Litigating On-Table and Off-Table Vaccine Cases in Federal Claims Court

l. Introduction

Starting in the early 1980s, parents of children harmed or killed by certain vaccines,
especially the DTP vaccine (diphtheria/tetanus/pertussis), began bringing lawsuits against the
manufacturers and health care providers that administered these vaccines. Fearful that these
lawsuits would cause vaccine shortages, deter the production and development of additional
vaccines, and reduce vaccination rates in the United States, Congress enacted the National
Vaccine Injury Compensation Program (NVICP) in 1986.1 NVICP is a federal no-fault program
dedicated to the adjudication of vaccine injury claims.

Under the NVICP, rather than filing a lawsuit against the vaccine manufacturer or
vaccine administrator in the civil tort system, individuals claiming vaccine-related injury or death
must file a petition for “no-fault” compensation with the United States Court of Federal Claims.?
The petition is served upon the Secretary of Health and Human Services (“HHS”), which
functions as the “respondent” and decides whether to concede or defend the claim.® Although
the system is designed to be non-adversarial, HHS very much conducts itself like a civil tort
defendant, and the process is generally as adversarial as it would be in the civil tort system.
The U.S. Department of Justice (“DOJ”) serves as HHS’s counsel through its Tort Branch in the
Civil Division.

The NVICP also features the Office of Special Masters, often referred to as “vaccine
court,” which is an adjunct to the United States Court of Federal Claims. The Special Masters
serve as the trial judges in vaccine cases, including having final decision authority. Claimants
under the NVICP need not prove negligence, failure to warn, or other tort causes of action.
Rather, claimants must only prove: 1) that the vaccine(s) at issue is one covered under the
NVICP; 2) causation; and 3) damages. Litigation is bifurcated such that causation, or
“entitlement,” is litigated first, followed by damages.

The NVICP is funded by an excise tax of $0.75 on each vaccine dose. This fund is
almost exclusively used to fund the compensation awarded to claimants as well as their
attorneys. The NVICP has a unique framework for awarding attorney’s fees and costs.
Attorneys may be eligible for reasonable attorneys’ fees, which are determined by the Special
Masters, but by statute may not charge any other fees, including a contingency fee, for their
services in representing a petitioner in the NVICP.

Although well-intentioned, the NVICP system has become rather complicated and
inefficient. There is currently a perfect storm taking place in the NVICP which has resulted in a
significant backlog of cases: More vaccine cases are being filed than ever before, and in recent
years the DOJ has been taking a much harder line with respect to settlement. At an entitlement
hearing | argued in Washington, D.C. in July of 2018, the Special Master noted that it would
likely take him more than 12 months to issue his order. True to his word, we have yet to receive
the order. It took three years from the date we filed our initial petition to reach that entitlement
hearing, which again is only the first stage of litigation. If entittement is awarded in our client’s
favor, it will then proceed to the damages phase and take no less than another year before
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reaching full and final resolution, assuming there are no appeals. There are plenty of instances
in which a single case has taken more than 10 years to be fully adjudicated.

Il. Initial Considerations and Pre-Requisites to Filing a Petition

Before filing a petition for vaccine injury, one must first ensure that the vaccines at issue
are covered under the NVICP. In total, sixteen vaccines are now covered.* If the vaccine at
issue is covered, then the next step is to ensure that the effects of the injury either: 1) lasted for
more than six months after the vaccination; 2) resulted in inpatient hospitalization and surgical
intervention; or 3) resulted in death.> There are also filing deadlines to consider.® For instances
of injury, petitions generally must be filed within three years after the first system or
manifestation of onset or of the significant aggravation of the injury. For instances of death,
petitions generally must be filed within two years of passing and within four years of the first
symptom or manifestation of onset or of the significant aggravation of the injury from which the
death resulted.

If the above pre-requisites are met, one should next refer to the Vaccine Injury Table to
determine whether the injuries at issue will be considered “on-table” or “off-table.”” The NVIPC
provides two separate mechanisms though which a party may establish that an injury was
caused by a vaccine. First, a causal connection between vaccine and injury is rebuttably
presumed if the administration of the vaccine and the particular injury are related in time as
specified in the Vaccine Injury Table of 42 U.S.C. § 300aa—14.%2 This is commonly referred to as
an “on-table” case. Conversely, if the injury is not listed in the Table, or if its symptoms are not
evident within the time frame specified by the Table, the petitioner faces a more demanding
evidentiary burden and a much lengthier and complicated road to recovery. This is commonly
referred to as an “off-table” case. An “off-table” petitioner bears the burden of proving that
the vaccine was the actual cause of the injury.® As the United States Court of Appeals has
noted, “[gliven the vagaries of human illnesses, particularly in young children, that is not always
an easy burden to carry.”°

Il Litigating Off-Table Cases and the Three Althen Factors

To prove actual causation in an off-table injury case, the petitioner must show by a
preponderance of evidence that the vaccination brought about the injury by providing: (1) a
medical theory causally connecting the vaccination and the injury; (2) a logical sequence of
cause and effect showing that the vaccination was the reason for the injury; and (3) a showing
of a proximate temporal relationship between the vaccination and the injury.”** Establishing
causation via these three Althen factors is often the main challenge in any off-table vaccine
case; however, be aware that HHS will often challenge diagnosis as well.

An off-table petitioner must provide a reputable medical or scientific explanation that
pertains specifically to the petitioner's case, although the explanation need only be “legally
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probable, not medically or scientifically certain.”*? Proof of causation must be established by a
preponderance of the evidence.®®* Expert testimony is almost always required to prove
causation in an off-table case. Vaccine Rules of the United States Court of Federal Claims Rule
8(b)(1) “provides that the special master will ‘consider all relevant and reliable evidence.’
(emphasis added). By inclusion of the terms ‘relevant and reliable,” Vaccine Rule 8(b)(1)
necessarily contemplates an inquiry into the soundness of scientific evidence to be considered
by special masters.”* While Special Masters may look to the Daubert standards in evaluating
expert testimony, be aware that they do not control the Special Master’s analysis.

It is especially important in vaccine cases to carefully review the medical records before
filing a petition because the records are given great weight in vaccine court. “It has generally
been held that oral testimony which is in conflict with contemporaneous documents is entitled to
little evidentiary weight.”*® “[M]edical records and medical opinion testimony are favored in
vaccine cases, as treating physicians are likely to be in the best position to determine whether ‘a
logical sequence of cause and effect show[s] that the vaccination was the reason for the
injury.”16

Regarding the three Althen prongs, Petitioners cannot be required to show
“epidemiologic studies...the presence of pathological markers or genetic disposition, or general
acceptance in the scientific or medical communities to establish a logical sequence of cause
and effect.”!’” Causation is determined on a case-by-case basis, with “no hard and fast per se
scientific or medical rules.”*® Close calls regarding causation must be resolved in favor of the
petitioner.®

If the petitioner can establish a prima facie case by meeting the three Althen factors,
then the petitioner is entitled to compensation unless the respondent can put forth preponderant
evidence that petitioner's injury was in fact caused by factors unrelated to the vaccine.?® As the
Althen court noted, Congress’s intent was that vaccine awards be made “quickly, easily, and
with certainty and generosity” even if this results in “compensation to some children whose
iliness is not, in fact-vaccine-related.”?! “This purpose would not be served by allowing the
Secretary to avoid an award by offering ‘speculative or hypothetical matters or explanations’ of
alternate causation...”??

Causation, or “entitlement,” can be established by concession or via court order after a
contested hearing. Once established, the case then proceeds to the damages phase. The
damages available in NVICP fall generally into four categories: 1) pain and suffering, which is
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capped at $250,000.00; 2) lost wages; 3) past out-of-pocket medical expenses; and 4) future
medical needs.?® Wrongful death cases are hard capped at $250,000.00. The damages phase
also often requires expert testimony, including a life care planner and economist.

Anthony Carr joined the personal injury team at Shaheen & Gordon in 2017. Prior to joining
Shaheen & Gordon, Anthony spent four years practicing as a litigation associate for a nationally
recognized trial firm in Honolulu primarily in the areas of complex asbestos litigation, products
liability, mass torts, and nursing home abuse and neglect. Now back in his home state of New
Hampshire, Anthony continues to concentrate his practice on representing local people who
have been seriously injured as a result of the neglect of others.
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