By Assemblywoman Charlotte Vandervalk

POINT OF VIEW

IMMUNIZATIONS:

PROTECTING AN AT-RISK POPULATION

Mew Jersey mandates that our school children receive mare
immunizations than any other state in the U.S. Most of the
time, these immunizations are uneventful, as they are usually
administered to “healthy persons who have substantial
expectations for the safety of the vaccines.”' However, the
doctars at the Mational Immunization Program, Centers for
Disease Control and Prevention (COC) admit that “while
their benefits far outweigh their risks and costs, no vaccine
is perfactly safe.” The CDC also acknowledges that a certain
segment of the populaticn is adversely affected by vacai-
nations. Yet, for New Jersey parents who fear that their child
might be in that minority population, the state offers limited
options for exemptions from the mandatory vaccination pro-
gram. It is an all-or-nothing approach that penlously ignores
the potential danger to at-risk children and their families.
Many feel that this all-ar-nothing approach is a good
thing. They fesl that the safety of immunizations has been
assured by testing before licensure. However, when the at-risk
population is statistically so small, it is entirely possible that
serious adverse effects might not present themselves in
prelicensure testing. The COC recognizes this problem and
natad in a summary of the adverse events reported to the
federal Vaccine Adverse Event Reporting System (VAERS)
that "some adverse events are unlikely to be detected in
pre-licensure clinical trials because of their low frequency,
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the limited numbers of enrolled subjects and other study
limitations.”™ The CDC concluded that "adverse events
after vaccinations accur but are generally rara.”™

When VAERS was implemented in 1990, strategies wera
developed to atinbute certain adverse reactions to certain
vacanations based upon the interval between the vaccine
and the reaction. "For seizures following the DTF vaccine,
evants were included if they occurred within three days of
vaccination; this was to differentiate them from seizures
caused by the measles-mumps-rubella {(MMR} vaccina, which
tend to occur after six days following vaccination. Far
seizures following the MMR vaccine, events were included
if they occurred between 6 and 30 days of vaccination.”

Data from surveillance studies on VAERS reporting show
that "during 1991 - 2001, reports of deaths ranged from
1.4 parcent to 2.3 percent, and reports of life-threatening
illness ranged from 1.4 percent to 2.8 percent of all adverse
event repors.”” These studies may, however, be limited
because in many cases - especially deaths - the eventis
categorized as some other condition, such as sudden infant
death syndrome (SID5), and is never reported to VAERS.

MOMETARY COMPENSATION FOR INJURIES
Because of the potential liability from these adverse reac-
tions, the federal government established a National Vaccine
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Injury Compensation Program (NVICF) as & no-fault com-
pensation altarnative, and the faderal government holds
harmless the vaccine manufacturers, those providers who
administer vaccines and the governments that mandate
them. The NVICP compensates for specific adverse
events that can be attributable to vaccinations and, to
date {from FY1990 to 2009), has paid out $939.064,953.83
in petitioners’ award amounts. Also, to date, 994 deaths
have been reported to the NVICP” Acknowledged under-
reporting of vaccine-associated adverse events (VAAES)
could indicate that far more awards could be given if all
the adverse effacts cases were accurately raported.

The Hannah Poling case is perhaps the mast well-known
award given by the NVICP It was determined that Hannah
had an underlying mitochondrial disorder that caused her
1o react adversaly to her vaccinations, The case was settled
cut-of-court, and Hannzah's father, a neuralogy resident at
Johns Hopkins Hospital, noted that "there was no debate
that vaccines had risks. They're not safe for everybody, and
one persan for whom they proved unsafe happened to be
my daughter*® {More than 5,000 families are currently
awaiting results from a special federal vaccine court hearing
the same issue)

The Warld Health Organization agrees with Poling’s
cbservation regarding the inherent risk of vaccinas for
some children and has noted that “it is incontestable
that a small number of individuals are harmed by vac-
cines,..what is known with certainty about the causality
and pathogenesis of YAAES is guite limited."””

Herein is the dilemma. We do not know what causes
thesa severa reactions in this limited, at-risk

as a precautionary measure. Since 2001, with the exception
of some influenza vaccines, thimercsal is not used as a preser
wative in routinaly recommended childhood vaccines. "' This
precautionary approach was dropped in April 2002, when the
FDi's Advisary Committee an Immunization Practices (ACIP)
encouraged providers 1o vaccinata with trivalent influgnza vac-
cing (T all healthy childran & to 23 maonths of age. In 2003, the
ACIP moved from encouraging this thimerosal-containing
vaccine to recommending it. While a 2005 FDA review of
WAERS data on inactivated influenza vaccinations amaong chil-
dran less than two years of age supportad immunization, the
FDA also noted that the review provided only generally reas-
suning, atthough limited, data regarding the safety of TV among
children in this age range and called for continued surveillance
for seizures and cther clinically significant adverse effects.”

Thimerosal is still being used in flu vaccines, and Mew
Jersey is now the first state in the nation to mandate annual
flu and pneumonia shots for those in preschool. For the
majarity of the children, these immunizations will be medically
uneventiul, but not for all. However, given the medically
acknowledged at-risk segment of the population and our
state’s standing as having the highest per-capita population
of developmentally delayed children in the country, is it any
wonder that parents are upset?

Mast medical decisions are mads with informed cansent.
A school nurse or teacher cannot give an aspirin to a child
without parental approval. The CDC advises that "anyone who
takes a vaccine should be fully infarmed about both the
benefits and the risks of vaccination.”" Yet the fact that our
waccination pregram for school children is mandatory makes
informed consent superfluous. Parents can be

population. Just who are these people for
whorm vaceines will not be safe? In most cases,
we don't know until the reaction occours, This is
problamatic for parents faced with state-imposed
vaccination mandates, espedally when directives
from our governmental health agendies continue
to evolve as research in this arsa progresses.

MERCURY STILL IN SOME VACCINES

Thimerosal is an illustrative example of the problem.
Thimerosal is an ethylmercury (49.55 percent mercury by
weight) preservative used in many vaccings. “In July 1959,
the Public Health Service agencies, the Amerncan Academy
of Pediatrics and vaccine manufacturers agreed that
thimerosal should be reduced or eliminated in vaccines

informed of the risks, but have no legal right to
say no if they feel the risks are too great. It would
appsaar that the federal government, with the
creation of the NVICP and the VAERS, has con-
sciously accepted the responsibility for that
small segment of the population adversely
affected by immunization and has determined
that financial compensation is the cnly option, Yet, a monetary
award cannot truly compeansate for a lifelong disability or

for the emational and physical stress that can accompany
such a condition for bath the child and the family

MEDICAL EXEMPTIONS TOSSED OUT

Mew Jersey law allows for religicus and medical exemp-
tions from immunizations, The medical exemption must be
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#|FWE CANNOT EASILY IDENTIFY CHILDEEN WITH METAEBOLIC DiSOREDERS OR
THOSE WHO ARE IMMUNOCOMPROMISED IN SOME WAY, HOW CAN THE
STATE MANDATE, OVER PARENTAL OBJECTION, THAT VACCINATIONS BE ADMINISTERED
WITHOUT ALLOWING FOR SOME TYPE OF CONSCIENTIOUS EXEMPTION? 1

based upon certain guidelines from the CDC and the Ameri-
can Academy of Pediatrics (A%F). Howaver, oftentimes this
medical exemption, signed by a physician, is tossed out
by local authorities who overrule the physician.

Recently, a parent contacted my office after her daughter
had been hespitalized with paralysis following an immunization.
The parent was extremely upset and worried because the
school district had rejected the medical exemption letter from
the family doctor and was now reguiring that her son receive
the same vaccination, The son was traumatized, and the parent
could not face the anguish and exgense of ancther patential
hospralization. The daughter’s severe reaction might help
her to abtain a medical exemption for that specific
immunization for a limited period of time in the future, but
her reaction does not exempt her or her siblings from
further immunization requiremants.

Prasent medical exemption guidelines are also inadequate
because it is not yet standard practice to svaluate the mets-
bolic health of newborns before immunizations bagin. We have
to wait until the child is harmed to discover that — for that child
- that vacoination is not safe. Without advance knowledge of a
child’s evolving neurclagic health, can a physician administer a
vaccination confident that he or she is not violat-
ing the oath to do no harm? Tha physican is left 1o
accept the safety of immunizations for al! children
and administer the vaccine to all children unless it
has been dinically shown for the specific child that
it iz contraindicated. How many doctors have
accepted this general standard only to discover
after the fact, as in the case of Hannah Poling, that
the child had an underlying condition that placed the child
at a high risk? We must find a way to identify these at-risk chil-
dren before thay are immunized.

It would seem reazonable to seek to identify any com-
maonalities among those in this at-risk population so that
preimmunization testing could be done, In addition,
accommedations must be made for those who have alrsady
been identified as being in a high-risk catagory for an adverse
event after routine immunizaticns, such as "immunocom-
promised individuals and those with a previous history of
anaphylaxis after a previous vaccine administration.
. Another possible high-risk group iz that of individuals with
metabolic disorders. However, a detailed analysiz of the
published English-language medical literature revealed little or
ne information regarding special considerations for

immunization of patients with inborm arrors,” ™

Hf we cannot easily identify children with metabolic disor
ders or those who are immunocompromised in some way,
how can the state mandate, over parental objection, that
vaccinations ba administerad without allowing for some typa
of conscientious exemption? As a result of the new addition-
al vaccinations mandated by the New Jersey Public Haalth
Council, some parents who believe that their children are at
risk have actually chosen to move to neighboring Penn-
sylvania — a state where a physicians signed exemption does
not get overruled, and a state that has not experienced
widespread epidemics as a result of those exemptions.

OTHER STATES OFFER CHOICE

Eighteen states (Arkansas, California, Colorade, Idaho,
Louisiana, Maine, Michigan, Minnesota, Mew Mexico, North
Dakota, Chio, Cklshoma, Cregon, Texas, Utah, Wermont,
Washington and Wisconsin) allow some type of philesophi-
cal or conscientious exemption from vaccnations, These 18
states contain over 50 percent of the U.5. population,
meaning that half of the people in the country already have
immunization choice. States such as California and Texas
rmaintain this choice even though their states
fzatura highly maobile populations. The few
disease qutbreaks in those states are generally
clustered among the unimmunized. In 2005, a
report stated that "currently, the rate of religicus
and philosophical exemption to mandatory
childhood vaccination is very small. Mationally,
the rate of exemption is only 0.44 percent, and
prior to 2000, the rate of exemption did not exceed 2.5
percent in any one state. These numbers have led the
National Vaccine Advisory Committee to conclude
that religious and philosophical exemptions do not
pose a threat to public health.”"

UNTIL SCIENCE ADVANCES, PARENTS MEED CHOICE

Mew Jersey has an cbligation to pratect the rights of the
mingrity population that is at risk for severe adverse reacticns
to vaccinations. Until such time as these children can be read-
ily identified, the state should allow religious, medical and
conscientious exemptions from mandatory imrmunizations as
called for in my Azzembly Bill #240. Under &-280, a student
with a conscientious exemption would not be permitted ta
attend school during & diseass outbreak or threatened
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