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for Health Care Providers

BY TAYLOR R. ELLIOTT, PHARMD/MPH CANDIDATE, AND JOSEPH L. FINK Ill, BSPHARM, JD, DSC (HON), FAPHA

VACCINES GIVEN TO INFANTS AND YOUNG CHIL-
DREN over the past 2 decades will prevent 322
million illnesses, 21 million hospitalizations, and
732,000 deaths over the course of their lifetimes,
according to the CDC.!

It is indisputable that vaccines save lives. The
National Vaccine Injury Compensation Program
(VICP) is in place to maintain vaccine supply and
immunization rates (FIGURE 1).

HISTORY OF THE VICP

In the 1980s, suspicion arose regarding the safety of
the childhood diphtheria, tetanus, pertussis vaccine
because of news reports of serious adverse effects.
During this time, lawsuits were filed against manu-
facturers and health care providers. In response, the
manufacturers and health care providers threatened
to decrease vaccine supplies and reduce vaccination
rates. As a result, citizens were at an increased and
unnecessary risk of contracting communicable vac-
cine-preventable diseases.

To balance society’s benefit to individual risk, a
group of civilians, manufacturers, practitioners, and
public health organizations lobbied for Congress to
enact a law that would protect all parties involved:
health care providers, manufacturers, and patients
injured by childhood vaccines. On October 1, 1988,

FIGURE 1. PURPOSE OF VICP?
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are provided with fair and
efficient compensation

PURPOSE OF VICP

the National Childhood Vaccine Injury Act of 1986
established the VICP.2

Since its origination, 19,361 petitions for com-
pensation have been filed with the VICP. Thirty-one
percent (5999) of those were defined as compensa-
ble, totaling more than $3.8 billion in payouts. The
average payout has been $633,439.3

LOGISTICS OF THE VICP

The VICP is defined as a no-fault alternative to the
traditional legal system for resolving vaccine injury
petitions.® It is administered by the US Department
of Health and Human Services, while the US
Department of Justice and the US Court of Federal
Claims also have roles. The program is funded by
a $.75 excise tax on vaccines recommended by the
CDC for routine administration to children.?

The Vaccine Injury Table was implemented in
accordance with the VICP to aid in determining
compensation eligibility. FIGURE 2 lists covered
vaccines; the illnesses, disabilities, injuries, and
conditions included for each; and the respective
time periods for the first symptom, or manifestation
of onset, after vaccine administration. For example,
anaphylaxis caused by the varicella vaccine must
occur no more than 4 hours after receiving the immu-
nization to be considered.
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Source: Health Resources & Services Administration
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FIGURE 2. VACCINES COVERED BY THE VICP

Diptheria,
tetanus,
pertussis (DTP,
DTaP, Tdap,
DT, Td, or TT)

Haemophilus
influenzae
type b (Hib)

Hepatitis
A (HAV)

Measles,
mumps,
rubella (MMR,
MR, M, R)

Meningococcal
(MCV4, MPSV4,
MenB-FHbp,
MenB-4C)

Influenza
(TIV, LAIV)

Rotavirus (RV) Varicella (VZV)

Any com-
bination of

the vaccines
above

Although the VICP
provides a significant
amount of no-fault lia-
bility
are a few circumstances

Human there
papillomavirus

(HPV)

coverage,
Hepatitis
B (HBV) under which a health care
provider may be sued
through the traditional
legal system. Perhaps

Pneumococcal most evident, this situa-

conjugate
(PCV)

Polio (OPV

tion can occur if the vac-
or IPV) .o

cine is not covered under
the VICP (ie, Pneumovax
[for pneumonia]). The
petitioner may also
take action against the
immunizer if he or she
is requesting damages of

$1000 or less, if the peti-

Additional
vaccines may
be added in
the future

Source: The National Vaccine Injury Compensation Program

To be awarded compensation, the petitioner must prove one of

the following:

e The injured person received a vaccine listed on the Vaccine
Injury Table, and the first symptom of the injury/condition
on the table occurred within the period listed on the Vaccine
Injury Table

® The vaccine caused the injury; or

® The vaccine caused aggravation of an existing illness.

In addition, the court must rule out any other possible causes that
resulted in the death or injury of a patient.’

HEALTH CARE PROVIDERS AND THE VICP

For health care providers to receive liability protection for covered
vaccines under the VICP, 3 requirements must be met. Fortunately,
these are already considered best practices and do not add steps
or documentation to the immunization process. First, the patient’s
permanent medical record must specify the date the vaccine was
administered, the vaccine manufacturer, the vaccine lot number,
and the name, address, and title of the qualified immunizer. Second,
the patient must be given the most up-to-date version of the rele-
vant vaccine information statement. The version number and the
date distributed should be documented. Third, if any adverse events
occur, they should be recorded in the patient’s record and reported
to the Vaccine Adverse Event Reporting System. This program
monitors the safety of vaccines and is jointly administered by the
CDC and the FDA *

tion has been dismissed
under the VICP, or if the
compensation awarded is declined.’

In summary, creation of the VICP under the National Childhood
Vaccine Injury Act of 1986 possibly averted the resurgence of
vaccine-preventable diseases. Almost 30 years later, it is still suc-
cessfully serving its 2 original purposes: to ensure that individuals
injured by certain vaccines are provided with efficient and fair
compensation and to ensure a stable vaccine supply by limiting
liability for vaccine manufacturers and administrators. Ideally,
additional vaccines will be added to the Vaccine Injury Table to
provide further protection to both individuals and the public. ¢
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