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NATIONAL CHILD IMMUNIZATION PROGRAMS

WEDNESDAY, AUGUST 31, 1977

House oF REPRESENTATIVES,
H(‘[N'H.\].\”'l'l‘l'fll oN OVERSIGHT AND I‘\'\']‘:H'l']li;\'l‘l(i?\'-‘."‘-
CoyurrTelE oN INTERSTATE AND ForEIeN COMMERCE,
Los Angeles, Calif,

The subeommittee met, pursuant to notice, at 10 a.m., in dining room
A, Mary Duque Building, Los Angeles Children’s II-:-Intal Los
Angeles, Calif., Hon. Ilvm\ A. Waxman presiding (Hon. John E.
Moss, chairman).

Mr. Waxaran. Ladies and gentlemen, fellow members of the sub-
committee, this field hearing of the House Subcommittee on Oversight
and Investigations of the Committee on Interstate and Foreign Com-
merce shall come to order.

The topic of our hearing is children’s immunizations. This is a most
auspicious time for such a hearing becanse our schools will reopen
in a few weeks. Qur children khmlld be able to go to school without
having their education interrupted by serious illnesses associated with
contagious childhood diseases. Thanks to vaccines, poliomyelitis is no
longer the widespread crippler it once was. Our children can now be
protected against measles and the risk of death or brain damage
resulting from that disease. That is how things should be, but that 1s
not how they are. -

I'f T described to you a nation where 19 million children were not
immunized against polio, and 1514 million were not protected from
diphtheria and whooping cough, and 12 million were not vaceinated
for measles, yon migzht assume that T was talking about some under-
developed nation. How startling it is to read that this Nation, the
United States, with medical tmhnn]nlr\ second to none, has allowed
children’s immunization levels to fall so low.

It is a national disgrace that someone died last year of diphtheria in
New York City.

It is a national disgrace that in our own city of Los Angeles two
persons died last year from measles complications.

It is a national disgrace that children are brain damaged or crippled
each year for want of a simple and free vaccination.

The failure to immunize our citizens puts our children at risk and
results in a terrible waste of our medical resources. All the break-
throughs of our medical technology are meaningless unless we use
them. Preventive care is the most humane and the most cost effective
medical care there is. In 1975, our subcommittee received figures from
the National Communicable T)M"N- Center, for a 5-year period, esti-
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mating that immunization efforts averted 10 million cases of measles
and 3,200 cases of mental retardation. It also estimated that immuni-
zation saved 973 lives, 555,000 hospital days, 291,000 years of life, 1.6
million workdays, 32 million schooldays, and $423 million. ;

One should not be too casual about children’s contagious diseases.
These are not to be shrugged off as just a part of childhood. Measles’
complications include encephalitis and brain damage. Mumps can lead
to sterility in males. Whooping cough can be deadly. Polio can cripple.
We chose this site for the hearings—Los Angeles Children’s Hos-
pital—lest we forget how serious childhood diseases can be. .

When an outbreak of measles swept through our Los Angeles public
schools last fall and spring, I looked into the question of what our
immunization levels were. I was shocked to discover that immunization
levels in the United States have been dropping off, and the spread of
childhood diseases is on the increase.

According to the latest ficures from the Center for Disease Control
in Atlanta, released August 6, there have already been, nationwide,
52,290 cases of measles this year. Last year at this point there had been
only 33,701 cases.

The House Subcommittee on Oversight and Investigations has
undertaken this field hearing to do a case study of the Los Angeles
immunization experience. We suspect, and I think the testimony we
hear this morning will establish, that low rates of immunization are a
national problem. My colleagues, Congressman Andrew Maguire from
New Jersey and Congressman Norman Lent from New York, will join
me in trying to find the answers to the following questions:

Why is there so much apathy about vaccinating children for serious
contagious diseases?

Are we talking about the apathy of government; are immunization
programs under-funded and poorly staffed? Or are we talking about
the apathy or ignorance of parents who will not take the time to get
their children vaccinated ?

Are laws being enforced to assure that school children are im-
munized for childhood diseases? What proof does the school require
that a child has been vaceinated ¢

Why are some vaccinated children getting measles anyway ?

Are cost projections for a national immunization program realistic?

The Center for Disease Control has suggested a uniform data bank
on immunizations, Is a centralized data bank a good idea ?

I predict that, unless we investigate these issues and unless we make
an all-out effort to immunize our children for serious childhood dis-
eases, we will face a serious public health hazard and another year of
chaotie school closings because of illness. 5

I remember that in the early fifties there were over 30,000 cases of
polio each year. Now, thanks to immunization programs, the national
average is only 14 cases a year. '

But now there is a new generation of young parents in their early
twenties who do not have these memories. They do not remember the
fear of a polio diagnosis. They do not remember seeing the children
of their friends in an iron lung. The American public is becoming too
relaxed about immunization. Too many parents are simply not bother-
ing to get their children immunized.
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If this hearing does no more than to get those parents to have their
children vaccinated before school opens for serious childhood diseases,
I will feel this day has been a success.

I would like to thank Los Angeles Children’s Hospital for allowing
us to use their facilities this morning for this fact-finding hearing.
They are not sponsoring the hearing but have been kind enough to let
us use their facilities. I would also like to thank my colleagues for
traveling from their congressional districts on the east coast to exam-
ine the immunization problem with me. And I would like to thank
our witnesses for appearing today to educate the public on a serious
public health problem facing our city and our Nation.

I would like to call on my colleague, Congressman Norman Lent
from the State of New York, who, prior to joining the U.S. Congress,
was a member of the New York State Senate and the author of the
immunization bill in that State.

Mr. Lexrt. Thank you very much, Mr. Chairman.

It is a privilege for me to join you at this hearing. I want to
particularly commend you, Congressman Waxman, for your leader-
ship in focusing attention on this national problem.

'111(1 indicate the nationwide scope of the problem, Mr, Chairman, the
health officials of Nassau County, N.Y., where my congressional dis-
trict is located, are launching a major inoculation program in the
county schools this fall because of a startling increase and a threat of
a major outbreak in measles. Since January, there have been more
than 2,100 cases reported of measles in Nassau County. Starting this
fall, Nassau County health officials will be holding vaccination clinies
in each of the county school districts, concentrating primarily on
junior and senior high schools where health surveys show immunity to
measles is very low.

There is no question but that we in the United States need to do
more than we have been doing to get more children protected against
disease through immunization programs. All too few in this country
seem to realize that fact.

[ would hope, Mr. Chairman, that your hearing here this morning
in Los .\Il;:(‘]](‘}: will assist in directing more public attention to
a problem that should be of major concern.

Mr, Waxaan, Thank you, Mr. Lent.

Mr. Maguire, wonld you like to make any opening remarks before
we proceed with the first witness?

Mr. Maguire. Thank you, Mr. Chairman.

I simply want to join with Congressman Lent in congratulating
you on your leadership in this matter. You and I have worked very
closely on health issues in the Congress, with particular concern for
prevention.

In addition to the experiences of Los Angeles and New York, with
respect to a breakdown in the effectiveness of immunization pro-
grams, there have also been similar experiences in Seattle, New Jersey,
and elsewhere, T want to cite what T think are some rather interesting
statistics from medical literature with respect to my own State of New
Jersey and my own county of Bergen County.

It was found that, in 1973-7T4, there was an ineredible increase in
the amount of measles cases, Nationally in 1968. for example, there
were 22,000 reported cases. In New Jersey, in that one year alone,
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197374, there were 5,837 measles cases—better than a fourth of what
had been found nationally just 6 years earlier.

In Bergen County alone, there was in that year more than a ninth of
the total number of cases that had been found nationally just 6 years
earlier. The attack rates in the overall population of New Jersey that
year were 80 per 100,000. Among teenagers, they were 1,500 per
100,000. Of course, we have engaged in a much more thorough ap-
proach toward immunization in the schools since that time. Those
data have been brought more in line with the national averages now.
But, clearly, this is a recurring problem. An outbreak strikes, and
people are not properly immunized or at least immunized up to the
percentage of the necessary standard. People’s health and, in some
cases, their very lives are at stake,

I want to commend you for holding this hearing, which I think is a
most important one. Hopefully it will help us set national policy in
this area.

Thank you, Mr. Chairman.

Mr. Waxman. Thank you.

Our first witness this morning is Dr, William H. Foege, the new
Director of the Center for Disease Control in Atlanta, Ga.

STATEMENT OF WILLIAM H. FOEGE, M.D., DIRECTOR, CENTER FOR
DISEASE CONTROL, DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE, ACCOMPANIED BY DAN VANDERMEER, PUBLIC
HEALTH ADVISER, HEW IMMUNIZATION INITIATIVE

Dr. Foeee. Thank you, Mr. Chairman and members of the committee.

We are very happy to be here today. We are also happy that you
are initiating this look at the national problem and what can be done
about it.

I have with me Mr. Dan Vandermeer, who is with the Immunization
Initiative, the office that has been set up in the Department.

By way of background, let me reiterate that vaccines are among the
most effective disease control and preventive measures known to med-
ical science. For generations, epidemics of smallpox had a profound
effect on human events, and millions suffered or died from this dis-
ease. However, the advent of an effective vaccine changed the course
of history. Smallpox was eliminated in the United States in the late
forties—we have not had a case for 28 years—and, because of the
marked success of the global eradication program, smallpox vacecina-
tion is no longer necessary in this country.

The introduction and wide use of safe and effective vaceines in the
United States has been invariably accompanied by a marked reduc-
tion in reported incidence of the affected disease. Diphtheria, pertussis,
and tetanus vaccines have been widely used in the country since the late
1930’s and 1940’s. Dramatic reductions in morbidity and mortality
from these diseases have been seen. Polio has been virtually eliminated.
Fewer than 10 paralytic cases per year have been reported in the past
4 years, compared with 15,000 or more cases annually prior to the devel-
opment and use of polio vaceines, This is shown in figure 1. In fact,
in 1952, there were over 50,000 cases of polio reported in this country,
with over 21,000 of those being paralytic.
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The reported annual incidence of measles is unacceptably high; yet,
for perspective we have to remember that it is only 10 percent of levels
reported prior to the introduction of live measles vaccines in the mid-
nineteen sixties. This is shown in figure 2 of the attachments.

The U.S. approach to rubella immunization—which is universal
vaccination at about age 1—has resulted in a marked decline in re-
ported incidence of the disease and, most significantly, in the oceur-
rence of congenital rubella syndrome. This is shown in figure 3 of the
attachments.

Mr. Waxaran. Without objection, your attachments will be inserted
into the record following our statement [see p. 11.]

Dr. Foree. Past experience suggested we would experience a major
epidemic of rubella in the early 1970’s; however, that epidemic did not
materialize. We believe it is because of the immunization program for
rubella.

The Federal Government, by directly supporting State and com-
munity immunization activities, has played a pivotal role in protect-
ing the American people against polin. measles, and rubella. Active
Federal support of immunization programs began in 1956 and 1957
when a total of $53.6 million in Federal grant assistance was provided
to States for polio programs. Salk vaccine was provided. This was the
first time that the Federal Government assumed direct responsibility
to facilitate the widescale application of a vaccine.

In 1962, the Federal Government again provided assistance to States
and communities in conducting intensive vaccination programs. These
efforts were directed primarily against polio—using live oral Sabin
vaccine—although support for diphtheria, pertussis, and tetanus vae-
cinations was also provided.

I might add that at that time the immunization level for polio did
exceed 90 percent nationwide for school age children.

In August 1965, the Vaccination Assistance Act was amended to in-
clude measles. With additional funds made available, measles vaccine
was widely administered in mass campaigns to all segments of the
population. Immediately following the licensure of rubella vaccine in
June 1969, Federal resources were directed exclusively to immuniza-
tion of children against rubella. Communitywide immunization cam-
paigns were conducted over a 3-year period.

The resurgence of measles in the early 1970°s indicated that the
strategy of focusing Federal grant support on a single disease at any
one time needed modification. In 1972, Federal support of State im-
munization programs was directed toward all six common vaccine
preventable diseases of childhood: Polio, measles, rubella, tetanus,
diphtheria, and pertussis. Each grantee developed comprehensive pro-
grams to identify and vaccinate children who were not reached through
previous mass campaigns, or who were not being reached through ex-
1sting public and private efforts. Functional components of these pro-
grams included public awareness activities, systematic assessment of
the immunization levels of entering school children and preschool
populations, surveillance of cases and deaths of vaccine-preventable
diseases, and outbreak control activities.

Particular emphasis was given to the adoption of laws or require-
ments that children be immunized to be eligible for enrollment into

09-060—77
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school. School entry immunization requirements serve two major pur-
poses. They allow concerned school and health officials to be certain
that parents and guardians are fully informed of the importance of
child}mod immunizations, They also allow health officials to measure
the proportion of children at age 5 in the community who are protected
against these preventable diseases. Since the vaccines are recommended
for administration early in life, some beginning for infants at 2 months
of age, a significantly low level of immunity among school entrants in-
creases the probability of outbreaks of communicable diseases.

In States with school entry requirements and an emphasis on com-

liance, measles incidence has been consistently lower than in those
gtates without regulations. In the 34 States and the District of
Columbia with school laws in 1973, the rate of reported measles in the
population under 18 years of age was 26.5 cases of measles per 100,000,
compared with 53.9 per 100,000 in the 16 States without school laws.
In other words, the incidence of measles was twice as high in States
without school laws.

A comparison of these rates in 1974 indicates a similar difference in
measles incidence between States with and without school laws. Today,
all but two States have school entry immunization laws, ;

As childhood diseases become less prevalent following the introduc-
tion and widespread use of effective vaccines, immunization levels tend
to remain stable or decline. The threat to life and health posed by
these diseases is quickly forgotten by parents. Health workers, teach-
ers, and policymakers direct their attention to more visible problems.
Typically, funding for the public programs for immunization activi-
ties drops and health department programs are cut back, Educational
campaigns are reduced in number and scope and recognition of the
need for immunization of newly born children declines.

Now we have reached the point at which epidemies are possible and
in fact certain social and geographic segments of the population have
the potential for serious outbreaks.

Mr. Waxaan. Excuse me, Dr. Foege.

When you say we are now at the point where certain segments of
the population have the potential for serious outbreaks, are we talking
about polio, measles, and all of these diseases that otherwise could be
eradicated ?

Dr. Forge. I think that we are talking about all six of the diseases:
we have the potential for outbreaks. We are having a pertussis out-
break in Atlanta right now. We know that polio immunization levels
are so low that I liken it to the forest fires in California. With a dry
forest, if you have no introduction of fire or lightning, you don’t have
a fire. But, with the forest dry and an introduction, one can’t say how
serious a fire will be in advance.

Mr. Waxaan. Are you saying there is a real possibility that we can
have an epidemic of polio in this country ?

Dr. Forge. Tt is; yes.

An annual survey of immunization levels has shown that more than
one-third of the Nation’s children between 1 and 4 years of age have
not received measles or rubella vaccine or a complete series of oral
polio vaccine—table 1. Although more than 95 percent had received
at least one DTP injection, more than 25 percent had not received a
complete series.




Overall, of 52.5 million children under the age of 15, approximately
20 million or 40 percent require one or more vaccinations to give them
full protection—table 2. The challenge is clear. While we are seeking
all-time low levels for some of these diesases, particularly diphtheria,
pertussis, and tetanus, the potential for outbreaks is present.

Immunization levels are not as high as they should be, and are par-
ticularly low in rural areas, in central city areas, and among the poor.
As a result, measles is up by 55 percent this year compared to last—
figure 4—and rubella is up 75 percent—figure 5. We clearly have the
national capability to reverse these trends and maintain a declining
incidence for all of the common vaccine-preventable diseases. How-
ever, technical capability is not enough. What we have lacked in the
past is a sufficient national commitment. We have given prevention
priority in our rhetorie, but the challenge is to demonstrate our inter-
est in prevention through resources and action.

HEW’S IMMUNIZATION INITIATIVE

To meet this challenge, the Secretary has announced a major na-
tional immunization initiative which has two goals : one, assuring ade-
quate immunization of 90 percent of the Nation’s children by October
1979; two, establishing of a continuing mechanism which would there-
after insure the immunization of nearly 100 percent of the 3 million
children born into the population each year.

Supplemental grant. funds of $4 million were appropriated in fiseal
year 1977, for a total of $17 million, to begin carrying out this initia-
tive. In fiscal year 1978, $23 million for grants is included in the con-
ference report. About one-half of these funds will be used to purchase
vaccines. The remainder will be used to employ individuals who will
assess the immunity levels of individuals and groups, provide com-
munity education and motivation, conduct surveillance and outbreak
control, and provide immunization services,

To insure that these funds are targeted to identified problems and
appropriate activities, grant guidelines have been developed which
require State and local jurisdictions to develop comprehensive plans
for integrating immunization activities with other preventive services.

A major effort will be undertaken to identify children who need
immunizations, Since more than one-half of those in need are of school
age, schools will serve as a major focus of activity. Although only two
States do not now have laws or regulations which require some immu-
nizations prior to first entry to school, there has been uneven enforce-
ment of the laws which do exist. Secretary Califano has written a
personal letter to each Governor suggesting the need for rigorous en-
forcement of existing requirements, and urging those States without
laws to consider establishing school entry requirements.

We understand that some Governors are, in turn. giving their per-
sonal attention to enforcement of school entry requirements this fall.

Vigorous efforts will also be undertaken to systematically identify
incompletely immunized preschool-age children through the existing
health care system. '

Private physicians traditionally provide 60 to 70 percent of the
immunizations which are given each vear. The initiative is relying
heavily on the private sector of medicine to continue providing immu-
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nizations to the children they currently serve, and to expand their ef-
forts to reach the inadequately immunized.

The Department has received strong statements in support of the
immunization initiative from the many national organizations rep-
resenting the health profession. In addition, these organizations have
developed plans of action to involve their constituencies. Their efforts
will include funds for public service announcements, articles in their
organizational newsletters and journals and recommendations that
members participate in local immunization campaigns, Public immuni-
zation services will be greatly expanded by increasing the number and
hours of public clinics and by holding public elinics in special locations,
such as schools. In addition to developing minimal standards for
immunization levels, attempts will also be made to develop standards
for the maximum disease levels consistent with an adequate immuniza-
tion program. Standards on outbreak investigation and control will
be developed to evaluate the response performance of immunization
projects.

The amount of work necessary to determine precisely who and where
each of the 20 million incompletely immunized children are and then
to arrange to refer the child to a clinic or physician’s office far exceeds
the number of State and local workers who will be available for the
task. We know that we will have to rely on volunteers to carry out
many of the most important jobs in this campaign. Already we have
had an enthusiastic response from both yvoluntary organizations and
individual citizens.

To insure the most effective use of volunteers, a contract with the
National League for Nursing has been negotiated for the systematic
recruitment and training of volunteers in all States and communities
throughout the Nation. A national coordinating committee for volun-
teers has been formed, and similar committees will be organized in
each State where they do not currently exist.

Public information and education activities will be increased through
the expanded utilization of an existing coalition of private medicine,
public health at all levels of government, volunteer organizations, civie
groups, industry, and labor, This coalition will assist in the develop-
ment of national goals, develop and interpret strategy, develop and
distribute educational materials, review the implementation of the
strategy, and evaluate progress. The coalition emphasizes the need for
common goals and objectives, a common message regarding the need
for immunization, and common materials for utilization at the na-
tional. State, and local levels.

A contract for the developent of public information materials for
the immunization initiative will be awarded in early September, The
contractor will create, design, produce, and, where appropriate, dis-
tribute materials to major media, including radio, television, news-
papers, magazines, as well as outdoor and transit advertising. These
materials and the work carried out by the contractor will reinforee the
ongoing activities undertaken by State and local agencies.

State and local health agencies will continue to develop materials
applicable to their specific needs and community programs. Materials
developed under this contract will be available in the fall for distribu-
tion to the media and to State and local agencies.
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We have commitments for the active participation of national medi-
cal organizations, industry, labor unions, nursing groups, Congress
of Parents and Teachers, American Red Cross, and other volunteer
and professional organizations. These groups have already been helpful
in providing informational materials to their memberships and to the
general public. We will continue to rely on their willingness to respond.

To insure the success of the initiative, Secretary Califano has estab-
lished a work group in his own office to coordinate the activities of the
many agencies and organizations whose participation is needed. Each
agency in the Department has been directed to participate fully. Par-
ticular emphasis is being placed on insuring that other federally sup-
ported health care programs of the Department achieve maximum im-
munization coverage among the children they serve, The Bureau of
Community Health Services is providing additional guidance and
funds to grantees, particularly in maternal and child health programs,
to insure that a comprehensive audit of immunization records is under-
taken, that inadequately immunized children are immunized, and that
ongoing cooperation with health department immunization programs
is maintained.

As you know, the administration also has introduced a major legis-
lative proposal known as the child health assessment program which
would mpﬂ:u'c and improve medicaid’s early periodic screening, diag-
nosis, and treatment program—EPSDT—for children. This legisla-
tion is designed to make some badly needed improvements in the health
services we provide fo poor children by expanding the requirements for
eligibility to include children under age 6, on the basis of income and
resources, not simply categorical eligibility. An increase in the Federal
match will be provided for screening and followup ambulatory care.
In addition, current EPSDT regulations are being strengthened to see
that children in need of immunization are identified early and pro-
vided immunizations on the first visit. Stronger case management
procedures will also be implemented.

The Secretary has also called on the Office of Education to place the
highest priority on enlisting the support of school systems in educating
the public about the need for immunization and in cooperating with
health departments in assessing immunization status of children in
school, in reporting cases of vaccine-preventable diseases, in carrying
out outbreak control programs when disease is discovered, and in en.
forcing school entry immunization laws, Other agencies within and
outside of DHEW are being called upon to take similar appropriate
actions.

ADDITIONAL CHALLENGE

There is no question but that the achievement of the initiative is
complicated by persisting problems associated with liability for injury
resulting from immunization. The Department, with the advise and
help of many people, is looking carefully at a number of alternative
solutions,

Until a final recommendation is developed, we and the manufac-
turers are working out short-term solutions to this problem to insure
a continuing supply of vaccine. As a result of discussions, the Govern-
ment has accepted responsibility for warning prospective vaceinees of
the risks as well as the benefits of vaccination. We are attempting to
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do this by presenting a balanced statement of risks and benefits in
language that is easily understood.

While such “informed consent” procedures have been employed for
other purposes for many years, and on a comprehensive basis for im-
munizations during the swine flu program, they have not been used
in a uniform manner for ongoing immunization programs. The im-
plementation of such procedures in general iinmunization programs
presents significant problems and challenges.

With the swine fiue program experience as a background, we are
improving the procedures for developing and testing information doc-
uments which we believe will result in a product which is more accept-
able and useful to the recipient as well as the provider of vaccination,

CONCLUSION

In closing, I would like to emphasize a few important points con-
cerning the initiative. The attainment of the Secretary’s goals will be
difficult. It will require the cooperation of all the involved depart-
ments of the Federal Government, State and local health agencies,
private medicine, volunteer agencies, industry, labor, and vaccine man-
ufacturers.

From this intense effort we must leave a legacy of commitment, The
immunization initiative can be seen as the modern equivalent of the
barn raising, requiring a total community concern. We feel it would be
intolerable for a country spending $139 billion on health to fail in an
effort which is cost beneficial, preventive, and essential to the health
of our children.

Our goal is not only to raise immunization awareness and immunity
levels in this country, but to establish a system of delivery which will
prevent a recurrence of today’s situation. We will also be refining dur-
ing the initiative a means of identifying outbreaks early and respond-
ing in a way which will contain the diseases. We have learned from the
measles problem which you in Los Angeles confronted this spring.

The Department pledges its best efforts to these objectives and in-
vites the participation of all groups and individuals. Our greatest
danger is 1f we lose our passion and become complacent before the goal
is achieved. In a real sense the goal must be daily reachieved and we
must therefore dedicate ourselves to the maintenance—and T stress the
word “maintenance”—of a program to protect this generation and fu-
ture generations.

Thank you for allowing us to appear. I would be happy to answer
questions.
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he attachments referred to follow:]

REPORTED ANNUAL POLIOMYELITIS INCIDENCE RATES, UNITED
941 -1976*
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Figure 4
NUMBER OF REPORTED MEASLFS CASES BY WEEK
UNITED STATES, 1976 and 1877
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Figure 5
NUMBER OF REPORTED RUBELLA CASES BY WEEK
UNITED STATES, 1976 and 1977
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TABLE 1.—PERCENT OF POPULATION 1 TO 4 YEARS OF AGE WITH SPECIFIED DOSES OF POLIO, DIPHTHERIA-TETANUS
PERTUSSIS (DTP), MEASLES, RUBELLA, AND MUMPS VACCINES, UNITED STATES, 1964-76

Polio, 3-plus  DTP, 3-plus Measles, Rubella, Mumps-
1 dose 1 dose 1 dose
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1 Rubella vaccine was licensed in June 1969,

2 Mumps vaccine was included in the questionnaire in 1973.

3 Data collected during 1976 are not directly comparable with data collected prior 1o 1976 because of a change in the
questionnaire design,

Source: U.S. immunization surveys, 1964-76,




TABLE 2—NUMBER OF CHILDREN EITHER INCOMPLETELY OR NOT IMMUNIZED, 1976

Total number
of children in '
Age range United States Measles Rubella / Mumps

7B, 347, 000

; 8, 527,000

T TR A 000 oo 3,539,000 10,113,000
R e e e B
18,782,000 13,695,000 14,399,000 12,960,000 24,987,000

1 Rubella not recommended past puberty.
Source: U.S. unization survey, preliminary data.

Mr. Waxmawn. Thank you very much for your testimony. We ap-
preciate your coming today.

Dr. Foege, as I understand your testimony, you are advising us that,
in 1977, there is a chance that we are going to have epidemics of dis-
eases that otherwise could be completely eliminated because we have
vaccines that are effective enough to prevent those diseases from
oceurring. Is that correct ?

Dr. Force. That is correct. There are two things: one, the potential
for epidemics; two, with certain diseases, measles and rubella, T con-
sider we are having an epidemic. We see an epidemic as being an un-
usual oceurrence. When there is a 55-percent inerease in measles, that
is an unusual occurrence.

Mr. Waxaan. We are now talking about a national immunization
program to deal with this whole question. You see it as a national
problem, I take it.

Dr. Forag. It is very much a national problem.

Mr, Waxyax, Is this a problem that is peculiar to the large cities
of the country? Or do you see it in every other area of the country as
well ?

Dr. Foragr. At the moment, the problem is inner cities, rural areas,
in the lower socioeconomic groups. But I think the potential for an
outbreak is everywhere, We simply have to see it as a national problem
rather than a State problem or a geographic problem.

Mr. Waxwmax, Is there a correlation between Federal funding and
the success of immunization programs in the varions States? Can it be
shown that, when the Federal Government spends less on immuniza-
tion programs, outbreaks of childhood diseases are more frequent?

Dr. Foege. We think this is true, that there is an inverse relation-
ship. When funds decrease from the Federal sources, incidence of
disease increases.

I would be happy to insert for the record, in fact, for measles a
comparison between Federal funds that have been allocated and
measles incidence. It shows that, as the increase in Federal funds in
the late 1960’s resulted in a decrease of disease, then funds were
stopped in the late 1960’s; and measles incidence increased. Because
of this, funds were restarted, and measles incidence went down. In
the last several years, funds have again gone down; and measles in-
cidence is increasing.
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Mr. Waxsan. Without objection, that will be received at this point
and made part of the record,
[The chart referred to follows:]

MEASLES CASES® AND FEDERAL GRANT FUNDS** OBLIGATED FOR
MEASLES CONTROL PROGRAMS BY YEAR
UNITED STATES 1965-1976

Measies Cases

Dollars

Cases (Thousands)

Dollars (Millions)

/
/

|
1965 1966 1967 1968 1969 1970 N wen 1973 1974 1975 1976

* Calendar Year
** Fucyl Year

Mr. Waxaman. Some have suggested that we will never have 100-
percent immunization of our children until we have accurate records
on children’s vaccinations. Would you favor a centralized data bank at
the CDC recording children’s vaccination records?

Dr. Forge. This is an intriguing idea, and there are two sides to
it. Some States have tried it with varying results. They have had the
poorest results where they need the best results; that is, in the lower
socioeconomic groups,

It raises certain questions. No. 1, we do not have a birth certificate
system nationally. Therefore, to start such a program would require
getting information from the States, But, since the States and {m-al
health departments would have to follow up on children, to have a
national system might simply introduce a new laver of information
coming to the Federal Government and then back out,
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It also raises some questions of privacy, whether the Federal Gov-
ernment should have records on children where you can identify where
they live and their health status.

For all of these reasons, we wonder whether, instead of starting
with a record and trying to follow up on a child, it might not be better
to start with a child in a local area and follow up their record.

At this point I think we are concerned that there are some adverse
implications. We would prefer to see such a record kept at State and
local levels,

Mr. Waxyax, Can you tell us specifically how the child health as-
sessment program, which is now before Congress, will improve the
immunization levels? What specific aspects of that bill would deal
with the immunization questions?

Dr. Force. I think there are several areas, No. 1 is, it would increase
the number of children eligible for the program. No. 2, it would malke
eligibility available on an income basis rather than on a family status
basis. No. 3, there would be strong attention given to following up
immunization levels in this bill.

The present EPSDT program, while it covers 12 million children.
we find that, in fact, only about 2 of the 12 million are being covered
with immunization programs. So, we think the new bill would increase
the number of children who could be covered and would build in proce-
dures to increase the chances that they would be covered.

Mr., Waxatax. Are we dealing with a question of laws not being
enforced? In California and other States, we have laws that require
the schools see some proof of vaccination. Yet., when we had the
measles outbreak in Los Angeles, we found out that that law was not
being enforced.

How big a problem is it that the laws are not being enforced ? What
can we do to make sure that these laws are being enforced ?

Dr. Foree. I think, as with complacency in parents, this happens
with such laws. So, we have a spectrum of how well they are being
enforced,

Congressman Maguire mentioned New Jersey. Because of their prob-
lem some years ago, they have done a much better job of enforcement.

There is a direct relationship. Enforcement of school entry laws in
New Jersey has been very good this last year. The number of cases of
measles for the entire State of New Jerseéy has been less than 200 this
year. ;

We found this both generally and specifically. A State can improve
ifs disease condition by enforcing the law. We have the feeling, while
there is still a spectrum of enforcing the law. that. in general, States
are enforcing better this fall than they have in the past. I think that
they are attempting to do a better job because of the immunization
mitiative,

Mr. Waxarax. What leverage does the Federal Government have
over the States to make sure that they enforce the law?

Dr. Forge. Section 317 of the Public Health Service Act specifically
states that the Federal Government cannot force a State to foree people
to be immunized in order to get into school. So. the Federal Govern-
ment does not have leverage here,
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But I think the States, on their own, are beginning to realize that,
where they enforce the law, they have fewer problems. So, I think
the States are doing a better job on their own. But we cannot insist
that they enforce this.

Mr. Waxman. You refer in your testimony to the swine flu experi-
ences and lessons that we are learning from that experience. Can you
tell us whether the swine flu vaccination campaign had an adverse
effect on people getting vaccinations for other diseases? Did Ameri-
cans lose faith in the effectiveness of vaccinations? Were resources
diverted from polio and measles programs to the swine flu program?

Mr. Force. We do not have hard facts, Mr. Chairman, to say exactly
what has happened. But we would expect that it is reasonable to con-
clude that there was diversion of resources and that there may be some
leftover problems in people getting immunizations. We are attempting
to correct this because we think this is a totally different problem. We
have the experience of many more years and many more people with
the childhood immunization programs. While we recognize a problem
may exist, we are trying to counteract it with our information.

Mr. Waxaan. As I understand it, with measles we find that some
children who were vaccinated are still getting measles. We find that
hooster shots do not always give permanent immunity.

What is the efficacy of some of these vaccines? What length of time
'an one expect to be protected after having gotten immunization shots
for measles or some of these other illnesses that we are discussing?

Dr. Forae To talk about measles, one of the problems in the early
days when measles immunization was first available is that many times
camma globulin was being given at the same time. We now know that
this decreased the efficacy ; some children did not get an immunity to
measles, Therefore, they have been seen in later years to have measles.

Likewise, oftentimes, the vaccine was given at an early age. We now
know that, prior to 12 months of age, there is a decreased incidence of
takes because of maternal antibodies in the child.

I think we now recognize what some of these problems are. Our feel-
ing is that measles vaceine is more than 90 percent effective. These past
problems have helped us learn for the future. But a problem of waning
ymmunity to measles is not a big problem.

Mr. Waxaran, How about the length of time in which they will be
effective?

Dr. Foree. We think that measles vaccination is a lifelong procedure.
We think a single dose for most people protects them for life.

Mr. Waxaan. How about the polio shots?

Dr. Foree. Polio requires, nl’ course, more than one dose. But we
feel that children that have had the initial series and their booster be-
fore school will have probably lifelong protection.

The problem with answering these questions too specifically is that
we have to follow children for 20, 30, 40 years before we ean say this
was certain. But, on the basis of the information we have now, we are
projecting that these provide lifelong immunity.

Mr. Waxarax. What if the parent just does not recall or is just not
aware whether the child has been vaccinated before for a particular
disease ? Should the parent have the child get a second vaceination? Is
there any health problem with a second vaccination ¢
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Dr. Foree. There is no health problem with having a second dose
of measles yaccine or an additional polio vaccine. Our recommendation
would be, If the parents are not certain, they should err on the side of
having more immunizations rather than too few.

Mr. Waxymaw. I would like to call on my colleague, Mr. Lent for
some questions he might have,

Mr, Lext. Thank you very much, Mr. Chairman.

Dr. Foege, you testified earlier that a polio outbreak at this time was
a possibility, given the present state of immunization. You also testified
that, in your opinion, we now are in an epidemic stage insofar as both
measles and rubella are concerned.

Would your answer as to the possibility for an outbreak be the same
with respect to the other three common vaccine-preventable diseases?
I am speaking of tetanus, diphtheria, and pertussis.

Dr. Forae. Let me go back to clarify one statement I made. When I
talk about measles and rubella being a present epidemic, 1T mean for
1977. With both diseases, in recent weeks, the incidence has gone way
down, as we expect in the summertime. With measles, for instance,
the incidence for the last 2 weeks is down to last year’s incidence. So,
at the present time, we might not say there is an epidemic of measles;
but, for 1977, there has certainly been an epidemic of measles.

Now on to your other question, the potential exists for pertussis,
diphtheria, and for tetanus to have epidemics. With pertussis and
diphtheria, of course, this could be caused by spread from person to
person. With tetanus, this is a single person getting this from spores,
from an injury. But, if you have more suspectibles, then you also have
more cases of tetanus from injury.

Mr. Lext. We all agree that we have millions of children in this
country who are presently without proper immunization. Will the
administration’s proposed program for fiscal year 1978 provide enough
funds to buy sufficient vaccine to immunize all of these children who
now lack protection ¢

Dr. Foece. We think it will. We have calculated on the basis of what
will private practice provide, what can be provided through EPSDT
program, what will be provided through the programs that the Health
Services Administration conduects with maternal child health.

Mr. Lent. In dollars, can you give us any idea what the bill is going
to be? '

Dr. Foeee. Yes. For this year, $23 million have been appropriated
for grants. An additional $2 million will be used for national purposes.
We expect that $25 million will be sufficient for fiscal year 1978.

In fiscal year 1979, we will be asking for more money than that.

Mr. Lext. Of these figures that you have given us, approximately
50 percent is going to be earmarked for the manufacture and purchase
of the vaceines?

Dr. Forge. That is right.

Mr. LexT. Why is it that oftentimes you read that States and locali-
ties, instead of purchasing their vaccines through the Federal program,
pay more and go to the outside to private vendors? I cannot figure that
out. I know it is a fact.

Dr. Foece. Part of this, of course, has been due to the fact that we
have had fluctuating Federal levels that States have not been able to
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depend on to make their plans. For instance, last year the grants for
immunization were less than $5 million. When you compare that to $17
million this year and $23 million next year, there simply was not much
money available to States for vaccines last year, Many of them had to
make ad hoc private arrangements. !

Mr. Lexnt. Is the problem that the Federal Government has a slip-
shod program or they are not fast enough in delivering the vaccines
after the order, and, therefore, the States and localities go out and pay
25 percent more because they have prompt delivery and better quality?
Is there anything to that charge?

Dr. Forge, No. I think it is simply because we have not had suf-
ficent Federal funds in the last 3 or 4 years,

Mr. Lext. With respect to the new program which calls for estah-
lishing voluntary groups in each State to encourage immunization,
how would these voluntary groups work? What would these groups
be able to do? How would they improve on the present system? Is
there any danger that these voluntary groups might cause a lot of
confusion by getting in the way of established organizations and
procedures ?

Dr, Foree. We are hoping to prevent any confusion by having both
a national agency that will oversee volunteer groups and in each State
to have such a group and to contract to the single National League of
Nursing to coordinate volunteer activities, ]

We would see the volunteers doing a great deal of work in publicity
and the dissemination of information. We would also see them invol ved
in identifying the children who are not immunized. This means some
very tedious work of going through school records, for instance. to see
what is in the record for each child and what is missing,

We would think they could also be involved in outbreak investiga-
tion and control. When we have an outbreak and it requires setting
up clinics on short notice in schools and so forth, it takes a large
number of volunteers to organize the publicity for that, getting
shouldered into line, getting information out., and so forth.

Mr. Lext. Doctor, we all seem to agree that the existing State laws—
including the one in my State of New York—are not being adequately
enforced. Why is this so? The second part of my question is this:
Would you recommend that we have a national immunization law in-
stead of 50 separate ones?

Dr. Force. I think that it is by oversight. that it is easier not to get
into a strong compliance program at the beginning of the school year
when there are so many other things happening. So, this has often
fallen by the wayside, particularly when there ic no disease on the
horizon that is worrying people. So. over the years, again, everyone
has become complacent about it. sl l)

I believe, now that we are up to all but two States with Ia ws, that it
is probably better to use the approach that Secretary Califano is now
using of going to the Governors and pleading with them to enforce
the laws. T think we will probably see this year that a national ap-
proach to this will not be needed. :

Mr. Lext. Doctor. what are Your most troublesome problems in
dealing with State and local health officials? T assume you do have
some problems in this area, :
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Dr. Foree. T think actually we have very few problems, part icularly
in this area of immunizations. Everyone has the same objective. Where
we get into difficulties is when we cannot provide what is needed, as
in the last several years when we simply have not been able to provide
the vaccines that are needed.

The State of California, for instance, then has problems supplying
vaceine to Los Angeles. Those are the types of difficulties. A

But I do not think we have had difficulties in dealing with the States
when our philosophy has been the same.

My, Lext. I have no further questions, Mr. Chairman.

Mr. Waxaran. Thank you very much.

Clongressman Maguire,

Mr. Maguire. Thank you, Mr, Chairman.

Which are the two States, Dr. Foege, that do not presently have an
immunization requirement for entry into school !

Dr. Force. Idaho and Wyoming.

Mr. Macuire. Have they given any reasons as to why they are the
only two States not to doso?

Dr. Foece. I do not know the reasons myself. I have not been in-
volved with those two States.

Mr. Maguire. Mr. Vandermeer, have they been asked ?

Mr. Vaxpermeer. Both States have been asked. The State of
Wyoming has had, traditionally, extremely high rates of immunity
among all of their children. They feel that their record is sufficient such
that they do not need a law to improve or to maintain their very high
record of immunity.

T am not familiar or conversant with the situation in Tdaho, Mr.
Maguire.

Mr. Macume. Following up on Mr. Lent’s question, are there States
that have particularly bad records of enforcement with respect to laws
that are on the books? This is either as reflected in an analysis of
programs that they actually conduct or as reflected in the incidence of
disease statistics, or both,

Dr. Forse. I think the most accurate way of answering that is, we
do not have States that, for 10 years, have had the most serious prob-
lems in the country. Instead. what happens is waxing and waning.
States do a good job for 2 or 3 or 4 years because someone is interested
in this. Then that person moves or, because they have no disease, this
person no longer gets the support that he formerly had; and then the
State has a problem a few years later.

I think this up-and-down pattern has been more characteristic rather
than States that are resistant to improving their immunization levels.

Mr. Macuire. We have roughly a 60-percent level now of immuniza-
tion. You are asking for a 90-percent level in a short period of time:
that is by 1979.

When have we gotten above 90 percent ever in the past on any of
these diseases? :

Dr. Force. Well, vou certainly have pointed out the challenge here.
We have been able to get above 90 percent with three doses of polio in
1964 for school-age populations. If you would like, I will include for
the record the percent of population in the school-age child—the im-
munity levels by year from 1964 to 1976 for polio, diphtheria, tetanus,
pertussis, measles, rubella, and mumps. '

99-060—77 -1
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In 1964, for polio, we had 90.9 percent of our children with three
or more doses. Then, gradually, this decreased until, by 1976, for
school-age children, we were down to less than 72 percent.

So, we know it can be done.

[ The table referred to follows:]

PERCENT OF POPULATION 5 TO 9 YEARS OF AGE WITH SPECIFIED DOSES OF POLIO, DIPHTHERIA-TETANUS-PERTUSSIS
(DTP), MEASLES, RUBELLA, AND MUMPS VACCINES, UNITED STATES, 1964-76

Polio DTP, Measles, Rubella, Mumps,
3-plus doses  3-plus doses 1 dose 1 dose 1 dose

]
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! Data not available,

% Rubella vaccine was licensed in June 1969, ;

3 Mumps vaccine was included in the questionnaire in 1973, ’

4 Data collected during 1976 are not directly comparable with data collected prior to 1976 because of a change in the

questionnaire design,
Source: U.S. immunization survey, 1964-76; HEW, PHS, CDC.

Mr. Maguige. It has been done only with respect, to the three-stage
polioin 1 year. Other than that, it has not been done?

Dr. Foree. I think that is basically true, I would have to go back
for smallpox to know what has happened in the past. But, talking
about these current diseases, that is the only time we have been above
90 percent.

Mr. Maguire. The 90 percent standard is described in the following
way by Dr. David T. Carzone in an August 4, 1977, article in the New
England Journal of Medicine:

Our national policy calls for immunization of 90 percent of all children, which
should be adequate if the immunizations are distributed uniformly in all geo-
graphic and social groups.

Now, from your statement, and from other information that is
available to the committee, it seems quite apparent that the past record
is one which indicates that immunizations are not distributed uni-
formly. I would suspect that we would have to be fairly cautious about
the future with respect to our achieving a uniform distribution.

If that is true, that we are going to have difficulty achieving uniform
distribution, is 90 percent an adequate figure? Is 90 percent the proper
figure for each of the six? Or do the percentages that you would want
to target differ in relationship to the particular disease that you are
talking about ? ]

Dr. Force. There are two things that have happened in recent years
that might help us reach 90 percent, even though historically this
appears to be difficult. No. 1, the number of programs that are now
targeted for children in lower socioeconomic groups, which we did
not have 15 or 20 years ago. No. 2 is the kind of motivation that is
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coming from the top down. I strongly believe that we have had prob-
lems in the past getting the proper national climate for immunization
initiatives. It happened with polio back in the 1960’s because it was a
national problem and everyone joined in.

I think what has happened now in the last few months is that we
do have motivation from the President to the Secretary on down. That
is the way motivation flows—down rather than up.

I believe those two things make this a target that can be achieved.
But I do not want to minimize the difficulty of achieving it. It will be
very difficult, and it is going to require that we constantly—week by
week and day by day—keep on top of the program.

Mr. Maguire. Would I be right, though, in thinking that, to the
extent that we fail to uniformly distribute the immunization, we must
raise the 90-percent figure in order to achieve the equivalent result?

Dr. Forge. That is right. If we cannot reach 90 percent in some
socioeconomic groups, we have to get better than that in some others.
Is that what you are saying ?

Mr. Macume. No: that is not quite what T am suggesting. I am
saying that the average figure would have to be higher than 90 percent
if we have a sitnation in which there was uneven distribution of
immunization.

You would agree with that?

Dr. Forge. I think so, if T understand the point you are making.

Mr. Magumre. You have in your own statement of course, said you
want to get as close to 100 percent as you can,

Dr. Forar. That is right.

Mr. Macume. Now, do you have any notion of when we might hope
to achieve rates beyond 90 percent?

Dr. Foree. We would expect that, at t"ie time the 90 percent of the
backlog is actually achieved, we should have the maintenance system
in place that is now providing access to immunization to all children;
and we should be achieving as close to 100 percent as physically pos-
sible by that time.

Mr. Maguire. Does that mean 98 percent or 94 percent or what ?

Dr. Force. That is hard to deal with. I have been living with im-
munization programs for the last 10 years in different continents. It
is so hard to set a level and say that we will achieve it. If you set the
level, then that also becomes the upper limit of what people achieve.
If we say that we will go as close to 100 percent as possible, then our
upper limit has been determined.

Mr. Macuire. I think that is not really our central problem, having
an upper limit defined. I think our central problem is having an ade-
quate floor defined.

I appreciate the reference you made to the State of New Jersey,
which I do think has an excellent record. In the years following the
outbreaks that I referred to in my opening statement, the State did
take rather strennous steps to bring New Jersey to a much more favor-
able position.

I am wondering if you do not think that the kinds of things that
were done in New Jersey and in Texas, for example, where they
followup on birth certificates and actually write to every parent to
explain to them that they want them to take the child to a clinic and
why, are worthwhile?
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I wonder if those kinds of direct, stringent, and specific steps for
initiation and followup are not going to be required. Your statement
is full of goals and objectives and statements of support and volun-
teers and public information programs and working groups, et cetera.
I wonder if those kinds of specific steps are not going to be the only
things that are really going to result in forward movement.

Dr. Force. I would agree with you that these are the things that
have to be done. What we will see with the initiative, we hope, is that
a procedure that works in one area can be quickly transferred to other
areas rather than be isolated in that State for the next 5 or 10 years.

Mr. Maguree. Thank you, Mr. Chairman.

Mr. Waxyan. The committee counsel, Mr. Atkisson, has a few
questions.

Mr. Argissox. Thank you, Mr, Chairman.

Dr. Foege, from a strictly medical standpoint, is there an optimumn
age at which a child should be immunized ? This is if other things are
equal and presuming that we live in a vacuum.

Dr. Foree. The problem, of course, is that the different immuniza-
tions have different age requirements. Diptheria, tetanus, and pertussis
can be started very early, at 2 months or even earlier.

But, if we gave measles vaceine at that age, most children would not
get immunity from it. So, we have the problem of different require-
ments for different vaccines and trying to come up with a schedule
that gives the fewest visits back to a physician.

Mr. Arkisson. You have outlined the fact that the chief mecha-
nism by which we hope to increase immunization programs’ effective-
ness is throngh the States’ enforcement of school entryv laws. T am
concerned that, since children do not begin school generally until they
are 5 or 6, a great many parents would not see the compelling need for
that medical visit until 5 or 6.

Have you found from your studies that parents are playing a kind
of catchup ball? They start to enroll Johnny in school and then realize
that there is that requirement and then go back and get the necessary
immunizations at age 5 or 6,

Dr. Force. I think this is an excellent point. What happens with
school entry is that this really becomes an assessment of how good
the preschool program has been. Tt does become a catehup.

But, if you look at the figures by type of vaceine or school age groups,
for polio, three doses or more in 1976, 71.8 percent had three or more
doses. But, even in the preschool, it was only 10 percentage points be-
low that. That means that not all parents are not—the majority of par-
ents are waiting for school entry before they get to that point.

Nonetheless, your point is a good one. We should not emphasize
school entrance to the point where it keeps people from getting vaceines
at the optimal age, which, for measles, is at about 15 months of age,
For diphtheria, pertussis, and tetanus, it should be started at 2 months
of age.

Mr. Arxisson, Thank you, Mr. Chairman.

Mr. Waxarax. Thank you, Doctor, for yonr testimony. Tt has been
very helpful in pointing out to us the national consequences of the im-
munization program. Thank you for being with us today.

Dr. Force. Thank you.
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Mr. Waxmax, Our next two witnesses are going to talk about the
Los Angeles experience. One of the witnesses is a practicing doctor
who has seen firsthand the tragic consequences of failure to immunize.

I would like to call Dr. Gary D. Overturf, assistant professor of pe-
diatries, director of communicable disease services for Los Angeles
County, University of Southern California Medical Center and Dr.
Paul ¥. Wehrle, Hastings professor of pediatrics and director of pro-
fessional services-Pediatric Pavilion, Los Angeles County-USC Medi-
cal Center.

STATEMENTS OF GARY D. OVERTURF, M.D., ASSISTANT PROFESSOR,
PEDIATRICS, UNIVERSITY OF SOUTHERN CALIFORNIA, CHIEF,
COMMUNICABLE DISEASE SERVICE, LOS ANGELES COUNTY-UNI-
VERSITY OF SOUTHERN CALIFORNIA MEDICAL CENTER; AND
PAUL F. WEHRLE, M.D., HASTINGS PROFESSOR OF PEDIATRICS,
UNIVERSITY OF SOUTHERN CALIFORNIA AND CHIEF, PROFES-
SIONAL SERVICES, PEDIATRIC PAVILION, LOS ANGELES COUNTY-
UNIVERSITY OF SOUTHERN CALIFORNIA MEDICAL CENTER

Dr. Overrurr. Thank you, Mr. Chairman and members of the
committee.

I will briefly outline the experiences of the communicable disease
unit of the Los Angeles County-USC Medical Center over the last 30
months, which is the period for which data are readily available,

The communicable disease unit of the Los Angeles County-USC
Medical Center serves the physicians and hospitals of Los Angeles
County area as a referral center for diagnosis and treatment of com-
municable and infectious diseases. Annual admissions range from
about 650 to 1,2000 patients per year.

Although our unit has the major responsibility for hospitalization
of children and adults with communicable diseases in this community,
the vast majority of outpatient visits of children with communicable
diseases are handled by other community-sponsored clinies and by
private physicians. This unit is not the only unit which hospitalizes
children with communicable diseases, but the hospital admissions that
we have tend to reflect our referral position. Therefore, our admissions
are disproportionate to the elinie visits. Patients with =evere diseases
tend to be referred to the C.D. unit. In addition, the hospital serves
a large, medically indigent population, which utilizes the hospital
and its staff as a primary care facility.

Our statistics are somewhat skewed by the fact that we serve lower
socioeconomic groups and that we also serve as a community referral
for patients from middle-income and higher-income groups.

I have with me two tables which I wonld like to submit for the
record.

Mr, Waxamax. Without objection, they will be inserted into the ree-
ord following your statement [see p. 26]. -

Dr. Overrure. The first table depicts the 180 children and adults
with communicable diseases seen during the past 30 months: rubeola,
rubella, mumps, pertussis, diphtheria, tetanus, and polio. All of them
could have been prevented by currently available immunization pro-
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cedures. Of these 180 infections, approximately 15 to 20 percent
occurred in persons who were greater than 15 years of age. Eight
deaths occurred in the group of 180 patients who were hospitalized.
Two were in children who had measles and pertussis, respectively;
six were in adnlts. There were two deaths in these adults due to
diphtheria, and four were due to tetanus, In addition, there were 1,026
patients who visited the outpatient department with these same
diseases.

It should be further stressed that 50 percent of the admissions for
mumps—28 total—were for infections involving the brain or spinal
cord—meningitis and encephalitis—and 4 of the 81 admissions
for measles were in children suffering from encephalitis. In addition,
we had a single child with polio, who will continue to suffer a lifelong
existence of paralysis and difficulty with ambulation.

I think real financial costs are difficult to compute. The death of an
adult patient resulting in a permanent loss of income to a family, or
the continued costs of rehabilitation or institutionalization of one
vietim of encephalitis or polio, or the decrease in productivity in a
patient following encephalitis may be monumental, and are almost
impossible to compute. Direct costs to the patients and his family are
noted in our second table and, at best. are only minimal, However, even
these costs, which total $375.000 of direct charges to the 1.206 patients,
could have been prevented by adherence to recommended immunization
practices.

These costs, however, cannot reflect the suffering of a lifelong strug-
gle against a crippling sequela of one of these diseases or the emo-
tional trauma of a family’s loss of a parent or child.

During the past 30 months, then, admissions to the C.D. unit has
reflected at least two epidemics due to diseases preventable by immu-
nization ; these being measles and whooping cough. The potential for
further epidemics will remain unless current immunization levels
within the population are improved and public education of the need
for immunization is clarified. In addition, strong community and Gov-
ernment cooperation are required to enforce existing immunization
recommendations. These epidemics will continue to oceur unless these
goals are realized.

I will be glad to take any questions regarding materials T submitted.

[The tables referred to follow:]

TABLE 1a.—HOSPITAL ADMISSIONS AND OUTPATIENT VISITS (OPD) TO THE COMMUNICABLE DISEASE UNIT

OF LAC-USC MEDICAL CENTER OF PATIENTS WITH DISEASES PREVENTABLE BY CURRENT IMMUNIZATION
PROCEDURES (30-MO. PERIOD, JAN. 1, 1975-JUNE 30, 1977)

1975 1976 1977 (6 mo)

Diseasa Admissions Admissions Admissions

Tetanus®__

L § o gl B

1 Measles,

2 3-day measles.

# Whooping cough,
4 Deaths.

& Lockjaw,
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TABLE 2b.—ESTIMATED ECONOMIC IMPACT IN TERMS OF DIRECT PATIENT CHARGES ONLY FOR ALL PATIENT

VISITS AND ADMISSIONS TO CD UNIT OF LAC-USC MEDICAL CENTER FOR DISEASES PREVENTABLE BY
CURRENT IMMUNIZATION PROCEDURES (30-MO. PERIOD)

Qutpatient
Disease Admissions visits? Charges
Bl 591 $173 951
28 385 72,290
116,133
4,940
6,174
1,869
T L T oo S iy 180 1,026 375, 357

1 Average hospital stay equals 6. 8 days times $267 per day,
* Charges per OPD visit equals average §56 per visit.

Mr. Waxarax. We will hear from Dr. Wehrle first.
STATEMENT OF PAUL F. WEHRLE, M.D.

Dr. Wenree, Thank you, Mr. Chairman and members of the com-
mittee, for the opportunity to appear here this morning.

I am presently chief of professional services of the Pediatric
Pavilion of the Los Angeles County-University of Southern Cali-
fornia Medical Center and also am serving as chairman of district 9
for the American Academy of Pediatrics and am a member of the
executive board of that organization.

The Academy of Pediatrics has been interested in preventive medi-
cine for some time. It is an organization composed of specialists in
pediatrics. Since infection is a major part of pediatric practice, I
find it not unexpected that the topic this morning is of considerable
concern to the academy as well as to those others in this room.

My comments this morning are based on more than 25 years of
experience in the management and prevention of communicable dis-
ease, the last 17 of these years at the Los Angeles County-University
of Southern California Medical Center. During this time, I have be-
come convinced that immunization procedures available today offer
the single most economical and practical approach toward the control
and even elimination of important causes of illness and death among
the citizens of this and all other countries,

I would like to divide my comments into three portions. The first,
anecdotal illustrations of some of the patients included in Dr. Over-
turf’s presentation ; the second, an account of the efforts of the Amer-
ican Academy of Pediatrics, the California Medical Association, and
similar organizations of physicians in providing greater protection
through immunization of children and adolescents against communi-
cable disease; and, finally, an important step presently under consid-
eration by the California State Legislature and supported by the
American Academy of Pediatrics which provides indemnification ex-

ressly for children who suffer an adverse reaction to required
immunizations.

First, three illustrations from my hospital within the last year are
useful in drawing attention to the fact that preventable communicable
diseases occur in all socioeconomic groups and are not respectors of
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age or sex. The first example is that of a 1-year-old child who was
taken by his family to visit relatives in Nogales, Ariz. Almost imme-
diately upon return. the child became ill and was brought to our
institution with extensive weakness of his shoulder and both legs. The
right leg has virtually no function and will represent a permanent and
severe disabling problem for the years to come. _

This infection was probably acquired across the border in Nogales,
Ariz., and illustrates better than any other patient this year the need
for adequate poliomyelitis immunization, particularly for those visit-
ing in areas wherein the infection may remain as an endemic problem.

The second is a 4-year-old girl residing in the suburbs of Los Angeles
who had not been protected with measles immunization. This child
acquired measles and developed pneumonia, which is a frequent com-
plication. The pneumonia was not a bacterial variety, but appeared to
be progressive interstitial type which did not respond to :H_ltlfnnl'u-s
and other forms of supportive treatment. She expired despite every
effort to reverse the process.

The third is a 65-vear-old lady who on a round-the-world trip with
her husband, developed a sore throat in Manila, Philippine Islands.
After preliminary treatment there, she returned as soon as possible to
Los Angeles and died of diphtheria with the characteristic heart com-
plications less than 48 hours after her return.

It is obvious that this and the two other illnesses cited were com-
pletely preventable by the tools at hand, and they further illustrate
the fact that diseases believed by some to be of little importance cur-
rently still represent serious problems of disability and death to those
remaining unprotected.

With respect to the American Academy of Pediatrics efforts, as an
example of an association of physicians interested in this problem, as
district chairman for the State of California and as a member of the
executive board of that organization, I call attention to the fact that
this academy has led the medical profession in drawing attention to
the importance of the prevention of communicable diseases. The “Red
Book” representing the r(-‘:)rt of the Committee on Infections Diseases

of that organization has been revised periodically since the first edi-
tion was prepared in 1938. The book, supplied to all members of the
American Academy of Pediatrics and all physicians and organizations
requesting it, is presently in its 18th edition, which will be available
within the next few weeks,

This has provided an authorization and concise review of all impor-
tant communicable diseases, their prevention and treatment. The ef-
forts of the committee have been closely coordinated with the Advisory
Committee on Immunization Practices of the U.S. Public Health
Service as well as with the efforts of other groups concerned with the
prevention of communicable disease.

In addition to efforts directed toward the physician, the academy
has, with the support of the Kellogg Foundation. prepared a program
for educational TV, which has been shown in many parts of the coun-
try. It is entitled “Ounce of Prevention.” Immunization and the bene-
fits of such have been emphasized in it. Hopefully, this, together with
many other educational efforts of the academy, will provide this pro-
gram an extra bit of support.
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Additional efforts have included the development of convenient im-
munization records for the use of the family which will be accessible
for the physician, at which time the child is brought to the office and
other approaches, educational handout materials, and so on. It is very
similar to what has been done by the official State and local health
agencies and the California State Medical Association.

Finally. T would like to call attention to important legislation enr-
rently under consideration by the California State Legislature. Cali-
fornia law requires that each child entering school for the first time
present evidence, unless exempt for person: Jl or medical reasons. that
he or she has been protected by immunization against poliomyelitis,
diphtheria, |wlln--|~ tetanus, and measles,

In addition, the California State Health Department recommends
that all children be immunized as well against rubella and mumps.
Although these immunizations are considered safe and effective, oc-
casionally children or adults have been reported to have adverse re-
actions and complications following immunization.

In an effort to reduce the economic problems which may accompany
such immunization reactions. Senator Jerry Smith, representing San
Jose in the California State Legislature, has introduced Senate bill 967
which would require the State Department of Health to reimburse the
medical expenses incurred for a child under the age of 18 years as a
result of a severe reaction to a State-required immunization. Such re-
imbursement would not exceed $25,000, would be made without regard
to ability to pay, and would be made without requirement of repay-
ment in the future.

Eligibility for reimbursement under this proposed legislation would
be limited to persons requiring extensive medical care and includes the
provision that no person shall be liable for any injury caused by an
act or omission in the administration of a vaceine or immunizing
agent to a minor, including the residual effects of the vaceine or im-
munizing agent, if such immunization is required by State law and
the act or omission does not constitute willful misconduect.

This important legislative measure has the full support of the
American Academy of Pediatrics and represents an important step in
protecting those individuals participating in immunization programs
designed for the protection of the general public. Its intent is « h':nl\‘
to compensate those few individuals who may sustain harmful ef
fects nll a vaccine which is administered to them under State ll'llllln‘-
ments and for the protection of the individual as well as the protection
of the community in which they reside.

Thank you very much, Mr. Chairman.

Mr. Waxman. Thank you.

Dr. Overturf, I notice from your biographical data, that you had
your medical training in New Mexico. I wonder if you would comment
on differences you may have seen in immunization levels among the
poor, the Spanish -|w‘:|\11w and Indian population, as compare ed to
the middle-class ]mpnl ition in Los Angeles.

I ask this question in the context of a point that has just come out
from the Children’s Defense Fund in Washington, D.C. They claim
that there are two levels of health care in this country; one for poor
children and one for middle class. They say that, according to the

Children’s Defense Fund report, in 1975, 47 percent of the children

99-060—T77 5
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under 1 year of age living in large metropolitan areas designated as
poor had not yet received any polio vaccine. They talk about 58 rt*t'—
cent of poor infants in our large inner cities not having received shots
for diphtheria, tetanus, or whooping cough. ; :

Does your own personal experience tend to confirm that kind of
statement?

Dr. Overrurr. The communicable disease unit here does take care
of largely medical indigent patients, patients from lower socioeco-
nomie groups. I think it is probably the reason why we continue to
see a number of patients each year with these diseases hospitalized in
our unit.

[ think another problem is dealing with groups within the popula-
tion who have different attitudes or feeling about immunization
procedures, and therefore isolated by differences in their social atti-
tudes toward immunization to a certain extent, This is probably true
of a number of groups in our population. It is one of the reasons
why we have difficulty in reaching and educating them.

Mr. Waxamax. Another specific group that is not based on poverty
that has a special interest in immunization is pregnant women. Women
who are pregnant who are not immune to German measles and who
contract German measles during their first trimester may have chil-
dren who are mentally retarded.

What efforts are being made to inform women of the danger of
German measles and of the availability of vaccination to eliminate
that danger?

Dr. Overrurr. In this State, at the time that examinations are
completed for entrance into a marriage contract, the opportunity to
define one’s susceptibility to rubella is offered to the woman,

I think the tack in this country overall has been to immunize the
child against rubella with the assumption that immunity will be per-
sistent and the unborn child will therefore be protected. But immuni-
zation is also offered to those people who have not had this opportu-
nity previously.

Mr. Waxman. Dr. Wehrle, is it possible that one reason immuniza-
tion levels are so low is the fact that immunization schedules are so
complicated? Parents have to remember which shots their children
should have at 2 months, at 6 months, and at 15 months,

Is there some way of simplifying these schedules? Can any of these
shots be consolidated ? ’

Dr. Wenree. Yes, sir. T think that, over the years, there has been
considerable simplification of the schedules. For example, when T first
began dealing with the prevention of communicable diseases, pertussis
vaccine was given alone. Also, diphtheria vaccine was given alone.
The tetanus or lockjaw protection was often not included in the vac-
cine supplied to public clinics because tetanus was not considered a
disease of public health importance by many. It is not communicable
from one person to another. It requires a wound in order to start the
process resulting in disease.

Here was a beautiful example of three vaccines originally given in
multiple divided doses combined as a single product and given in fewer
injections and resulting in at least as effective protection by this
technique. Y
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Similarly, measles, mumps, and rubella vaccines have been com-
bined. The combination of the three polio vaccines in a single dose
which provides no need for keeping track of type 1, type 2, or type 3
polio virus vaccine, since all three are combined in the same particular
dose administered, is another example. -

So, it is simply a matter of counting the numbers of doses. We are
trying at the present time, in many laboratories across the country to
reduce the complexity of this even further. I think your point is an
excellent one. The academy and the California Medical Association,
the State and local health department here have been working toward
a simplification of recordkeeping, too, so that the small wallet-size
card will provide the kind of documentation that is necessary to avoid
the reduplication and readministration of vaceines to individuals who
may well be already adequately immunized. T

Mr. Waxsman, Are laws that provide for compulsory immunization
before children enter public school really enough ? What about getting
children immunized at preschool ages?

Dr. Wenrre. May I respond to this in two ways. One was that one of
the benefits I think was missed in some of the earlier inquiries concern-
ing the school immunization laws. One of the real benefits, to me, is, if
you immunize the individuals as they enter school—at least children
who may have been missed before—vou provide protection not only
to them and to their classmates, but also a substantial measure of pro-
tection to the small infant. lying in the erib at home. He does not get
his measles or his whooping cough or other kinds of illnesses very
easily from other children because his contacts are limited.

The older child, particularly the one entering school, is the one who
brings the infection back to the household and comes over end., in the
spirit of cooperation and interest, sees how his young brother is doing,
inoculates him quite inadvertently with measles, rubella, or whatever
else he may be carrying or incubating.

Getting the preschool child is a more difficult process. T think that
here we simply have got to have more vigorous attempts on the part
of public health nursing, on the part of health educators to get out into
the neighborhoods. Very few people are going to come to the health
center or to the hospital or to the physician’s office if it is located at
some distance, It is much more convenient to have things happen right
in the area. '

__This is why I was particularly pleased with Dr. Foege's comments.
he emphasis here is on a more aggressive, to-the-people kind of health
program than we have had in the past due to many types of limitations.

Mr. Waxatax. Dr. Wehrle, did you agree with Dr. Foege's state-
ment that we are facing the potential of an increase in polio cases
among children ?

Dr. Wenree. T think that we certainly are.

If you look at the proportion of individuals immunized now. it is
substantially less, by anyone's measurement. than it was immediately
after the well-known polio immunization drives: The Sabin on Sunday
program, which was sponsored by the California Medical Associa-
tion, the Academy of Pediatrics, the State health department, and the
local Los Angeles County Health Department and Medical Society.
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With that kind of publicity and that kind of drive, we were able to
get to exceedingly high levels.

As my friend and former colleague, Dave Karzon, indicated in the
article that Mr. Maguire made reference to, the problem that we face
is that people, unlike the experimental animal, do not really have a
very good herd immunity protection. The herd is not randomly-dis-
tributed. What we do is have these individuals who are vaccinated—
some of them are randomly distributed. But the soft spots can occur,
and they can occur in almost any segment of the population. We nor-
mally think of the soft spots in the lower socioeconomic groups; this
may not always be the case.

We have soft. spots in other areas. Occasionally, they are in areas
that are well supplied with medical care. These occur for a number
of reasons. Sometimes religious reasons will prevent acceptance of
immunization programs.

Mr. Waxyan. You do agree that we are facing a risk of a lot more
polio cases than we have seen in at least over a decade?

Dr. Wenree. I would certainly agree with this. I think we have
to be careful, though, how we use the term “epidemic.” Epidemic is
defined in the dictionary as an increase in the Jiscnsv prevalence over

that expected normally for person, place, and time.

An epidemic does not mean that everyone in Los Angeles is sud-
denly going to become paralyzed. What it means is that we will have
an increase in the expected prevalence of poliomyelitis. T am absolutely
certain that this is going to happen in many parts of the country.

Mr. Waxyax. Generally over the last few years, we have seen rela-
tively few cases of polio.

Dr. Wenree. That is correct,

Mr. Waxmax. I am wondering whether a child who gets polio be-
cause he was not immunized will have trouble getting vood treatment
for his disability. Has there really been an ongoing research effort to
try to deal with the therapy of polio? Or have we only put all of our
emphasis in the prevention of polio?

Dr. Wenree. I think the emphasis has gone, very clearly, into the
prevention of poliomyelitis. However, the paralysis that we see with
poliomyelitis is clinically similar to other injuries of the spinal cord.
The child who has a spinal cord injury following a motorcycle acei-
dent or who has another viral infection involving the spinal cord would
really require very similar kinds of measures to those in polio in the
past. However, I think your point is well taken. I personally feel
that, until we are further along toward the solution of this problem,
the research effort should include both prevention as well as some for
continued assessment of the gains from treatment.

Mr. Waxaax. Dr. Overturf, do you have any comment about therapy
that would be available if a child did contract polio?

Dr. Overrurr. T would agree with Dr. Wehrle that the therapy spe-
cifically for the neurologically disabled child is similar in polio as it
would be to other kinds of diseases that do occur for which there is
no preventive procedure at the present time.

I think care would probably be adequate. But, even with the best of
care, the losses due to a case of polio in an individual child arve per-
manent. Only certain things can be done to minimize that loss.
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Mr. Waxaran. Congressman Lent ?

Mr. LexT. Thank you, Mr. Chairman.

Dr. Wehrle and Dr. Overturf, I would assume—and you can cor-
rect me if I am wrong—that both of you in your professions do deal
with Federal health agencies on immunization programs. I was won-
dering if you counld help us in our oversight function by telling us
what, if any, are your most troublesome problems that you have in
dealing with these Federal health officials.

Dr. Overrurr. I think there are practical problems of delivery and
supply of vaccines when assistance is available on a Federal basis. This
probably continues to be a problem in most States and largely con-
stitutes simply a problem of communications between local govern-
ments and the Federal Government.

I think some other disturbing problems have occurred as a result
of our recent experience with the nationally mandated swine flu im-
munization program. There has been a tendency to decline in immuni-
zation procedures among the population. It is a problem which is going
to have to be reversed.

There is more concern about some of the adverse effects that may
occur with immunization procedures.

Mr. LexTt. In other words, you would not attribute this dropoff so
much to complacency, as our first witness did, as to sort of an active
fear on the part of parents?

Dr. Overrurr. No.

I want it very clear that I think complacency is by far and away the
major problem. But. in recent months, some reluctance of immuniza-
tion procednres has occurred due to possible adverse effects. I think at
times, it is an overexaggerated reluctance based on the possible effects
of immunization.

Mr. Waxaran. Will the gentleman yield?

Mr. LENT. Yes:

Mr. Waxmaxn. I am interested in this point that you are making
about the public concern about the adverse effects of immunizations,
particularly in light of the swine flu situation.

In the swine flu case, the vaccine was not as well tested and studied
as polio, measles and diphtheria vaccines. Whatever potential adverse
effects may come from those immunizations, we have more familiarity
with them. Would you agree?

Dr. Overrerr. In this situation, a specific problem occurred with a
specific vaccine with which we had lesser knowledge; although we had
knowledge of other vaccines that were similar.

Fears regarding this vaccine have been extended to more accepted
vaceine procedures of which we have far better knowledge. The prob-
lem is not with routine vacecine procedures, rather this is transferring
concerns to well-accepted procedures.

Mr. Waxarax. We found in the swine flu case that immunizations
were recommended to the American people. Then Guillain-Barré syn-
drome started occurring, and other adverse reactions came about, Tt
was never predicted and the public was never aware of the risk that
they were subjecting themselves to.

Have we checked thoroughly to be sure in these immunization pro-
grams that Guillain-Barré is not a factor? Have we done a thorough
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study so that we know what the potential adverse reactions are and
can guard against them?

Dr. Wehrle, do you have any comments?

Dr. Wenree. Yes. The problem in retrospect is a lot easier to see
than it was in looking for it and anticipating the possibility. The Guil-
lain-Barré syndrome is a disease entity for which there is no known
etiology. It occurs primarily in young adults on through the middle
years, and occasionally in elderly individuals as well.

The influenza vaceines that were made this last time were basically
exactly the same kind of influenza vaccines that had been available for
a very long period of time, since in the 1940%. They had been admin-
istered to literally millions of people in the Armed Forces and in indus-
try. I think that the reason that this had never been recognized was
that it was not a mass program involving millions and millions of doses
of vaccine in a very short period of time. So. suddenly you had the
opportunity to see something that could have been present before and
remained obscure,

It is interesting that the vaccine appears to be associated with Guil-
lain-Barré syndrome, whether it be a strain that was used previously
or the swine flu strain itself or a mixture of these strains or the B virus
group vaccine. So, it does not seem to be a swine flu problem per se.

Each of the vaccines, as they have been used, has been evaluated very
carefully. Some of these, particularly the Sabin oral polio vaceine and
the Salk inactivated polio vaccine—DPT as well—have been given on
very intensive programs with careful surveillance. As a matter of fact,
with the Sabin oral polio vaccine program, we did some careful plan-
ning ahead, as Dr. James Chin did for the swine influenza program, in
order to encourage reporting from our colleagues all over the State, and
particularly to me in Los Angeles County, any type of adverse re-
action seen.

We have looked carefully, T do not think there is any way that you
can be absolutely certain when you are dealing with biological phe-
nomena. I think it would be most unlikely that we would find hidden
hazards such as appeared to be the case with the swine flu program.

Mr. Lent. Dr. Wehrle, T take it from vour rather pointed support in
your statement of the Smith bill, which is pending in the California
legislature providing indemnification for youngsters who sustain
adverse effects of immunization, that you feel this kind of legislation is
necessary to give reassurance to parents of children that there is some
protection.

Would you think that this kind of legislation might be desirable on
a national level as well as just in the State of California?

Dr. Wenree, Yes, Mr. Lent, 1 certainly would. I have favored this
publicly for at least 15 years.

The thing that becomes apparent to me is that we see headlines of
vaceine accidents or someone is being sued becanse of an alleged vac-
cine aceident. T think that an approach such as this, perhaps initially
at the State level to see how it runs, and then adopt it at the national
level, would be very helpful. This then would provide I think a much
less heated serutiny of the events that have taken place; whether this
really is indeed a result of the vaccine or likely to to be a result of a
vaccine or whether it is something that has happened purely acciden-
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tally. I am sure that many of the Guillain-Barré episodes were. They
]ll'n[)ab]y would have occurred anyway, providing the vaccine had not
been given,

I think that you have to look carefully. Some of the alleged vaccine
accidents are pretty obvious. In one case I recall, a flagpole fell on a
person who was in the process of putting it up. After that, his leg was
not quite as functional as it was before. I prefer to think of this as
flagpole paralysis rather than a vaccine accident.

Mr. Waxman. Excuse me, are you saying that some of the people
that contracted Guillain-Barré would have contracted it whether they
had had the vaccination or not ?

Dr. Wenree. I think there is no question about that.

The problem that you have always is that, when a vaccine is given,
then the assumption is made, rightly or wrongly, that anything hap-
pening during the next 30 days may have some relationship to the
vaccine and may, indeed, have been induced. Now, it is obvious with
an automobile accident that this was not induced by the administration
of the vaceine.

Mr. Waxaax. You see no casual connection between the immuniza-
tions and the Guillain-Barré syndrome occurring in so many people
that had had the immunization ?

Dr. Wenrre. That is almost my point, but not quite.

If I may, if you take a disease that occurs at random—as Guillain-
Barré apparently does in the population—you expect so many cases
per 100,000 population during a given period of time. If, however, the
rate of that disease occurrence increases above that expected—as ap-
pears to be the case with Guillain-Barré—this means that you have
additional cases that are occurring that are probably associated with
a vaccine administration in some way. But it does not mean that all of
those individuals who receive vaccine and developed the condition
would necessarily have not developed the condition had they not re-
ceived the vaceine.

In other words, we expect a certain number of cases in these kinds
of problems. If the increase goes up, then the tendency is to include all
in the category of those presumably induced by the vaccine.

Mr. Waxarax. In other words, you are making a statement that T
think most people were not aware of: There are people who had
Guillain-Barré syndrome that had never been vaceinated at all.

Dr. Wennre. That is absolutely correct, sir.

The reason that the vaccine has been suspected of causing an in-
creased frequency is that the rate in the general population, as well
as you can defermine it, is at a relatively low level; whereas, among
those known to have been vaceinated, the rate is substantially hicher.

It is the difference between these two rates that has caused the
concern.

There are other reasons, of course, for reporting in Guillain-Barré
among individuals who have received vaecine becaunse there is some
indemnification. T think this is one of the reasons why Dr. Chin and
others in the State health department have been looking ahead toward
wavs of serntinizing the events around the illness very earefully in
order to carefully assess whether or not the vaceine was indeed at fault.

Mr. Waxyax, Thank vou, Mr. Lent,
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M. Lext. My line of questioning was what your most troublesome
problems are in dealing with Federal health agencies in immunization
programs. You mentioned, one, the delivery and supply of vaccine.
Could you elaborate on that? Have you had problems getting vaccines
through the Federal procurement system ¢

Dr. Wennree. I think that this really is a question that is more ap-
propriately directed to Dr. Chin from the State health department
and Dr. Shirley Fannin from the Los Angeles County Health Depart-
ment, who will be next.

Mr. Lext. Have there been any other problems in your dealings
with the Federal health agencies?

Dr. Wenree. My relationships have been most cordial, as they have
been with the State agencies.

Mr. Lext. Do you have any recommendations that we might CarTy
back to Washington for the improved cooperation between the Federal
and_county health services? Is there any area which has been par-
ticularly abrasive where you think an improvement could be made ?

Dr. Wenree, T think that we are fortunate at this time in having a
Secretary who is a forceful person and is very much interested in the
immunization program, as you heard earlier. We are also particularly
fortunate in having a pediatrician who is the Assistant Secretary for
Health. Dr. Julius Richmond is a person who has been long interested
in preventive medicine and is a very fine person. He was appointed
quite recently. He, together with Dr. William Foege, will provide the
leadership that is very much needed for this important program.

Mr. Lext. You doctors would then give your support to the pro-
posed increase in funding for the national immunization program,
and you would furthermore support the allocation of funds with
roughly 50 percent going toward the purchase of new vaceines and the
balance being divided between the technical assistance training and the
locating and vaccinating of voungsters.

Dr. Wenmre, Yes; there 1s no question whatsoever about support. T
think my only comment would be that this is perhaps overdue. We
ought to proceed with this, and the support ought to be continued on
a regular basis rather than the intermittent terminations that have
taken place in the past and which were unfortunate.

Mr. Lext. Thank you, Doctor.

T have no further questions, Mr. Chairman.

Mr, Waxaran. Mr. Maguire?

Mr. Magumre. Thank you, Mr. Chairman.

Dr, Wehrle, with respect to Senate bill 967, T have a couple of ques-
tions. You indicate that you favor the bill. It includes a provision
whereby reimbursement in the case of severe reactions would not
exceed $25.000 ,

What if the complications are severe enough that the cost would
exceed $25.000, a figure which, after all, is not very great in relation to
care and treatment of persons with very diffienlt problems? Indeed, if
a death were to occur, whv should $25.000 be a limitation?

Dr. Wenrre. I personally think that, as this is tried in the future. it
may very well amount to more than this. The facts are that the vac-
cines that we use are exceedingly safe. The reactions are measured. as
far as serious reactions are concerned, in a very few per million or
millions of doses of vaccine,
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The best figures, for example, with poliomyelitis vaccines would
suggest that perhaps one individual may conceivably have some kind
of adverse reaction out of 714 million individuals immunized. So, with
a population in California slightly in excess of 20 million, we would
have, I think, a reasonably measurable number of reactions that might
ocenr.

The intent of the bill is to appropriate $50,000 for the initial year
to set up an immunization adverse reaction fund, a continuously ap-
yropriated fund created by the bill to carry out the provisions. The
individual expenses would be in an amount not to exceed $25,000.
Many of the expenses, of course, would be substantially less.

I do not know of any way of predicting this any better than this
initial estimate represents. I think it is, again, something that is over-
due and something that would be desirable after a pilot trial in a State
to adopt this on a much broader scale.

Mr. Macuire. I appreciate the thrust of your answer. But it would
seem to me, to the extent that these occurrences are going to be very
rare indeed, that it would seem less difficult to have a somewhat more
flexible ceiling. You and I referred affirmatively to Dr. Karzon; he
indicates that there are seven vaccine-associated cases on the average
per year of polio. Indeed, there is literally no drug or procedure which
1s rick-free.

If that is true and we cannot really tell how serious an individual
case might be, it seems to me that the ceiling ought to be looked at as
to whether or not it is adequate.

Dr. Wenree. T am sure that it will be, Mr. Maguire. The hearings on
this bill have not vet been scheduled. They are anticipated in the near
future. We hope that it will come out and that many of us will have
an opportunity to support it at that time.

You ecan be assured that this would be one of the concerns that T
would have, as to whether there might not be more. However, with
the kind of intent, and limiting it to severe adverse reactions, and
setting this up as a fund. then I think that this is about as close an
estimate as one can reach at this time.

Mr. Macuike. I have another point with respect to this bill. Tt con-
cerns protections of those who administer the vaccine. Congressman
Lent indicated that the purpose here is to reassure parents. But I am
wondering who is really being protected by language which requires
willful misconduct as the test for responsibility with respect to an
improperly administered vaceine or an untoward result.

That is a very diffieult test under the law. It practically means yon
have to have a criminal act being committed. I am not sure that, if
somebody got the wrong bottle or inadvertently injected too much or
whatever the case might be in an individunal instance—it wonld seem
to me that that person wounld be protected by the langnage that is at
Jeast described in summary form here.

I wonder why an ordinary test of negligence might not be more
appropriate. T recognize that this is not the forum to deal with all of
these particulars. But, since you had made such a major point in your
statement of supporting this bill, T did want to ask these questions.

Dr. Wennee. I appreciate your comments. T think the problem that
we face is that, with any vaceine or any medication, for that matter,
there is always a possibility of an idiosyncratic or atypical kind of
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reaction in an individual. In Dr. Karzon's comments regarding the
polio vaccine problems, some of these infants—as a matter of fact. a
substantial portion of the infants who have gotten into some kind of
difficulty attributable to the polio vaccine have been infants with
hereditary or acquired-in-early-infancy defects in their immune
mechanisms.

So, while the vaccine works fine for everyone else and is an ab-
solutely essential vaccine, for an occasional infant without any way
that this can be detected in advance in any practical fashion at this
time, this infant then finds himself with a serious problem.

Mr. Macuire. Doctor, let me interrupt to say that I fully under-
stand that kind of case and why you would want protection included
in the bill.

What I am concerned about is the other kind of case where
someone is simply sloppy, ineflicient, inadequately aware of proper
procedure, or whatever it is, as I read the proposal, that person ad-
ministering the vaccine would be fully protected. I am not sure that.
as a parent, I would want such a person acting in such a fashion to
be fully protected. T wonder if you would.

Dr. WenrLe. There is a provision in the bill which involves the
duty of the State health department to investigate the circumstances.
I think that it is, to me anyway, quite simple to separate out the prob-
lems that would be incurred by improper administration of a vaccine
from those which represent the inherent idiosyncratic kind of reaction.

I also feel strongly that, unless we go in some direction sueh as this.
that we will end up having no vaccines available or all vaccines will
have to be provided and developed and produced by the Federal Gov-
ernment or some other agency. The vaccines traditionally have not
been a very attractive product for most manufacturers.

I think the publicity and some of the litigation that has resulted
from either real or alleged vaccine reactions has disconraged some of
the manufacturers. If I am correct, T think we have exactly one manu-
facturer making poliomyelitis vaccine in the entire United States.
That company, T believe, is in New York State.

Mr. Magutre. I appreciate the problems of manufacturers and their
desire to be able to produce vaccines. I appreciate the problems of
those who administer the vaceines and not wanting to be held liable
for things that are beyond their control.

But I am still concerned about the language that I see described
here in your statement as to adequacy in protecting my family or any-
body’s family against an event which might not be idiosyneratic along
the lines that you suggested. It might not, on the other hand. be will-
ful misconduct, but where there might be., by any reasonable person,
an assumption that a higher level of competence might have been ex-
erted in the situation.

I want to appeal to my chairman here. who I know has great in-
fluence in the California Legislature, to have this matter refined some-
what more carefully. And I appeal to you as well. as you consider it
with legislators with whom you work that that point should be looked
at very, very carefully.

Dr. Wenree, Thank you very much, Mr, Maguire. T am sure that
this will come out in ‘the hearings and will receive very careful
scrutiny.
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Mr. Maguime. Thank you, Mr. Chairman.

Mr., Waxman, Thank you.

Thank you both very much for your testimony

Dr. Overrurr. Thank you.

Dr. Wengrre. Thank you.

Mr. Waxamax. I would like to call as a panel Dr. Eunice Turrell,
coordinator of student health services for Los Angeles; Dr, Shirley
Fannin, chief of acute communicable disease control, Los .\ngg‘!es
County Department of Health Services; and Dr. Jeanette Wilkins,
director of Hastings Foundation Infectious Disease Laboratory.

STATEMENTS OF EUNICE TURRELL, M.D., COORDINATOR, STUDENT
HEALTH SERVICES, DISTRICT HEALTH SERVICES BRANCH,
DIVISION OF EDUCATIONAL SUPPORT SERVICES, LOS ANGELES
UNIFIED SCHOOL DISTRICT; SHIRLEY L. FANNIN, M.D., CHIEF,
ACUTE COMMUNICABLE DISEASE CONTROL, COUNTY OF LOS
ANGELES/DEPARTMENT OF HEALTH SERVICES; AND JEANETTE
WILKINS, M.D, ASSOCIATE PROFESSOR OF PEDIATRICS, LOS
ANGELES COUNTY-UNIVERSITY OF SOUTHERN CALIFORNIA
MEDICAL CENTER

Dr. Turrerr. Mr. Chairman and members of the committee, I am
Eunice Turrell, a school physician and coordinator of student health
services for the Los Angeles Unified School District.

For the benefit of committee members not familiar with this com-
munity, Los Angeles Unified School District is one of 95 school dis-
tricts in Los Angeles County. The district covers a geographical area
of 710 square miles providing services for residents of Los Angeles
City, eight other cities and sections of 18 more on a contract basis at
435 elementary schools, 124 secondary schools, 21 special schools, 85
children’s centers, and seven development centers for the handicapped.

At the time of the measles epidemie, there was an average enrollment
of 44,011 kindergartens, 274.596 elementary students, 133,848 junior
high students, 128,334 senior high students. It is an approximate total
enrollment of 581,000, Health services for these students are provided
at district expense by 50 physicians and 380 school nurses.

In April 1977, when it became evident that cases of measles were
escalating instead of declining, a measles epidemic was declared by
the health officer, and school districts were informed of the mandate.
Los Angeles Unified School District responded by formally notifying
all schools, administrative offices, school doctors and school nurses of
the requirements of the order.

School nurses with assistance from school physicians assessed health
records and collected data for the Health Department. Parents of
students with incomplete immunization records were notified. This is
reflected in exhibits A1, A2, and memorandum No. 19, which I brought
for the record. )

Mr. Waxmax. Without objection, the materials you refer to will be
inserted in the record following your statement [see p. 42].

Dr. TurrerL. A series of clinics were set up at school sites in each
administrative area to provide immunization for those students whose
parents sent written requests for service.
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Biologics and necessary materials were provided by the Department
of Health Services with school nurses and school physicians giving the
immunizations.

Exhibit B shows the number of students by administrative area
found to have inadequate immunization data on April 15.

Exhibit C designates the number of students whose parents requested
exemption from compliance on the basis of medical statement or
against parental belief.

Exhibit D shows the number of students excluded from school for
noncompliance with the immunization law on May 2.

Oxhibit E shows the number of students—869—whose records still
indicated noncompliance at the close of school. Many of these students,
I suspect, were school dropouts or no longer residents of the school
distriet.

What rule should the school play in helping to avoid epidemics of
other preventable diseases in the future?

I am sure we all agree that the school’s primary funection is to
provide educational services, If schools are also to be responsible for
implementing State or Federal health requirements, then categorical
funding; must be made available for school districts to employ physic-
lans, nurses, and other professionals in order to provide essential
services and comply with legislative mandates,

At present, the Los Angeles Unified School District’s funding for
health services must compete with the educational dollar. Whenever
there is a budgetary deficit, health services are threatened with redue-
tions or actually reduced, resulting in loss of staff and poor morale
among those remaining.

We need State laws with uniform immunization requirements. Cali-
fornia’s laws grew like Topsy with different requirements for each
immunization.

Accurate records must be kept with diligent followup by school
nurses for all students admitted conditionally, Mobility of families
Presents a problem in this respect, since several schools have 100 per-
cent turnover each vear.

There must be strict adherence to immunization laws by school per-
sonnel and exclusion from school for noncompliance. School admin-
istrators have been reluctant to exclude students because of loss of
ADA for the district, loss of educational services, and what appeared
to be an unjust punishment to the students for parental neglect.

The school district is a provider of screening services for the child
health and disability prevention program. School physicians and
nurses are immunizing kindergarten children when appropriate with
biologics provided by the Health Department. This service could be
expanded to serve siblings both older and younger.

[ am not sure that I have any special recommendations regarding
public apathy. Strengthening student health education courses and
providing preventive health classes for adults may be helpful, Im-
proving parental awareness by developing audiovisual programs for
television might have value. School health personnel are concerned
about inadequate immunization levels for polio, diphtheria, tetanus,
and whooping cough which require a series of shots.

In conclusion, the Los Angeles Unified School District Health Serv-
ices Branch is dedicated to upgrading the immunization status of all
students within the jurisdiction of the distriet.
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To support this objective, all school districts must have additional
financial aid from State and Federal resources. School distriets do not
have financial ability to support a health program which provides all
the State mandated health services.

[ am recommending that this committee use its influence to provide
funding for school physicians and nurses to do the job which legisla-
tion mandates they perform.

Thank you.




[The exhibits referred to follow :]
EXHIBIT Al

LOS ANGELES UNIFIED SQI0OL DISTRICT
Office of the Deputy Superintendent

Memorandum No. 19
April 12, 1977

IMMEDIATE ACTION REQUIRED

SUBJECT: MEASLES EPIDEMIC

The Department of Preventive Health Services, under the authority

of Section 3110 of the Health and Safety Code and Section 49403 (new)
of the California Education Code, is ordering school districts and
private schools in Los Angeles County to:

1. Provide to the Department of Health Services by
April 15, 1977, a list of all students enrolled
in grades K-12 who are not adequately immunized
against measles, who have not had the disease,
and who are not legally excepted from school
immmization requirements;

Notify the parents of such children that, if the
children are not immmized within two weeks or by
May 2, 1977, they will not be permitted to attend
school until protected by immmization by order of
the Health Officer;

Not permit any student referred to above to attend
school on or after May 2, 1977, until protected by
immmization.

Attached is a sample letter which may be sent to parent or legal
guardian of pupils who need to comply with measles immmization
requirements.

For assistance, please call Eunice Turrell, M.D., Coordinator,
Student Health Services, 625-6321, or Mrs. Lillian Casady. Director,
District Nursing Service 5-6331.

rt
x

L ]
DISTRIBUTION: Al1l Schools and Administrative Offices
School Physicians
School Nurses

APPROVED: HARRY Hf\.-“.'IiI..I:.{, Qcting Deputy Superintendent




FXHIBIT A2

office of the Deputy Superintender
MIORANIUM NO.19 Attachment- -1
April 12, 1977

Dear Parent or Legal Guardian:

This is to inform you that School Health records indicate
that your child
has not complied with California State law requiring

immmization against Measles (Rubeola, 10-day, Sarampion) .

Your child will be excluded from school by order of the
Los Angeles County Department of Preventive Health Services,
beginning May 2, 1977, unless you

1. Provide evidence of having received the immmization.
OR

Present a written statement by a licensed physician
that the immmization is not safe for your child.

OR

File a written statement that immmization is
contrary to your personal belief.

OR
4. Your child has had the disease.

For further assistance, please contact your school nurse.

Telephone:

Sincerely,

Principal
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MEMORANDUM NO. 19, Attachment--2
April 12, 1977
Office of the Deputy Superintendent

Estimados Padre o Guardfan:

Esto es para informarle que seglin los Documentos de
Salubridad en la escuela su hijo/a RN ) (e 1

no ha comuplido con la ley del Estado de Californ

requiere una vacuna contra sarampifn (Rubeola, diez dfas).

Su hijo/a serd excludido de la escuela por orden del
Departamento de Salubridad del Condado de Los Angeles
empezando el 2 de Mayo a menos que Ud.
1. Presente comprobante que haya recibido la vacuna.
(o]

Presente una declaracifn del m&dico que la vacuna
no es prepio para su hijo.

0

Presente una declaracién que la vacuna es contra
sus creencias personales.

0
4. Compruebe que a su hijo, le ha dado ya el sarampifn.

Para mayor informe, favor de comunicarse con la enfermera
de la escuela.

Telé&fono:

Att:

Directora
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INTER-OFFICE CORRESPONDENCE

Los AnGerLes Ciry Sciools

TO: Mr, Richard Lawrence, Assistant Superintendent Date May 2, 1977
Divislon of Educational Support Services

FROM: Mre, Lillian L. Casady, Director
Rursing Services Branch

SUBJECT: MRASLES IMMUNIZATION ASSESSMENTS UP-DATE

In accordance with your re quest, following is the {mmunization
apsecpaments for the Aream to date.

ARFA ELEMENTARY SECONDARY
L/18 L/29 5/2 1/18 L/19

833 Lo3 198 3LL0 2219
2613 180l Bo2 L373 3199
2523 1521 756 5314 5898

530 303 173 2363 2126
1135 B37 LL3 2018 2838
1469 m Ls7 2188 1470
1027 L20 205 2118 1186

897 380 130 2378 1080

506 278 10l 2153 1106
L16 263 115 1071 1026

B72 693 238 2625 1793

L9 190 109 L2l9 1893

13,240 7,863 1,657 34,350 25,894

PRGOSO YO

Totals - May 2, 1977 Elementary L, 657
Secondary 18,52,
23,151




INTER-OFFICE CORRES'ONDENCE

Los Ascevrs Cuy Scioows

1'o: Mr. Richard Lawrcnce, Assistant Superintendent Date June 15, 197
Division of Educational. Support Services
f]

FROM: Mrs. Lillian L, l".';-..u-!)-._,,fl\in-rlnr
District Nursing Services Branch

S.IJMJ}'_{'_]"; MEASLES IMMUNIZATION ASSE NT UP-DATE AS OF 6/15/17

TOTALS

"ARTISON
June 14, 1977 873

June 15, 1977 869

LLC:1¢

xc: Eva Haln
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Mr. Waxmax, Thank you very much.
Dr, Fannin?

STATEMENT OF SHIRLEY FANNIN, M.D.

Dr, Faxniy, Thank you, Mr. Chairman.

I am Dr. Shirley Fannin, chief of acute communicable disease con-
trol for the Department of Health Services, Los Angeles County.

The philosophy of public health with regard to immunization is
that no child should die or become disabled either temporarily or per-
manently from a disease that is preventable. Immunizable diseases
are just some of the diseases,

The immunizable diseases of childhood are measles, polio, diph-
theria, tetanus, whooping cough, rubella, and mumps. There are
presently safe, effective vaccines for these diseases.

The younger age group of children, the zero to 2-year-old, are
at greatest risk for the more devastating complications of the im-
munizable diseases.

The school age child and the younger children who go to nursery
school and who go into day care centers are the most significant sources
of community spread of the communicable diseases of childhood.

The economic burden of the preventable diseases can be calculated
by considering several factors. One of them is the cost of medical care
for the acute illness, The others are the cost of the loss of work of
the parents who have to stay home to care for the child for as high as
2 weeks and the long-term care costs of children who suffer perma-
nent damage from the diseases.

Even though school immunization laws have required DPT—or
diphtheria, pertussis, and tetanus—polio and measles immunization
of all first-time schoo] enterers in California for more than 10 years,
compliance has been incomplete. Polio has been in effect since 1963,
and diphtheria, I believe. since in the forties.

Since 1974, the State health department has attempted to actively
encourage compliance by doing yearly kindergarten assessment. Table
I in my presentation will indicate improving levels in each of the
succeeding years since school assessment began and also improvement
in the numbers of students responding to kindergarten assessment.

Mr. Waxuman. Without objection, the materials to which you refer
will be inserted in the record following your statement. [See p. 52.]

Dr. Fann1y. Prior to the time where we began to do these studies,
we really had no idea whether there were records in the school on what
the percentages were. If you notice, for 1974-75, only 71.5 percent of
students responded to the survey.

Some assumption might be made that, oh well. they are immunized,
but they just did not report. But, for purposes of calculating immuni-
zation levels, T think we have to assume the reverse: persons who are
not reporting their immunization probably are not immunized.

That would take the level of polio in 1974-75 kindergarten class to
below 79 and all the others, too. However. if you notice, between 1974—
75 and 1976-77. we increased our responding rate to 92.6 percent,
which is very good. T think the 1976-77 kindergarten assessment prob-
ably was an accurate reflection of levels, at least when they enter
school.
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Last year Los Angeles County had its worst year for measles since
1966, which was the year mass immunization against measles first
began in this country. On the basis of epidemiologic data that had
been gathered in 1975, a heavy season was predicted for the 1975-76
season. An active measles surveillance and control program was put
into operation in December 1975. This program was only moderately
successful for various reasons. We only had what we thought was a
moderately heavy year.

The surveillance system continued to pick up sporadic cases through-
out, the summer of 1976. Early in September, the first school outbreaks
were noted in the Antelope Valley. The map that I included, to give
you an idea of the county and its health services region, shows Antelope
Valley at the extreme top of the map. Control efforts were hampered
by inappropriately delayed responses to this outbreak and by lack
of adequate amounts of vaccine at the time.

Jefore the outbreaks had subsided in the schools throughout the
Antelope Valley, central Los Angeles began experiencing outbreaks
in several of their schools. Again, control efforts were delayed by in-
suflicient vaceine supplies and lack of coordination between the schools
and the Health Department.

By early January, measles cases were being reported from 26 out
of our 27 health districts. Soon thereafter, the 27th health district
began reporting. One death had occurred and three cases of measles
encephalitis had been reported. Vaccine supply problems made a mass
immunization effort unfeasible. You cannot get people excited about
coming out and getting immunized if you do not have the vaccine to
give to them.

Late in January, we were able to get together 50,000 doses of vae-
cine. The county of Los Angeles bought 35.000 of those doses outside
of the contract. Within 2 weeks, we had put together two mass immu-
nization clinics on Saturdays, where we gave more than 37,000 immu-
nizations just on those 2 days. The publicity at the time was geared
to warning the community of the epidemic we were having and urg-
ing parents to have their children immunized.

Measles cases continued unabated ; the eurve for reported cases con-
tinued almost straight line. Each suceessive week brought more and
more reports of outbreaks. Immunization activity in the schools was
virtually nil. Yet ongoing attempts to do outbreak control in school-
based clinics met with some resistance.

In March a second death occurred in a 4-year-old who had been
exposed to her 8- and 9-year-old siblings, who had in turn caught
measles from another school-age child. Three more encephalitis cases
had occurred by that time.

It was then decided in late March that a direct approach to bringing
the epidemic under control would have to be made. Data indicated that
more than 50 percent of the cases were occurring in the school-age
population. Citing section 3110 of the Health and Safety Code. where-
in, the health officer of Los Angeles County is given the power to do
whatever is necessary to control communicable disease and prevent
further spread. An order was given to all schools to identify all chil-
dren who were not appropriately immunized against measles and ex-
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clude them from school until they were immunized. The deadline to
accomplish this was May 2.

During the month of April, more than 200,000 doses of measles
vaceine were given. The schools, private doctors, and the Health De-
partment worked many long hours to accomplish this. Within 2 weeks
after the May deadline, a definite decline in measles cases was noted.
Most of that 200,000 doses of vaccine was actually given the last 2
weeks in April. The ending of school on June 11 marked the end of
the epidemic.

There was not 100-percent compliance with the health officer’s
order by the schools. Some had records that were almost impossible to
audit. Some complained of insufficient time to comply, but the large
majority of them did a good job; and the results speaks for
themselves,

Because of this epidemic and the attendant activity, several good
things have happened. First, most schools expressed the desire to co-
operate with the health department in reviewing their records and
cleaning up the group of students inadequately immunized against all
the disease required by law.

Second, Senate bill 942, which is the Rains bill, was introduced and
is presently passing through the legislature. This bill combines all the
immunization laws into one and sets responsibility for compliance.

Third, a renewed public interest in immunization has resulted.

Loecal government is doing a great deal now toward immunization.
They have ongoing immunization clinics throughout the county. But;
it really requires financial assistance from the State and Federal Gov-
ernments at a high enough level to insure continuing emphasis on im-
munizing the child citizens of onr community.

Table I1I demonstrates the county’s experience with funding since
funding was first available in 1965. If you look at the demography of
Los Angeles County, the number of individuals that have to be found
and immunized over a period of time, I think the moneys there will be
less impressive. If we were a county of 500 population, that would
seem like a lot of money; but, for us, Los Angeles County, it is just
not sufficient to really make a continuing major effort above and be-
yond what the clinies in the county already do.

As funding decreases, program adjustments have to be made which
prevent continuing high-level activity.

Immunization is one of the best values for dollars spent of any
health program. We fully support Mr. Califano’s announced goal of
90 percent immunization by 1979. We sincerely hope that Congress in-
dicates its support by appropriately funding this major task.

T wonld also like to say that, of importance in funding, there should
be a static level of funding, with increased levels as needs arise, rather
than the waxing and the waning pattern. With diseases like polio, we
really cannot afford to be in the middle of a polio epidemic before we
get, the unimmunized immunized. There is no instant gratification for
polio. One dose won't immunize. It takes approximately 6 months at
least to adequately immunize if you start from no prior doses and
begin to immunize.

We can ill afford to wait until the first cases oceur in the community.
Everybody would want instant immunity, and that is not possible.
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With measles, one dose will immunize, particularly if the person
to be immunized is over the age of 1 year. One can assure the person
that there is a 95 percent chance that within 2 weeks they will be non-
susceptible or immune to the disease. Two weeks of anxiety is not
hard to deal with. Six months of anxiety can be pretty hard to deal
with at the citizen level.

I think we really do need a static level of funding, with increase as
the need increases rather than waxing and waning funding.

[Attachments referred to follow:]

TABLE |.—KINDERGARTEN IMMUNIZATION LEVELS, LOS ANGELES COUNTY, BY PERCENT ADEQUATELY IMMUNIZED

May 19741 1974-752 1975-76% 1976-774

Rubella. ..

! Random sample survey of kindergarten students from 30 schools throughout Los Angeles County.
*71.5 percent of students reporting.

% B0 percent of students reporting.

¢92.6 percent of students reporting.

TABLE I1-2.—REPORTED MEASLES CASES BY DISTRICT, LOS ANGELES COUNTY, OCTOBER 1876, TO JUNE 28, 1977

Rate per 100,000
Number of persons less than
Health district reported cases 25 yr of age

Alhambra. 84

108
127
103
86
East Valley.

El Monte
Glendale,
Harbor.....

Northeast. . .
Pasadena City
Pomona...
San Antonio._.
San Fernando
South
Southeast
Southwesl
Torrance.
West______
West Valley
Whittier 2_,

o 5 00
00 N O 00 00 00 e LD 3 e D~ 1 D 00 S LD SN OO

.4
D O Cad b L7
NEEESS

I

¥ Includes La Puente District.
2 Includes Antelope Valley District.
¥ Includes Pico Rivera District.
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TABLE Il-c.—LOS ANGELES COUNTY, REPORTED MEASLES CASES BY AGE AND CALENDAR YEAR

1570 1971 1972 1973 1974 1975

Num-  Per- Num- Per- Num- Per- Num- Par- Num- Per- Num-
ber cent ber  cent ber cent cent be: cent

Per-
ber cent

61 291 53 53 27
22 25 ! i 12 35
7 7 115 18

7
3
1
1
2

REPORTED MEASLES CASES BY AGE AND EPIDEMIOLOGIC YEAR

1975-761 1976-771 (tc Juna 28)
Number Percent Number Percent

£80
764
631
279
93
]

36
140

Measles epidemiologic year bagins on calendar week 41 and ends with calendar week 40 of the following year.
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TanLeE II-<.—Reported ' measles cases by epidemiologic year.’

185 to 90 percent of reported cases are confirmed. Reported cases may only represent
10 to 15 percent of the cases that actually ocenr.

* Measles Epidemiologle Year begins on Calendar Week 40 and end with Calendar Week
40 of the following year.
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TABLE IIL.—IMMUNIZATION PROJECT APPROPRIATIONS, 1965-77

Federal vac-

cine and cash State fund Federal vaccine

1965-671..

July to December 1977

1 2-yr grant award,
2 Includes funding for Long Beach,

08 AxgeErLEs County Facr SHEET

U.S. population 214, 280, 000
California population - 21,520, 000

Los Angeles County population

7, 018, 603

Los Angeles County represents 3 percent of the national population and 32.6

percent of the State’s population.
Los Angeles County has an area of 4,083 square miles.
L.os Angeles is divided into five health service regions:

Region Population

Central 1,183,258
San Fernando) hr:tPlelc\'nHEp S z 1, 520, 849
San Gabriel Valley__.______ M, TGN L e Y . 1,532, 600
Southeast e e o i T b e e e S 715, 045

7,018, 603

POPULATION BY RACE

[In percent]

: Spanish
Region surname

n

Central 2. 36.
Coastal . ;
San Fernando, r\n!elupe \ra![ey

(%)
~SOho~

Southeast

S| Bwrmns

:
San Gabriel Valley.. A S R g
9,

19.8

~

Enrollment of Students® in Los Angeles County :
RS el e e ML S
Private schools
g e PR G R e S R L e D T

Total
1 80,000 students unable to speak English in L.A. Clty schools alone.

K-12
1, 300, 000
175, 000
44, 000

, 519, 000
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POPULATION BY AGE

Region

Central 95, Te8

160, 558
San Fernando/Antelooe Valley. 120, 300
San Gabriel Valley......_.._.. 130, 269
T S R T SR 75, 385

10 to 14

151019

89, B85
172,906
142,844
160,922
79, 168

85, 649
177, 458
141,529
167, 054

73,939

85, 308
173, 583
134, 551
147, 130

62,198

L1 R TSRS Tt 1) - SRR s 582,280

645,725

655, 629

602, 770

Note: Total—2,486,404 (0 to 19). Approximately 113,078 births annually in Los Angeles County,
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Mr. Waxaan, Thank you very much.
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Dr. Wilkins?
STATEMENT OF JEANETTE WILKINS, M.D.

Dr. Wiukixs. Thank you, Mr. Chairman.

I would like to inform you about the problems that exist with the
measles vaccine and at the same time to point out that this is indeed
a good vaceine, L J

Despite the availability of an effective and safe vaccine against
measles, this disease remains endemic in many areas of the United
States. The geal for active immunization is to induce in susceptible in-
dividuals an immunity equal to that acquired by natural infection,
but without clinical symptomatology to eliminate the morbidity and
mortality associated with natural disease.

Prior to licensure and distribution for general use. live further-at-
tenuated measles virus vaceines were shown to be immunogenic or
capable of inducing the formation of measles antibodies in previously
susceptible individuals. Seroconversion rates of 91 to 100 percent were
reported in infants equal to or greater than 12 months of age with
these candidate vaccines administered under ideal conditions.

We saw the need to evaluate the response to measles vaceine under
conditions of community use, From July 1965 through September 3,
1975, the responses of 1,031 infants and children from 6 months to
4 years of age to the measles vaccine were evaluated. The immuniza-
tion program was explained to the mothers and, with written consent,
the clinic physicians assumed comprehensive preventive and ther-
apeutic responsibility for each child up to at least 3 years of age. This
continuity of care provided close surveillance for untoward reactions
to the vaccine and intercurrent infections. I might point out that we
had no adverse reactions to the vaccine.

Vaccines evaluated werc licensed commereial preparations. Further,
the measles vaccines were representative of those lots administered
concurrently during the 10-year study period by the Los Angeles
County health facilities. In an attempt to simulate routine usage, all
vaccines were stored and reconstituted immediately prior to adminis-
tration as recommended in the product brochure provided by the in-
dividual manufacturers; the expiration date of each individual vaccine
was observed.

In our study population, the serologic responses of measles-suscepti-
ble infants and children equal to or greater than 12 months of age were
shown to be independent of other vaccines—rubella, mumps, polio,
or diphtheria-pertussis-tetanus—administered at the same time. Of
importance, the seroconversion rate remained relatively constant over
10 consecutive years of surveillance.

The overall rate of seroconversion was 92.8 percent. Thus only 40
of 690 previously susceptible individuals equal to or greater than 12
months of age were considered “vaccine failures” and possibly re-
mained susceptible to this disease even after attempted immunization.

Vaccine failures or “nonresponders” occurred randomly in those
children over 1 year of age. It is not known at present what factors
other than passively acquired antibody from the mother might have
resulted in the vaccine failures. However, further evaluation of the
responses to the measles vaccine in infants demonstrated that other




factor or factors are indeed oPerative since infants with no demon-
strable passively acquired antibody in ti_w.ir prglnocu]ation sera di_d
not develop antibody after vaccine administration. Therefore, until
antibody production can be assumed or demonstrated in each individ-
ual inoculated, the administration of vaccine cannot be equated with
immunity. : L )

Unfortunately, passively acquired immunity _fro:ln the rpothcr has
necessitated the postponement of active immunization until that age
when the greatest number of seroconversions will be achieved. Only
13 percent of infants 6 months of age will make antibodies to the
measles vaceine. There is an increasing number who will seroconvert
after 6 months of age. It is 90 percent by 11 months of age, 90 percent
will demonstrate seroconversion.

Therefore it has not been practical to vaccinate at 6 months of age
and then again each month up to 12 months of age so as to immunize
each child as it becomes susceptible following the loss of maternal anti-
body. So, by necessity, we have had to delay immunization until that
age when the greatest number will be adequately immunized with one
attempt at immunization. Unfortunately, this has left many children
from 6 to 12 months of age unprotected against measles at a critical
time in their lives.

To protect these infants, the younger ones, it has been necessary to
yroduce a significant level of vaccine-induced immunity among older
mfants and children to reduce measles exposure of the younger and
unimmunized of all age groups. This approach has not been totally
effective as shown by the number of young infants who acquire measles
in their community.

In our study population of 1,031 infants and children 6 months to 4
vears of age, 47—4.6 percent—had serological evidence of prior disease.
Of these, 29 infants—61.7 percent—were documented to have been
equal to or less than 14 months of age at the time of acquisition of
measles. Young infants with serological evidence of past disease were
seen during each of the 10 years of study.

Current recommendations propose that infants 12 through 14
months of age should not be electively inoculated with measles vaceine.,
In my opinion, this will clearly enlarge the existing pool of susceptible
individuals in our infant population. As long as one case of measles
is recognized anywhere in the United States, it is apparent that an
outbreak of larger significance can occur.

Therefore, our findings that infants 12 through 14 months of age can
respond as well as older infants and children to the currently available
vaccine does not support the eurrent recommendations that attempted
immunization should be postponed until 15 months of age.

It is not known what the role of an apparent 8-percent incidence
rate of “vaccine failures” would be in the perpetuation of this disease
in communities if all infants were inoculated at the designated age.
Clearly, nonimmunized individuals have made up the majority of rec-
ognized cases. A larger proportion of vaccine failures may have been
produced by the simultaneous administration of gamma globulin with
the Edmonston B vaccine, the precursor of the present vaceine, espe-
cially in those who as infants were given active-passive immunization
at less than 13 months of age. :
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The occurrence of measles in our current teenage population during
the recent epidemic points to this factor since the live further-attenu-
ated vaccine was not utilized prior to 1965. The occurrence of disease
and transmission of measles virus by infected “vaccine failures” have
been documented. Further, it has become apparent that not all health
care providers have appreciated the live nature of the further-attenu-
ated measles vaccine; it has been poorly stored or reconstituted with
DPT vaccine continuing thiomerasol which kills the virus.

In addition, it has been administered simultancously, as Dr. Foege
said, with gamma globulin and has been given to infants less than 12
months of age who may have persistent maternally acquired measles
antibody, both of which can nullify the effect of this vaceine.

All of these conditions may have resulted in inadequate stimulation
of antibodies in individual vaccines in the past. These practices must
stop if the full antigenic potential is to be fulfilled with this vaccine.
Now that the above practices have been recognized, it is hoped that
the number of vaccine failures will be reduced in the future.

The solution to the problem does not, therefore, point to the need
for another measles vaccine that would be administered subcutancously
since, in clinical trials with the presently available vaccine, 97 to 100
percent seroconversion rates have been reported. There is, however, a
need to determine why, in community use, the seroconversion rate is
less. If it is the vaccine, can this be corrected by the assurance that in
each vaccine vial a sufficient amount of virus is present ?

If measles is to be eradicated, each parent must take advantage of
the vaccine that is available. They cannot rely on the immunization of
others to protect their child from this disease. Hopefully, through
proper education of parents and health care provi({:?rs and by con-
tinued serological surveillance of the immunogenicity of administered
vaceines, measles can be eradicated in the United Stafes.

Mr. Waxmax. Thank you very much for your testimony.

Dr. Wilkins, is it not true that there are certain instances when
children should not be immunized? An example is when a child is
running a fever; he should not be vaccinated on that day. Can you
tell us other special circumstances which indicate a child should not
be vaccinated ?

Dr. Wirgins. The fear of giving the vaccine concomitantly to a
child who has an obvious infection is twofold. First, if they develop
a complication, medico-legally you could not say that the vaccine had
nothing to do with it. So, the safest thing has been not to give vaceines
to individuals with fever.

There is also evidence that you may have active interference among
viruses. Live vaccine viruses have to replicate in the body to make more
viruses in order to give you an adequate antigenic stimulus. So. any-
thing such as another viral infection interferes with the replication of
the vaccine virus in the body would nullify the effect of the vaccine.

Another thing, with the polio vaccine viruses, in order to be attenu-
ated, these viruses were trained to grow at 104° F. Because of this.
there was some fear that the polio vaceine viruses might over replicate
in those with fever, and be more of a potential threat to cause disease
in the fibrile patient.

Mr. Waxaax. Tony Morris, formerly an immunization officer for
the FDA, thinks that all children should be tested to determine their
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natural immunity before they are vaccinated. This would avoid un-
necessary immunizations.

Do you agree that this should be done before children are im-
munized ¢ How costly would this procedure be ?

Dr. Winkins. I am a big advocate of being able to determine who
is or who is not immune to any particular disease before any vaceina-
tion. I think one of the biggest problems right now is not being able
to look at a person and say that they have had measles. You can look
at candidate vaccines for smallpox and if they have a scar[s] you can
equate that with having been antigenically stimulated with that par-
ticular virus.

As it stands now, we cannot determine with any degree of practical-
ity who is or who 1s not immune to measles, Therefore, it has caused
what I consider chaos. Individuals are over vaccinated and given more
vaccine when one dose would offer them—as far as we know—a long-
term immunity.

The test for measles immunity is not a simple test. The most sensitive
test available requires blood from the vaceine and that we use certain
monkey red cells: there are not enough of these monkeys in the world
to test all the children in the United States.

A skin test or noninvasive test would be ideal. For TB we screen
with a skin test. If someone would look into the feasibility of being
able to detect the immune from the nonimmune, then a lot of our prob-
lems would dissolve. Now we do not know who is and who is not.

If they escape getting vaccinated at 12 months of age, you have got,
every month, in Los Angeles County (from what I understand from
Dr. Fannin, 3,000 children are born each month), 3.000 children be-
come susceptible to measles and at school entranece, 50 times 3,000 is
millions of children as they go up into high school. You are now deal-
ing with millions of children and you cannot determine who has and
who has not been immunized.

We need a rapid, simple, preferably noninvasive, cheap test. If it
were available, it could be cheap. It is not as simple as saying that we
need it. It takes someone with a better scientific background, includ-
ing chemistry, to figure it out and work toward this goal. I think it
would make a lot of problems less acute for us.

Mr. Waxarax. Dr. Turrell, who monitors the immunization records
of each school child in the Los Angeles school system? Is this done
by the school nurse? If she finds from a child’s record that he lacks
a basic vaceination, what action is taken by the school officials?

Dr. Turrert. This has been one of the problems in the past, Mr.
Chairman. We could not always get the cooperation of the school ad-
ministrator to exclude a child. They feel that the primary purpose is
education. As edneators, they do not appreciate the need for immuniza-
tions as much as we do. Some have been very cooperative, and we
have excluded children. They have gotten their immunizations. Other
administrators have not done this.

We are hoping now that the new California law will have enongh
teeth in it that our health staff will be able to exclude the children
until they comply with the law.

Mr. Waxyman. What has been your experience in terms of the co-
operativeness of the parents once they are informed that the child
needs a vaccination ? Do you often have to go back twice ?
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Dr. Turrern. Twice, three times, four times, five times. It is :
hard to impress on some families the need for immunization. They are
all getting very reluctant to be told by Big Brother cr government or
the local agency what they should do for their child. We are getting
quite a bit of resistance.

I think the only way we can help in that respect is to continue our
education of the students themselves, I think that would be the area
we shounld concentrate on, educating the students,

Mr. Waxman. Does the school curriculum in gcience and health
classes stress the imp:::! ance of vaceinations?

Dr. Turrerrn, We have health education classes. T think that this
should be one lmnpnuvnl of that. T am not too familiar with our high
school program at the present time; but I think it should be included,
at least in the junior high level.

Mr. Waxaax. Is the PTA interested in immunization levels of
school children f Have they been of assistance?

Dr, Tvrrerrn. The PTA has always cooperated. In the past when the
county health department used to have immunization clinies in the
schools, PTA was there backing up up and helping with the children
and volunteering their services.

Mr. Waxaran. Are parents aware that vaccinations are free? Do you
run into parents that think it will cost them some money and, there-
fore, avoid getting the ghots?

Dr. Turrern. There may be a few that are unfamiliar with health
services in the county. Those we readily inform that they may obtain
it from any of the health elinics in their neighborhood. We even pro-
vide lists of clinic times.

In the past, we got into a little difficulty because of the lack of vac-
cines available to the country, the lack of time available to give im-
munizations, and the cutoff times in the clinics. Sometimes parents
would go, and they would not be served that day. They would be dis-
couraged and perhaps not come back. It would take a lot more urging
by the school nurse to get them to the clinie.

Mr. Waxaran. Thank you.

Congressman Lent.

Mr. LexT, Thank you, Mr, Chairman.

Dr. Tuarrell, Dr. Fannin is not ]n_-!‘t" right now, and I hate to ask
you questions about her statement. But she indicates ]n her statement
th it control efforts, with respect to the measles outbreak, were delayed
by insufficient vaccine supplies and lack of coordination between the
schools and the health department.

Do you agree with that statement, that there was a lack of coordi-
nation between the health department and the schools?

Dr. TurrerL. I do not believe that we were not cooperating with the
Health Department. I am not quite sure what she means by lack of
coordination.

Mr. Lext. Well, she is back now; so we can ask her.

How about the vaceine supplies? Were they sufficient or insnflicient ?

Dr. Turrerr. They were not sufficient. Even in our child health pro-
gram, the Health Department was unable to provide us with measles
vaccines for several months to immunize kindergarten children.

Mr. Lext. So, the school distriet gets the vaceine from the county
Health Department ? ]
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Dr. Turrerr. That is correct.

Mr. Lext. Do you know where they get it ?

Dr. Turrers. I thought they were getting it from the State and
from the Center for Disease Control.

Mr. Lext. Do you administer the immunization right on the prem-
ises of the school ?

Dr. Turrerr. We have been in this one particular program. We do
not do it as a general immunization program for school children:;
it is just for kindergarten children.

Mr. Lext. There is another statement in Dr. Fannin’s report where
she indicates that immunization activity in the schools was virtually
nil. Attempts to do outbreak control in school-based clinics met with
some resistance,

Do you have any familiarity with what this resistance might have
been?

Dr. Turrery, T think that was in reference to school staff providing
their services to perform immunizations, as opposed to the Health De-
partment staff,

Mr. Lext. Maybe I can ask Dr. Fannin that. Dr. Fannin. in your
statement, you indicate that, “control efforts were delayed by insuffi-
cient vaccine supplies and lack of coordination between the sehools
and the Health Department.”

Can you tell us why there were insufficient vaccines? Can you pin-
point what this lack of coordination was between the schools and the
Health Department ?

Dr. Faxxix, To put it in a picture, Los Angeles County is 4.083
square miles. Our largest school district in Los Angeles City Unified,
which is in the middle of the city and parts of the suburbs. It makes
up 45 percent of the school population in Los Angeles County.

There are 88 school districts; Los Angeles City Unified is just 1 of
the 88. So, when we talk about lack of coordinition. we are talking
about specific incidents such as an outbreak of 15 cases of measles in
a junior high school and an attempt on our part to get a school based
clinic going. We felt this indicated a high suscepti ility rate in that
population, and we were asked by school to wait until each of the 15
cases was confirmed absolutely as being rubeola. When you are in the
middle of a rubeola epidemie, you do not look for somet hing else.

By the time we were able to get a school outbreak clinic organized,
there were 45 cases. Before the outbreak was over, it was closer to 60
cases in that junior high school.

Mr. Lext. Who was it who said these cases—the first 15—had to be
confirmed before you could set up a clinic?

Dr. Faxymv. Various people are required to approve before we—
the health department—can go into a school and set up a clinic, We
have to get approval from the school authority, that is, doctors, prin-
cipals, to do so.

I think, to give a more complete picture, what had happened over
a period of time, with both the health department and with the
schools, was a decreasing emphasis on school E](‘ﬁ]l]l. Some school dis-
tricts, for instance, with 35 schools would have one school nurse to rep-
resent the professional aspect of school health in the whole school
district.
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If you looked, over a period of time, even Los Angeles City Uni-
fied—I am sure Dr. Turrell can speak more directly to that—every
year would have a deereasing number of school nurses. There would not
be one nurse per school. A nurse would be taking care of five schools
or three schools. She might get to each school a half day or a day
a week. Her duties were not assumed by somebody else. The job did
not continue getting done. Literally, the job ceased getting done; or
it was done halfway by somebody who did not really understand the
purpose of the job in the first place.

When somebody in a eclerical position is made responsible for an-
alyzing records of immunization in a school, you are not going to get
an appropriate analysis of those records. That secretary or that clerk
cannot take action on the basis of what she finds in the records.

As Dr. Turrell pointed out, when we made our immunization laws
and when we did kindergarten assessment, we did not give the school
any money to accomplish these tasks. We just said “We—the State—
are going to mandate this and now go do it.” With a decrease in their
own funding, the schools have to make priorities, they choose educa-
tion. Education is the first priority ; school health is down the line. So,
I think there have been long periods where things were happening that
brought about the decreasing emphasis by the public ]l(.‘ill“h depart-
ment and the schools on cooperating to get the job done.

Mr. LexT. In your professional opinion, Doctor, had the California
law requiring immunization for admission into the schools been prop-
erly and adequately enforced, would this outbreak have taken place?

Dr, Faxyin. Because the school age child is the most important

source of community sr;rmul and because, had it been complied with,

close to 98 percent of the students in the schools would have been im-
munized, and 90 percent or more of them should have been immune,
I do not think we would have had this epidemic.

I think that would have been a big enough population of non-
susceptibles to have prevented an epidemic.

Mr. Lext. Why [{n you think it has—and you were quoted in your
statement as saying this—that the California law requiring immuni-
zation has not been adequately enforced ? What is the main reason? Is
it a lack of commitment? Is it a lack of funds? Is it a lack of interest
on the part of the school administrators?

Dr. Faxxin. It is my opinion that, in an era of shrinking resources,
people are having to decide which thing to do first. I think the ad-
ministrators in the school have education as their first focus and edu-
cational interests. Physicians and nurses, whose first focus might be
school health, do not make up the budget or do not vote on the budget ;
they are employees of the system, not the ones who design the system
or make the system function. ;

I think it is just a matter of where the emphasis is. Educators say
they are supposed to educate; somebody else should be doing health
care. I do not think we all recognize this rapidly enough. We—the
public health people, were saying “We do not really have to worry
too much about the schools because the school health people have the
same goals we have: we just supply them with vaccine and supplies,
and they will do the job.”
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We did not get together with the schools. Where they began to
withdraw, we did not increase our services. We both kind of pulled
back from the problem, I think,

Mr. Lext. Now that you have this horrendous experience behind
you, have you taken any steps as between the county health depart-
ment and the school officials to get together so that this type of thing
does not occur in the future,

Dr. Faxxiw. I think that one of the best things that came out of the
whole situation was the fact that the schools have said, “We do not
want this to happen again; we did not want it to happen in the first
place. We got caught up in it.” The health department has said the
same thing: “We do not want this to happen again.’

So, there has been a great deal of interest in getting the job done
before we have another problem. Qur entire program, from the immu-
nization project standpoint, is going to be geared to cleaning up school
records as phase 1 of the program this year. We will go into the schools,
identify those needing immunization, and send them to be immunized.

We c.m do this together. We would like to have done it yesterday.
We would like to do it over a period of the next 6 months. But that is
entirely dependent on I'nmiintr We are going to do it, but whether it
takes us 6 months, a year, or 3 years is going to depend on how many
county resources we can get realloc ated, and how much help we can
get from the Federal and State governments. This is step 1.

However, the school is not the group most likely to be devastated by
the diseases. We must have the time and money, once we get the school
records cleaned up, to go back and focus on the 0-to-4-year age group,
particularly the O-to-2-year-old. We must begin looking not just at the
kindergarten to 12th grade. We must look at the day care centers and
the nursery schools. Those are childhood social settings, They will
become just as important as the public school as being the source of
community spread of disease. Our society is changing mpull\ , wherein
children enter social groups at an earlier age. We are going to have to
look at that change and design programs accordingly.

In the last 10 or 15 years there has been a decided move from the
home into social groupings early in life. Communicable diseases de-
pend on social groupings. If a child has it, and it’s communicable, he
will give it to his neighbors. Children, by their nature, are not
hygienic. Therefore, these diseases do spread more rapidly in schools
or child care se ttings.

Mr. Lext. Thank you, members of the panel. I have no further
questions.

Mr. Waxman. Thank you.

Mr. Maguire?

Mr. Macuire. Thank you, Mr. Chairman.

Dr. Wilkins, you have indicated your dissatisfaction with recom-
mendations which proposed that infants 12 through 14 should not be
electively inoculated. T take it vou are directly challenging the rec-
ommendation of the American Academy of Pediatrics Committee on
Immunizations.

Dr. Wirkins. That is correct. They have invited me to New York
in November. We will consider all the data available.

Mr. Macuire. Were you involved at an earlier stage with that?
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Dr. Wiuxins. No, I was not.,

Mr. Macuire. But they are now going to invite you to present your
data which presumably 1s data which they did not have at the time?

Dr. Wiukins. That 1s correct.

Mr. Maguire. And it contradicts the data which they did have at the
time?

Dr. Wiukins, That is correct.

Mr. Maguige. I note that they have indicated, and health groups
throughout the country, for example the Group Health Cooperative
of Puget Sound, are indicating on the basis of their recommendation,
immunization at 12 months is only 80 to 85 percent effective.

Your data, which you have indicated, contradict that?

Dr. Wiukins. Right,

I might add that this data represents more kids than have been
evaluated in any one group, and it is unfortunate that this conflict
did come up. We want to look at it scientifically. I think it has
allowed us to further evaluate why individuals do fail to respond to
the vaccine. My data, based upon larger numbers, tend to show that
they are randomly distributed. If you do a small study, and you get
one failure too many in one group, even if it happens to occur ran-
domly, then it appears to be statistically significant.

Mr. Magume. Is there any evidence that it should be done earlier
than 12 months?

Dr. Wrxins. There is evidence—it has got to be understood that
if a mother has never had nor been effectively immunized against
measles, her child is vulnerable to measles at the time the baby is born

Mr. Macuire. That is why I am asking the question.

Dr. Wiukins. Right.

In the past, the majority of mothers had measles, and 90 percent
or more of the mothers had been naturally immunized. This was a
protective mechanism for the baby because, up until 6 months of age,
it is rare for a child whose mother has had measles to develop the
disease.

Mr. Maguire. Or whose mother has been immunized.

Dr. Wirkins. The antibody response to the vaccine has not been as
high. So, it was hoped that in the future we would be able to immunize
earlier infants of vaccinated mothers becaunse these infants would lose
their passive immunity earlier. But, because the virus has stayed in
the community and caused the disease, it is further complicated. It
has to be appreciated that it is complicated.

Ninety percent of children 11 months of age are yulnerable to mea-
sles, theoretically. However, you reach a point where, if you are going
to have a mass immunization program—youn must take on the individ-
ual to evaluate the antibody in the child. But based upon our current
techniques to quantitatively measure the amount of antibody, we have
discovered that antibody levels below our ability to detect may inter-
fere with the vaceine virus,

Do you follow me?

Mr. Maguire. Yes.

Dr. Wirxrns. Therefore we eannot go in and even use the current
test to predict response to vaccine in infants less than 12 months of
age. These kids that T vaccinated all had serological evidence of not
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being immune to measles. It was not until giving them the vaccine
that I found out that among these were infants with undetectable
antibody that interfered with response.

Mr. Macumee. Does that lead us, then, to the conclusion that we can-
not consider doing anything earlier than 12 months

Dr. WiLkins. That is right.

Mr. Macure. It is a que sstion only of whether or not we do it in 12
months as opposed to a later time?

Dr. Wigixns. That is right.

I wanted to add that there is some evidence, in the infants that T
had vaccinated through 11 months of age, that those who were 6
through 9 months of age might not :rapmul to later revaccination as
(-ﬂ't-t‘(nvh' as if they had been allowed to wait until they lost the
m’l(tlnal antibody. Tt looks as if they did process the antigen but made
in: uhw]nlh' amounts of antibody.

That is what T also want to take up with the Academy of Pediatrics.

Mr. Magumre. Your argument in short is that your data say that,
at 12 months, you are getting rates that are just as effective as }Uu
get at 15 months.

Dr, Wigxs. That is right.

Mr. Magume, Thank you, Mr. Chairman.

Dr. Fax~ix. The comment on that from the public health stand-
point: The earlier you can get the most people vaccinated, the better
for preventing outbreaks or preventing disease. So, to us it is
important.

1f you look at the recommendation, the recommendations say routine
immunization, That implication is without digease or significant dis-
ease in the community. Once there is significant disease in the com-
munity, the recommendations have always changed to whatever good
it does to immunize the young children.

Mr. Waxyan. Dr. Fannin, do we know at all what the immunization
rate is among illegal aliens in Los Angeles? Is there a fear by illegal
aliens that, if they go for vaccination  shots, they will be detected as
illegal?

Dr, Fanwin. I really cannot speak for the illegal alien on their fear
of detection.

We do not have any data on the relative immunization level of the
alien except anecdotal and observation data.

The child just coming from Mexico has a rather low immunity level.
I say that because when the children start to school, they have no way
of documenting that they are immunized, for the most part. Some
will bring a]rmrr an immunization card. But most of them cannot docu-
ment that they Tave had immunization before.

The program—as I understand the program in Mexico—is to have
major immunization pushes periodically rather than having a system
of well-baby care where a large part of the population can be expected
to have a total program of immunization. We just presume, unless they
can document, that they have not heen immunized.

I think that the “fear” of the illegal alien is exaggerated. T do not
believe the disease looks at]Pg'l]sl‘ltll‘- I think that, as we look through
our numbers of cases, a lot more of our citizens got measles than the
illegal alien or ones that one might guess might be illegal aliens,
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I think it is hard to define there is an interesting observation about

measles. Baja Calif.’s measles season follows ours. The peak season for
measles there tend to be April-May rather than February—March. With
the commuter traffic that we tend to have between Baja Calif. and
Los Angeles, I would think that we export measles to them, if anybody
gives anybody measles. This statement is just referable to measles.
" The realistic fear is that, whenever you have an underdeveloped
country that has an endemic level of communicable diseases which you
are trying to eradicate or immunize against, you have to be aware that
importation of that disease is always possible. Mexico this year had
outbreaks of polio in some of their states. In fact, the one case of polio
that Los Angeles had this year was an imported case. So, we have to
realize that there is an endemie level of polio activity in Mexico. If a
citizen from Los Angeles is not immunized appropriately and goes to
Mexico, they may contract the disease and bring 1t back to spread to
their neighbors who are susceptibles.

Mr. Waxaax. Do we know whether there is a lower level of im-
munization among the poor socioeconomic groups?

Dr. Fax~i~. Well, I think it is standard in any population that
does not understand the necessity for or who have other overwhelming
problems, that preventive medicine—immunization being part of
that—is not a priority in their life. Curative medicine, of course, is a
priority.

The thing about the measles data—and we have not analyzed it
completely vet, mainly because we are really short of that type of
staffing—is that measles was not a ghetto disease strictly this year.
Measles was in the West Valley. Measles was in Pasadena—they had
the highest case rate. Measles was all over.

Evervbody tends to think of the ghetto as being the medically
indigent. I really do not believe that. We do have programs which
provide medical care for the very poor. We may need to look at our
just-above-poverty group, who may not be able to afford the cost of
preventive care and who are not used to getting it from publie services.

All of these are conjectures. I think of interest to me was the large
number of cases we had in nonghetto communities this year.

Mr, Waxaran. Dr. Wilkins, did you have something to add to that?

Dr. Wiukins. I just wanted to point out that the large majority of
the patients that were in our clinic were illegal aliens, as it turned out,
when the county started requiring us to determine their status. These
clinies were funded by Federal sources through CDC by providing
the nurses and the care for these patients. They were not charged.
Therefore, we never asked them. L !

For the 3,000 children the return rate was fantastic. They had a
place to go where they were not threatened. They were educated as to
the needs of immunizations, and they ate it up. They were always
there. I can attest to it by the 9,000 sera that I have obtained over the
years from children. They were very faithful in coming back. We had
films for them in Spanish that educated them, They were there on their
birthday to get their measles shot. K

I just think it is lack of education in that particular population. Tt
may be apathy in many, other populations; but there are still many
people who have not been given the opportunity of education as far
as the need for these immunizations. ’
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Mr. Waxman. Do you think the illegal alien population is suffi-
ciently aware of the need for immunizations?

Dr.” Witkins. No; they are not; not until you bring them in and
educate them. But, when you do educate them to the need, there is
nothing that negates their desire to take the immunizations once they
are offered the opportunity.

They are scared to go into certain centers for immunizations. They
are scared to come in. They do not come in until they are so sick;
this is the truth.

Mr. Waxmaw. I thank you all very much. Your testimony has been
very helpful. We appreciate your coming.

Our last witness is Dr, James Chin, the direetor of infectious dis-
ase section, Department of Health, State of California.

STATEMENT OF JAMES CHIN, M.D., DIRECTOR, INFECTIOUS DISEASE
SECTION, DEPARTMENT OF HEALTH, STATE 0F CALIFORNIA

Dr. Cuain. Mr. Chairman, it has been a long hearing. T want to ex-
press my admiration for your capacity to sit through it all with the
interest that you have shown.

I do not have a prepared testimony. I want to make a few com-
ments and then be available for questions.

I would like to start off by calling your attention to a prepared
report, “Report and Recommendations of the National Immunization
Work Groups.” There were approximately half a dozen work groups
that were appointed by the Under Secretary of Health early in ifm
year to review the kind of problems that confront immunization
programs.

The work groups met on several occasions. The major recommenda-
tions, I think, deal with some of the problems that confront the na-
tional immunization program.

One of the foremost recommendations was the formulation of some
national coordinating committee. It would then be in a position to
monitor progress and resolution of some of the major problems which
confront the immunization programs. The major problems which were
identified have already been discussed this morning. It is not necessarily
the level of support for immunization programs, but the vagaries in
the funding. There has to be a commitment to stable, long-range sup-
port of the immunization programs.

The whole issue of liability has been touched on. Obviously, the
vaccine programs do not create the problem of liability, but liability
is nevertheless a very, very important problem confronting routine im-
munization programs. Connected with this is the whole issue of in-
formed consent. It is a duty now on public health clinics to provide a
statement to recipients of vaceine in public clinics.

On the surface, this seems relatively simple to do; but, in practice,
this becomes a very, very difficult procedure. We are going through
the motions. If yon have seen some of the forms that have been pre-
pared, they are pretty technical and fairly long. We can get people
to sign to get their vaccine, but I think we have no assurance that
people really understand what is on the forms.
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I think this is a very complex issue. I think that the heart of the
recommendations of the work groups is to develop a national immu-
nization coordinating policy committee to oversee these problems.
These problems are not going to be resolved by the immunization ini-
tiative necessarily. It is going to be a long-range problem.

I would like now to comment briefly on some of the points that
were brought out. - i

One, T think that the situation we have with regard to Immunization
levels in this country has improved since the early seventies, when it
was recognized that immunization levels were declining, I do not want
to minimize the problems we have. I am saying that, over the last sev-
eral years, the situation has improved. We have a long way to go yet, but
I do not want to be in the position of erying wolf every year that the
problem is getting worse. Immunization levels have stabilized. About
197374, they turned upward slightly; but we still have a long, long
way to go. .

There was some comment with regard to the bill that is in the Cali-
fornia Legislature regarding liability. I had a discussion with some
of the legislative people. I think the thrust of that bill is to try to
provide indemnification and compensation for what we consider un-
avoidable vaccine reactions.

I think that in subsequent amendments to that bill we will not be
providing relief from liability for “negligent acts.” But there has to
be relief from liability for what is considered to be unavoidable—
technically unavoidable—vaccine reactions.

Hopefully we will be able to develop a draft that will be acceptable.
I know that the State of Alaska is also very much interested in de-
veloping such legislation.

Again, in the yeport of the national groups, this is one of the central
recommendations: at the Federal level, the issue of liability has to
be addressed.

I think that perhaps in some States like California and Alaska we
can take some initial steps to try to resolve this problem, but I think
eventually it wil]l have to be addressed at the Federal level.

Mr. Lent asked throughout the hearing of potential problems that
State and local officials might have with the Federal programs, I
would say that one of the potential problems has always been the per-
ception of the State and local programs that their input to develop-
ment of policy guidelines, and specific objectives for national disease
contro]l programs in the past has not been considered on a formal
basis.

I think that this general atmosphere has improved significantly. In
Dr. Richmond’s office and Dr. Foege’s office, there has been, on their
part, positive steps to involve State immunization project directors in
the development of the guidelines for the immunization initiative.

Additional meetings are planned on a regular basis. Potential] prob-
lems, such as communications between States, Federal, and local pro-
grams, plus formal input from State programs will, in my opinion,
be resolved in the coming years.

There was the comment that you expressed about the Guillain-Barré
syndrome and reactions to vaccines. I would like to say that reactions
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to vaccines are by no means completely known. The Guillain-Barré
problem was only recognized because 20 to 40 million doses of vaccine
were given in a 3- to 4-month time period with intensive followup. 1f
we had the same type of massive program with DPT, with polio vac-
cine, with measles vaccine, we may very well detect something like
Guillain-Barré or something else that up to now has been totally
overlooked, P

We are dealing with complications in the range of one in a million
or one in several million. We just do not have the high numbers with-
out routine programs that will be able to detect these kinds of reactions.

Guillain-Barré is a syndrome that was present long before influenza
vaccine was ever developed. The majority of Guillain-Barré cases
which oceur each vear are not associated with influenza vaceine,

Clearly, the data that came out of the influenza program showed
that there was a time relationship with the vaccine and Guillain-
Barré; and, most likely, the influenza vaccine in some individuals
increased their risk of developing Guillain-Barré, This question has
yet to be completely sorted out.

I just want to make the point that we do not know everything there
is to know about all vaccines. But we do know, from our experience,
that they are the most effective and the safest medical procedures we
have to control these diseases.

With that, T will conelude.

Mr. Waxmaxn. I appreciate your comments. Some of the questions
I anticipated asking you, you already handled very well.

I would like to ask you a couple of questions about the need by the
State of California for Federal money to carry out the immunization
programs.

Does California need more Federal funds? Has Federal support
been consistent or erratic in the past ? How has this affected immuniza-
tion programs?

Dr. Cimx. In answer to your last question, it has been very
erratic.

I think T can speak from both sides of the counter with regard to
your question regarding adequacy of funding. From the Federal level,
I think any program manager at the State level always needs more
resources. However, when I speak from the State level to the county
programs, I see it from a different perspective. .

I think local programs always want more money without any
strings, The State or the Federal programs always want to develop
1-1;:1‘:1 guidelines and be fairly strict in terms of the appropriations.

From my perspective as the State epidemiologist in California in
terms of Federal money; yes, I think we need more funds. However,
I think the major yroblem is not the level of funding, but some assur-
ance that, if we plan a certain level of program for the next 2 or 3
years, after that, n terms of maintenance and continuation, that. fiscal
support 1s not going to be thrown back at State or local health
departments,

v I think this was brought out very vividly in the national report. Tt
15 not, necessarily, the level of funding; but it is the stability of the
funding so that you can do some long-range planning,

Mr. Waxyan, Mr. Lent? el F ¥




Mr. Lext. Ithank you, Mr. Chairman.

Dr. Chin, have you had any difficulty with the availability of vac-
cines under the Federal procurement system ¢

Dr. Cmin. Yes; we have, but not as a result of the Federal procure-
ment system. I think there are two aspects to this problem.

One, we had problems with the availability of polio vaceine at the
time that the Federal contract was being negotiated. That was because
of the insistence of the manufacturer that public clinics assume the
responsibility of disseminating a risk-benefit statement to each recip-
ient, As a result of protracted negotiations in getting vaccine at the
Federal level, we did experience a shortage in publie clinics of polio
vaccine, This has been resolved.

If the States had to negotiate for the purchase of ]l)(]li() vaccine from
these companies, we may have had the same problems. So, I do not
think it was necessarily a Federal procurement problem per se. It was
just that the whole liability issue affected the contract negotiations for
Federal purchase of polio vaccine,

Mr. Lent. Putting the polio vaccine aside for a second, we were
speaking with the last panel about the availability or nonavailability
of the measles vaccine

Dr. Crxx. That is the second aspect.

You have to recognize that, in 1976, the incidence of measles, in
many parts of the country, went up. There were fairly large-scale
outbreaks in the Midwest, specifically in Michigan and some other
States. The CDC’s stockpile of vaccine was somewhat eroded in re-
sponse to some of these outbreaks.

At the time Los Angeles was confronted with their measles prob-
lem, the amount of measles vaccine available to CDC for State pro-
grams was limited. We did have a significant problem in January,
February, and March of getting sufficient supplies for large-scale pro-
grams. You have to recognize that Los Angeles County is larger than
most States. In addition, when they conduct a program, they some-
times need two or three times the amount of vaccine that they may
actually use because of their logistics. y ¥

Mr. Lext. When you finally procured the measles vaceine, did you
procure it through the Federal procurement system, or did vou go
outside that system? 3 : UL

Dr, Cm.\'._' We went through every system that we had available to
us. We had State funds to purchase measles vaccine if it was available
for purchase.

The problem was it was not available. We were in constant tele-
phone contact with the bureau of biologics to get production lots of
measles vaccine released as promptly as possible so that it would be
available to public programs. Physically, it was not available because
of the lead time necessary to produce measles vaccine.

. Mr. Lext. Does your department support the proposal for a na-
tional immunization commission to develop and oversee national im-
munization policies ?

Dr. Cuxx. I cannot speak for the department. T am here speaking
as—well, I can speak in my capacity as president of the State and ter-
ritorial epidemiologists. We clearly support this.




Mr. LexT. You see no difficulty with duplication of existing Federal
programsf

Dr. Carx. Definitely not. There is no question of the expertise of
CDC in the technical area. But, when you are dealing with 1ssues like
liability, when you are dealing with issues of support and money, CDC
can just go so far, When you are dealing with other issues like in-
formed consent and public education, I think a body of this type, that
would have input to perhaps Congress and to HEW would serve as a
powerful watchdog for the national immunization program.

Mr, Lext. It might have input as well to the State of California
and the City of Los Angeles.

Dr. Cmix. Clearly.

Mr. Lext. Should that input be purely advisory, or should they
have authority ?

Dr. Cmin. I think it should be advisory. As part of the requirements
that are being drafted in the national immunization initiative, each
State will be required to develop a coordinating committee composed
of various representatives from private medicine, industry, volunteer
groups, et cetera. My comment is that they should also do that at the
national level.

Mr. Lext. Thank you.

I'have no further questions, Mr. Chairman.

Mr, Waxsan. Thank you. We appreciate your testimony.

Let me announce that several members of a Los Angeles group of
former polio victims have joined us at the last part of our hearing.

I want to welcome them. They are called the Polio Survivors of Los
Angeles. They are interested in expressing to us their concern that
the county health officials do what they can to prevent and treat polio
and educate people about vaccination.

We have been contacted by several individuals and groups that
would have liked to testify. They would like to submit testimony for
the record. Without objection, the record will be kept open for addi-
tional comments and/or dissenting views for a period of 2 weeks. A fter
review by the chairman, it may be incorporated into the record of this
hearing.

[No additional statements were received by the subcommittee by
the time of printing. ]

Mr. Waxyaxy. With that, I thank everyone for attending.

The meeting is adjourned.

[Whereupon, at 1:30 p.m., the hearing was adjourned.]
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