, and the like? Don't doc
tors also recommend vitamins to many
people who eat properly and don't
really need them?

A Yes, they do. Doctors are con-• fronted by many people who
complain of tiredness or a variety of
vague symptoms which are reactions
to ne rvous t ens ion . Fa r t oo o f t en ,
instead of finding out what is bothering
them, doctors tell these people to take
a tonic, a vitamin, or some other type
of placebo.

Qlf a placebo makes someone• feel better, what's wrong with
t h a t ?

A1 am against people being mis-• led. The quack who relies on
a placebo effect is also pretending he
knows what he is doing—that he can

tell what is wrong with you and that
he has effective treatment for just
about everything. His customers are
playing Russian roulette. The medical
doctor who uses vitamins as placebos
may not be as dangerous, but he is
encouraging people to form lifelong
habits of using things they don't need.
In addition, patients who are not satis
fied with this approach may reach
toward alternate ways of getting atten
tion—like going to chiropractors or
treating themselves with food fads.

QSo on balance you feel rather• negatively about placebos and
the way they are used.

A Yes. Most people who use pla-• cebos do not get relief from
them. So we're talking about practices
that are not only misleading. They are
also a financial rip-off. There are cer
tain medical situations where use of a
placebo is justified, but these situations
a r e r a r e .

QDo you find that most pro-• moters of quackery have a fi
nancial motive?

A Some seem to be motivated by• g r e e d a l o n e , s o m e s e e m t o
have a sincere belief in what they are
promoting, and some seem to have a
mixture of both. For example, sellers
of manhood devices, bust developers,
and many other types of worthless
mail-order gadgets know that they are
peddling fakes. They are "hit-and-run"
artists who open a post office box and
hope to make enough money before
the Postal Inspector shuts down their
business. On the other hand, most
people involved in nutrition quackery
strike me as sincere believers. They
may make money, but they also appear
to be hopelessly confused.

T h e " t r u e b e l i e v e r s " a r e t h e o n e s
who cause us the most grief because
of their tendency to get involved in
intense political activity—like the pro
m o t i o n o f L a e t r i l e .

Q Laetrile has been around for• more than 25 years. How do
you account for its sudden burst into
the political arena?

A The intensity of the political• f o r c e i s d u e t o t h e f a c t t h a t
users rather than sellers appear to be
the ones spearheading the drive to
legalize its sale. The approach of turn
ing victims into political foot soldiers
is not new, but with Laetrile it has
reached a new level of intensity.

So what looks to legislators
• like a grassroots movement is

being orchestrated by people with
vested financial interests?

A Yes. There are at least four• national groups. The oldest,
founded in 1955, is the National Health
Federation. Since it began, NHF has
been led mostly by people who have a
financial interest in promoting ques
tionable "health" products or ideas.
Ten of them have been in legal diffi
culty for making false claims and four
of them have even received prison
sentences. The primary goal of NHF
appears to be to weaken Government
interference with quackery. Its major
act iv i t ies include lawsuits and let ter-
writing campaigns like the one that
stopped the FDA vitamin regulations.

At least three other national groups
are devoted to pushing the gamut of
w o r t h l e s s c a n c e r c u r e s . O n e w a s
founded in 1963 by a woman who
thought she had been cured of breast
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cancer by Laetrile but who died of the
disease in 1969. Another is led by a
woman who is a major distributor of
food supplements. A third group, said
to be the largest, is led by some of the
major distributors of Laetrile who have
been convicted of smuggling.

QYour book goes into the poli-• tics of quackery in considerable
detail. What role do you see for FDA
in this fight?

A I am deeply concerned about• the growing political power of
those who are out to destroy Govern
ment protection of consumers against
health frauds. Right now it is against
the law to market drugs and devices
that are dangerous or don't work. The
FDA protects us against quackery
mainly by forcing such products off
the market. There are occasional crim
inal prosecutions and I hope frankly
that there will be more. They are
difficult and the courts have not usu
ally sent people convicted of health
frauds to prison. But the way I look at
it is that misleading someone in a
health matter may be a threat to his
life—and that deserves a very stiff
penalty.

QWhat got you interested in• fighting quackery?

A I've always hated to see people. get hurt or cheated. In 1968 I
happened to read two books about
health frauds which made me angry
enough to try and do something about
them. It wasn't hard to find others in
my community who shared this con
cern and were willing to join forces.
We formed a nonprofit corporation in
1970 and later joined the Consumer
F e d e r a t i o n o f A m e r i c a .

QWhat does your committee ac-• tually do?

A Mostly we serve as an infor-. mation clearinghouse—gather
ing and distributing information about
health frauds. We look for deceptive
ads about health products and report
them. We involve ourselves in many
legislative matters and testify at Gov
ernment hearings. We invite people
who have been cheated to complain to
us. We also furnish speakers.

QI understand you are also quite• ac t i ve i n p romot ing wa te r
Jluoridation.

A Yes. As you know, when a. community adjusts the fluoride
concentration of its water supply to
about one part per million of water, its
children will get fewer cavities in their
teeth. Unfortunately, there is an orga

nized effort under way to scare people
into thinking that fluoridation is dan
gerous. The National Health Federa
tion, one of the groups I just men
tioned that promotes Laetrile, has also
been very active in attacking fluorida
tion. For about two years NHF has
been claiming that fluoride causes can
cer. It doesn't, of course, but this type
of publicity can succeed in frightening
people. What makes this situation so
sad is that the victims of antifluorida-
tion quackery are innocent children
who are unable to defend themselves.

Qlt sounds like your definition. of quackery is quite broad.

A Yes. Our committee is inter-• ested in any aspect of health in
which deception may be involved. In
cidentally, one thing we do that's par
ticularly satisfying is to help victims
who see the light and want to do
something about it. This doesn't hap
pen very often because even when
people realize that they have been
cheated, they are usually too embar
r a s s e d o r a f r a i d o f " t r o u b l e " t o d o

anything. We like to see victims fight
back. Otherwise, whoever gypped
them will go right on cheating others.

U n f o r t u n a t e l y, t h e v e r y w o r d
"quack" is very misleading because
when most people think of a quack or
quackery, they imagine some sort of
outlandish person selling snake oil
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from the back of a covered wagon.
Most modem forms of quackery look
more respectable and are harder to
recognize.

QCan you give some general• guidelines for spotting quacks?

A The outright medical quack can• usually be recognized by his
talk of secret or miracle cures, of a
single device or system which can
diagnose or treat all ailments, of Gov
ernment or AMA "persecution," and
of the "dangers" of drugs or surgery
in general. He is also apt to use
testimonials from supposedly satisfied
c u s t o m e r s .

The food quack can usually be rec
ognized by his claims that everybody
should use food supplements or that
many diseases can be cured or pre
vented by large doses of vitamins.

More subtle forms of quackery can
often be avoided by an attitude of
skepticism toward all forms of "health"
products which are advertised to the
public, particularly those sold by mail.
Doctors who give shots to almost all
of their patients should also be
a v o i d e d .

Q Where can people get reliable• health information?

A Most medical doctors who reg-. ularly write columns for news
papers and general magazines are reli
able. Some of them publish newsletters
and books as well. For in-depth report
ing, nothing can beat the health articles
i n C o n s u m e r R e p o r t s . F a m i l y
Health magazine has good articles
too, but occasionally will publish a
misleading ad. Publications loaded with
food supplement ads should be com
pletely disregarded. About half of the
books about health in the average
bookstore and almost all of the ones
in health food stores are filled with
nonsense. News reports of all types
tend to be overly sensational and
therefore confusing. Regularly sched
uled medical TV talk shows whose
guests are mostly medical doctors are
reliable. But some guests on the enter
tainment type talk shows are leading
promoters of quackery.

For more individual attention, a
good relationship with a doctor who
c a n t a k e t h e t i m e t o a n s w e r y o u r
questions can be a big help. Dietitians
can be a good source of nutrition
advice. Our book also lists more than
100 organizations which can give relia
ble information.
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Clo^ng The Inmuinization Gap

Of the 52 million American children
under the age of 15, about 20 million
have not been immunized against one
or more of the preventable childhood
diseases. Safe, effective vaccines are
available and a nationwide campaign
now is under way to obtain immuniza
tion of 90 percent of all children
against measles, polio, rubella, diph
theria, whooping cough, and tetanus.

by Faye Peterson

I Thursday, August II: A man layfeverish in his summer home as his
wife hurriedly summoned a physician.
Despite pain, and apparent paralysis in
the patient's legs, his illness was ini
tially diagnosed by the doctor as no
more than an ordinary cold. The vic
tim. a successful politician at age 39,
was normally full of vitality, but had
felt strangely ill the day before. By the
next day he couldn't stand and by
evening had lost the power to move
his legs. He complained of aching all
over, was at least partly paralyzed
from the chest down, and had so little
control over his hands that he couldn't
w r i t e .

The illness progressed to the point
of complete paralysis of the legs, and
on August 25, a specialist from Boston
finally determined that the man was
suffering from infantile paralysis—par
alytic polio.

With dedicated and prolonged ef
forts, the patient eventually overcame

some of the crippling effects of the
d isease. But he was never ab le to
walk again or even stand without sup
p o r t .

The time was 1921. The place was
Campobello, Canada. The man was
Franklin D. Roosevelt. Similar stories
were widespread during the years be
fore the development and use in the
I950's of an effective vaccine against
polio. Since the advent of polio vac
cine, the disease has been virtually
eradicated in this country.

But there are no guarantees that
polio and other preventable childhood
diseases won't reappear to cause need
less suffering and even death. The
number of children and young adults
who have not been vaccinated against
polio, measles, rubella (German mea
sles), diphtheria, pertussis (whooping
cough), and tetanus is alarmingly high.
Some 20 million American children—
almost 40 percent of the 52 million
children under the age of 15—have
not been fully immunized against one
or more of the preventable childhood
diseases. This includes:

• Polio—more than 19 mill ion chil
dren are not fully immunized and the
number of inadequately immunized
children is going up.

• Measles—nearly 12 million chil
dren from ages one through 13 are not
i m m u n i z e d .

• Rubella—more than I2V2 million
youngsters from ages one through 12
are no t immun ized .

• Diphtheria, pertussis, and tetanus
(DPT)—more than I5V2 million chil
dren under 14 years of age have not
received a full course of DPT shots.

A major factor in the low levels of
immunizations is an apparent lack of
awareness by the public of the serious
ness of preventable childhood diseases.
In the past, very little Federal money
has been allocated for public education
on the importance of immunizations.
In fact, for the last four years, such
activities have been carried out mainly
by volunteer organizations. As a result,
many people—even school officials in
some States—have lost sight of the
importance of maintaining high levels
of immunity in the community.

Forty-eight of the 50 States now
require immunization of children enter
ing school but these requirements have
not been uniformly enforced through
out the country. In some localities the
responsibility for ensuring that children
are vaccinated has been left entirely
up to parents. Many parents today
don't seem to know or have forgotten
about the serious and permanent health
problems that can result from measles,
polio, rubella, diphtheria, whooping
cough, and tetanus. Complications
range from paralysis, blindness, and
deafness to brain damage and mental
retardation. Almost all these diseases
can cause death.

Measles, for example, is considered
by many to be a mild childhood illness.
But it can result in pneumonia, middle
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ear infection, or encephalitis (inflam
mation of the brain). Encephalitis, as
sociated with measles in approximately
one of every 1,000 cases, often causes
permanent brain damage and mental
retardation, and it may be fatal. So far
this year there has been more than a
50 percent increase over 1976 in the
number of measles cases reported in
the United States. The Public Health
Service attributes this increase to un-
vaccinated or improperly vaccinated
c h i l d r e n .

Public trust and acceptance of mass
immunization in the United States is
also in a period of decline. This, ac
cording to some health experts is at
tributable to several factors. In general,
the public no longer has the trust it
o n c e h a d i n t h e N a t i o n ' s m e d i c a l a u
thorities. The public also has become
much more aware o f t he r i sks i nvo l ved
in all medical procedures, and some
people have an unwarranted fear of
adverse react ions to vaccines.

In addition, the difficulties that plagu
ed the 1976 swine flu vaccine cam
paign have shaken public confidence
in immunization programs. This is un
fortunate because the swine flu vaccine
was a new vaccine. It was developed
because of the threat of a potential
outbreak of an unusual strain of flu
virus against which very few people
had any natural immunity. When the
new vaccine was tested in people no
unexpected adverse reactions oc
curred. After mass inoculations began,
however, some people receiving the
shots, about one out of 110,000, devel
oped a paralytic illness known as Guil-
lain Barre syndrome. Discovery of this
rare and unexpected reaction caused
the inoculation program to be discon
t i n u e d .

In contrast, measles, polio, rubella,
and DPT shots have been in use for
many years, and millions of people
throughout the world have taken them
with very few serious adverse reac
tions. For example, although mild and
transient reactions to rubella vaccine
have been reported in up to 15 percent
of recipients, no serious or permanent
injuries have been traced to use of the
vaccine. More than 80 million doses of
measles vaccine have been adminis
tered since 1963, with serious reactions
possibly associated with the vaccine
reportedly occurring, at most, only
once for every million doses. These
few reactions are unavoidable and

To obtain maximum immunity to the preventable child
hood diseases, children must receive the full range of
recommended shots at the proper ages.

health authorities believe they may be
d u e t o c h a r a c t e r i s t i c s o f t h e i n d i v i d u a l
rather than to any characteristic of the
v a c c i n e .

FDA's Bureau of Biologies routinely
tests samples of every lot of these
vaccines for safety and potency before
they are released for general use. And
these vaccines are 85 to 95 percent
effective against diseases that have
caused epidemics in the past.

Money is another factor influencing
levels of immunity against childhood
diseases. The most significant rates of
decline in immunity levels are among

the poor. For example, in one com
munity surveyed, only 42 percent of
children entering school from lower
income famil ies had been vaccinated
against measles compared to more than
85 percent of children from middle
and upper income families. Many poor
families can't afford to go to private
physicians, and routine immunizations
are not generally given in hospital
emergency rooms, a major source of
health care for economically deprived
children. Although every major city
has at least one clinic where free
immunizations can be obtained, many

Inoculations cause little pain and can be given quickly
when Jet injection devices are used.
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-iCtvî 'vtqiwqoj Jb JVujsiq 'ajVMvpQ

III (sioioaa

•>jJOx A\3iq '^lOOM JB0J9 'uois
"lAIQ pOOJBOg "OUI 'spooj S>|OOjqBOS
Aq pojnqijjsip sba\ puB 'sjjosnqoBssBDi

'BIIOUgBpyj "OUI 'SpOOJBOg IBJSB03 SJJOS
-nqoBssBi\ P0|3qB| puB po>iOBd uooq



I£ 11161 -idquiaAOtsi / jawnsuoj yqj

•suoqipucx-) AjHjmHsui jspun ppq
puv. sp^suj qjiM pajT^uiannuoD

^S90jinod psjRjpAqop puR ^xiui 3>|H3und
^3D|j popnpui q:)iq/W pooj aqj jnqj

uoijo9dsui jujofp Suunp punoj sjoit^S
-US9AUI -suounjusui oj A||Hdiouud pooj

SuiAjddns lujij j9au9q vr -:)u\ H^pai
-0|03 JO sj9ps9ioq^ si>|^j3qS jr spooj
SnOUHA JO )U9LUUJ9A09 pj9p9 j 9qj Aq

ainzps ssi^LU v, ui psqnssj qjpsH P
JU9LUJJT^d9Q OpRIOjOJ 9qj pUR Pj-USIQ

.I9AU9Q S VCIJ U99A\J9q UOpîJOdoOJ
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